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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

IVY SPORTS MEDICINE , LLC,
Plaintiff,
V. Civil Action No. 11¢v-1006(RLW)

KATHLEEN SEBELIUS , et al,

Defendans.

MEMORANDUM OPINION

This litigation is the latest chapter in a decalbesgy effort seekinggovernment approval
of a medical device.Plaintiff lvy Sports Medicine, LLC (“lvy”), or its predecessor ReGen
Biologics, Inc.("ReGen”) have been trying to get the medical devicesatieé in this litigation
approved foat least 16 years; that is when ReGen began clinical research Tind$:00d and
Drug Administration (“FDA"} rejected multiple applications from ReGen before eventually
approvingthe device inrDecember2008 But atpresentthe device is no longedlowed on the
market becausthe agency changed the devicelgssification inMarch 2011. Thearties agree
a mistakewas made For the FDA, the mistake occurred when they approved the device in
December 2008, because they claim the process by which they did so washyg@neckedural
irregularities. For Ivy, however, the agency’s mistake occurreghvthe agencghanged the
classificaton of the device in March 2011 using inherent authority rather than a statutory

procedure.

! The Defendants in this action are Health and Human Services Secretary Kathleen

Sebeliusand FDA Commissioner Dr. Margaret A. Hamburg in their official capacities,tfze
FDA (collectively “Defendants” or thd=DA”").
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The case is now before this Court on crosgions for summary judgment, and is ripe
for a decision. (Dkt. Nos. 22 & 28). Based on the Court’s review of the Asknaitive Record,
the parties’ briefs, the relevant law, and the arguments of counsel during thegHesld on
March 14, 2013, and for the reasons stated below, Defendants’ Motion for Summary Judgment
(Dkt. No. 28) isGRANTED and Plaintiff's Motion for Summary Judgment (Dkt. No. 2)
DENIED.

l. FACTUAL SUMMARY

A. Regulatory Framework

Certain medical devices intended for human use are regulated for safdtg BRA
under the Federal Food, Drug and Cosmetic Act (“FDCA”), 21 U.S.C. £8B6&q There are
“two basic paths” by which new devices reach the mark&ttori Therapeutics, Inc. v. FQA
Nos. 11-1268, 11-12792013 WL 1164775at *1 (D.C. Cir. Mar. 22, 2013).The “premarket
approval’ path involves more scrutiny, usually requires clinical research deatongstthe
safety of the device, and can be a lengthy proc&=21 U.S.C. § 360e.The “premarket
notification” path, far more common, is a more streamlipextess that requires the new device
to be “substantially equivalent” to a device already on the margee21 U.S.C. 8§88 360(k),
360c(i). There are three established classesrfedicaldevices, whicthelpdetermine whether a
new medical devicegroceed along the “premarket approval” or “premarket notification” path
See2l U.S.C. 8 360c(a)(1). Devices in Class | are the least risky, Classckslare more risky

than Class | and may require “special contrdlarid devices in Class Il are the madsky of all

2 Such special controls include “the promulgation of performance standards, postmarket

surveillance, patient registries, daw@nent and dissemination of guidelines (including
guidelines for the submission of clinical data in premarket notification submngssion
accordance with section 360(k) of this title), recommendations, and other appragtiahs as
the Secretary deemegcessary . . ..” 21 U.S.C. § 360(a)(1)(B).
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and require premarket review and approvaee21 U.S.C. 8§ 360c(a)(1)(A)C) (describing all
three Classes).

In addition, devices can be identified as preamendment or new (postamendment).
Preamendment devices are any of about 1,500 gehgres of devices used before the
enactment of the Medical Dee@dAmendments on May 28, 197&ee21 C.F.R. § 860.3(i)). A
device is categorized as postamendment if it was first proposed for usafter dday 28, 1976.
Anyone seeking to register a pasndment device can submit a premarket notification, which
has come to be known as a 510(k) application, in an effort to demonstrate the device is
“substantially equivalent” to a device already approvedheyDA, also known as a “predicate
device.” See2l U.S.C. 88 360(k) (Section 510(k) of tR®CA), 360c(f). The criteria for
substantial equivalence are set out at 21 U.S.C. 8§ 360c(i)(1)@ee also2l1 C.F.R. §
807.100(b). If the agency determines a new device is substantially equivakenirédicte
device, the new device is cleared and subject to the same regulatory Clask @mtitoe
predicate.See21 U.S.C. § 360c(f). If not, the new device is classified into Class lll, and subject
to premarket approval of its safety and effectiveneSee21 U.S.C. § 360c(f). The law was
changed in 1990 to clarify that most devices, including postamendment devitegroa as a
predicate for classifying other new devic&ee21 U.S.C. § 360c(i).

Congress has provided procedures floe FDA to follow for device classification

changes if the agency determines a device has been incorrectly clagsiftad.time the device



at issue in this case was reviewed by Fbekey statutory provision, 21 U.S.C. § 360c(e)(1)(A),
providedthat
[b]ased on new information respecting a device, the Secretary may, upon
his own initiative or upon petition of an interested person, gulation
(A) change such device’s classification, and (B) revoke, because of the
change in classification, any regulatior requirement in effect . .with
respect to such device.In the promulgation of such a&egulation
respecting a device’s classification, the Secretary may secure from the
panel to which the device was last referred pursuant to subsection (c) of
this sction a recommendation respecting throposed change in the
devices classification and shall publish in the Federal Register any

recommendation submitted to the Secretary by the panel respecting such
change.

B. Device at Issue: Collagen Scaffold (“CS”)

The meniscus is made of tissaad is found between the knee bone3he menisci
distribute body weight to prevent damage to the underigitigular cartilagethey“act as shock
absorbers and secondary stabilizers, and they provide joint lubricationuamiibn for the
articular cartilage.” Dkt. No. 1, at T 18). Unfortunately, meniscus injuries are quite common,
and often result in a surgical procedure known as a partial meniscectomy. préobedure
removes torn meniscus cartilage interfering Witlee joint function.(SeeDkt. No. 69, at 9 nR
The product at issue in this litigam is a Collagen Scaffold (“CS”) manufactured by thgt was
marketed in the United States as Menaflé&ccording to Ivy, the CS is intended “to reinforce
damaged oweakened meniscal soft tissue in the knee and to provide a resorbable scaffold for
replacement by a patient’s own soft tissue.” (Dkt. No. 1, at 1 19). A partial ey
would involve use of a CS only if a doctdeterminedsuch use waappropriate. According to
lvy, although debated kiyre FDA as explained below, use of the CS is limited to repairing and

reinforcing tissue, anthe CSis not intended to replace tissu&e€AR 2648-49, 2661).

3 This section was amended slightly, with changes not relevant here, by the Food @nd Dru

Administration Safety and Innovation Act, Pub. L. No. 112-144, 126 Stat. 1055 (2012).
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ReGenbegan clinical research on the safety of the CS around 1997, and sought
premarket approval in 2004(SeeAR 37). Later, instead of pursuing premarket approval,
ReGen submitted its first 510(k) application in 2005, describing the CS as “a resorbable
collagenbased surgical mesh” that “serves to reinforce and repair soft tisshBR.'559). The
FDA rejected the510(k) application in February 2006 as not substantially equivalent to a
predicate surgical mesh, stating its “decision is based on the fatihehaérformance data you
have provided did not demonstrate your device to be as safe and effective gsnegikdited
devices.” (AR 1097). The agency reconsidereitls rejection and requested additional
information from ReGerjutin July 2006the FDA'’s lead reviewer concluded that the CS “has a
new intended use and ot substantially equivalertb other surgical mesh or bone fixation
devices.” (AR 1193) (emphasis in original). That same month the aggaoyrejected the
510(k) application, “based on the fact that your device has a new indication (i.e., the
reinforcement and repair of soft tissue where weakness exists, including, butitesat ton. . .
meniscus defects) that alters the therapeutic effect, impacting safesffaativeness, and is
therefore a new intended use.” (AR 1207) (ellipses in original). ReGen appealeceashiigc
to the FDA'’s Office of Device Evaluation. (AR 1266-67).

ReGen submitted a second 510(k) application in December 2006, describing the device’s
use as “repairip and reinforcing meniscal defects.” (AR 1286)he FDA’s lead reviewer
found the device not substantially equivalent to a predicate device, and wrote th&t ‘thasC
not used to repair and reinforce a repair but to replace tissue that has beesdaieo partial
meniscectomy.” (AR 1930). After the agency again requested and received additional
information from ReGen, in August 2007 tHeDA ultimately again rejected ReGen’s

application. The agency “determined the device is not substantially espival devices



marketed in interstate commerce prior to May 28, 1976 . . . or to another device found to be
substantially equivalent through the 510(k) process,” and stated this was becays®wded
on the CS suggested an increased risk and unceeagfits as compared to greate devices.
(AR 2426-28).

In December 2007, both of New Jersey’s United States Senators, and two members of its
United Stateslouse of Representatives delegation, wrotdéd-DA on behalf of ReGen, asking
for the agency’s review of the current submission and requesting a meeting tssdibs
situation.” (AR 2431). ReGen'’s principal place of business is in New JerBé&y. No. 1,at
3).

Following the suggestion of Dr. Daniel G. Schultz, the then DirecttrteffDA’s Center
for Devices and Radiological Health (“CDRH”"), (AR 2627), ReGater submitted a third
510(k) premarket notification tthe FDA on July 22, 2008 for its CS, noting an indication that
the device “is intended for use in surgical procedures for the reinforcement andofepair
tissue inpries of the meniscus,” (AR 5467). On August 14, 2008,FDA’s lead reviewer
recommended that the CS be found not substantially equivalent “for lack of perfordsdace
and also noted that “the subject obevis being used to replace the meniscus in an area that
cannot be repaired.” (AR 2836). Representatives from ReGen and CDRH spoke on August 18,
2008, and notes of the call conclude by statingttetFDA needs data that supports benefit of
the device, as well as clear labeling that explains what the device does and howubest.to
(AR 2924).  Multiple staffof the FDA, including the Director of the Office of Device
Evaluation, recommended in September that the CS be found not substantially equivd®ent. (
2936, 2957). The agency did not deny the CS, however, and notified ReGen in October 2008

that review of the CS would include input from an Orthopedic Advisory Panel scheduleetto m



on November 14, 2008. (AR 295®). The agency gave the panel one week, rather than the
usual three to five, to prepare, and because of the short notice several standingsmeunier
not attend. (AR 34989). A summary of the meeting preparedthg FDA stated that “[the
Panel generally believed that the R#EQCS was able to withstand physiological forces, would
foster ingrowth of unorganized fibrocartilage tissue, was appropriate for bothaaclutdronic
meniscal soft tissue injuries, and was as safe and effective as the [Clasdititerdevices.”
(AR 2976). Areportby the FDAexamining the panel one year later wrote that the transcript of
the panel meeting reflects “confusion” and contains internal inconsistenatesr ¢h'‘difficult to
reconcile.” (AR 3505). The same FDA report stated that Ré&@eateeded in excluding the
Review Divisionfrom speaking at the Panel meeting.” (AR 3499). The Review Division
included “staff most knowledgeable about the CAaeand the 51®) submission for it.” (AR
3505. After the panel, some FDA staff conteul to believe the CS was not substantially
equivalent. (AR 323@1; see also3234 (“After considering the Panel recommendations, the
ODE review team continued to find that the data were insufficient to demonstitzgeantial
equivalence . . ..")).

The Drector of the Office of Evaluation, who had recommended a finding of not
substantially equivalent in September, noted in a December 2008 Memorandum toditke Rec
that, “Dr. Schultz and | have discussed this submission in detaiheabdlieveshat ReGerhas
provide[d] sufficient clinical data to demonstrate that the new indicationsddnajse] a similar
risk/benefit profile to previously cleared indications for surgical medtherefore, | have
concludedhat the ReGen CS device is substantially esjeivt to predicate surgical meshes, in
that the new indication does not constitute a new intended use.” (AR @2B8phasis added)

By letter dated December 18, 2008, Dr. Schultz informed ReGen of the agency’srdézisi



classify the G as a Class Il device under tR®CA, because the agency had “determined the
device is substantially equivalent (for the indications for use stated in the weglts legally
marketed predicate devices . . . or to devices that have been reclassified in aecerthatite
provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not requicvalppir a
premarket approval application (PMA).S¢eAR 3240-42). The agen@t that time determined
the CSto be substantially equivalent to an approved surgical mesh. Surgical meshes are
regulated as Class Il deviceSee21 C.F.R. § 878.3300 (a mesh is “intended to be implanted to
reinforce soft tissue or bone where weakness exists”). As a result, Regan daamercial
distribution of the CSn the United States, and first distributed the device in April 2009. (Dkt.
No. 24-5,at 1 45).

Shortly before they began distribution, however, an article about the approval @i'ReG
CS appeared on the front page of Wall Street Journal Alicia Mundy, Political Lobbying
Drove FDA ProcessWALL ST1.J, Mar. 6, 2009, at A1. The article purports to document, for
example, “emails show[ing] the FDA'’s integrity office excising languigem a draft letter an
FDA lawyer said would ‘document special treatthéor ReGen.”” That day Senator Charles
Grassley contactetthe FDA about the substantial equivalence determination for the CS device,
and within days members of the United States House of Representatives’ CenomiEaergy
and Commerce had done the sanSeeAR 325160, 327691). The agency began an internal
review at the end of April 2009. (AR 3269). Members of the House Committee on Energy and
Commerce wrote tdhe FDA on May 11, 2009, stating: “We understand that you may be
reexamining the desion to approve this device for marketinGiven the questions raised by

FDA scientists about the lack of data on the safety and efficacy of this deeit®liave this is



a prudent course of action.” (AR 3300ReGenwas aware of this, as thepmmeneéd on this
letter on June 9, 20091d().

As part of its internal review procesbe FDA issued a September 2009 report entitled
“Review of the ReGen Menaflex: Departures from Processes, Procedures, and Hraatiees
the Basis for a Review Decision @Question.” (AR 348%578). The report found “procedural
irregularities” in the review of ReGen’s 510(k) application, including “highly uals . .
Congressional involvement,” and called for “a focused scientific reevatuatithe decision to
clear he CS device.” (AR 3488, 3494, 34917).stated that“[t]he Director of FDA'’s Office of
Legislation described the pressure from the Hill as the most extreme he hadnseéme
agency’s acquiescence to the Company’s demands for accessQorntmissioner and other
officials in the Commissioner’s office as unprecedented in his experienB&"3494). It also
referred to “the agency’s failure to respond appropriately to external pressudecision
makers; the exclusion of individuals, if naewpoints, from parts of the scientific debate; and
the excessive reliance on advisory panel deliberations in reaching the finabrdécisiear the
CS device for marketing.” (AR 3488). At a press conference that SeptembemggaedCs,
new CDRHDirector Dr. Jeffrey Shuren stated: “[W]e have no basis to question the chifleisy
device. . . . What we have concludedhs integrity of our process for reaching a decision was
compromised in this cased so we are revisiting and-egaluating he record and the basis for
making that decision.” (Dkt. No. 24-9, at(@®mphasis added)

The following month, on October 7, 20G8Be FDA and ReGen met. At the meeting the
agency told the company that a new team would reconsider the decision thel€8.t (AR
357984). That team reported in December 2009 that theiiatended for replacement of the

meniscusand there ar@o legally marketed predicate devidesended for replacement of the



meniscus. . . . Therefore, the current review team doesbelieve the record supports a
determination of substantial equivalence for the” CS. (AR 3649) (emphasis in Qrigliee

FDA notified ReGen in January 2010 that the agency planned to convene a second Orthopedic
Advisory Panel two months later. (AB®2830). For the most parthé panel that met in March

2010 found that the CS is “generally considered safe,” but had “some ®ateut efficacy.”

(AR 4502). Panel members from the March 2010 meeting also “provided mixed responses
regarding whethethe CS device was intended to or could repair and/or reinforce the meniscus.”
(AR 5464) (citing March Panel Transcript at 216-29).

The FDA'’s lead reviewer recommended in a September 2010 Memorandum that the CS
be found not sudtantially equivalent. (AR40457). She stated that the CS was intended
replace the meniscus to prevent or delay the progression of osteoarthritis of the knéandint
not for “reinforcement and repair of soft tissue injuries of the medial menisdéddx’ 5407)
(emphasisn original) (footnote omitted). With respect to a comparison to predicate devices, the
September 2010 Memorandum stated: “The indications for use statement for the @Ssdevic
not the same as the indications for use statements of the predicate meshes becaskesare
cleared for use in the medial meniscus. . . . [B]ecause the CS device has a new intended us
we would conclude that the device is not substantially equivalent to legallytethpgtedicates.”

(1d.).

On October 14, 201ahe FDA (via Dr. Shuren) informed ReGen of its intention to
rescind the CS’s Class Il designation, noting “[tlhe review team conclhdédhe CS device is
intended to replace meniscal tissue that has been surgically excised rather tepair and
reinforce st tissue or bone.” (AR 54580, at 5460). Dr. Shuren also wrote that, “even if the

CS device had the same intended use as any of the identified predicate deviceferémeekf
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between the technological characteristics of the CS device and eaclpddivate devices raise
different questions of safety and effectiveness.” (AR 5458). In January 2011, the FBA offe
ReGen the opportunity to request a hearing on the proposed rescission of Gkaggnhtion for
the CS device, but the company declined, believing both that there was nautdgaity for
such a hearing, and also that it would be futil8eeAR 551734). On March 30, 2011, the
FDA wrote to ReGen that the CS “is not substantially equivalent to devicdsetetdhrin
interstate commercprior to May 28, 1976 . . . or to any device which has been classified into
class | (General Controls) or class Il (Special Controls).” (AR2#3B). The agency stated it
was ‘“rescinding our determination of substantial equivalence.ld.). ( This cause
reclassification of the CS to Class lll, meaning the device could not be sthikethe United
States without approvaf the FDA. “As a direct result of this FDA action,” ReGen filed for
bankruptcy on April 8, 2011. (Dkt. No. & 11 1, 65).

C. Procedural Posture

ReGen filed this action pursuant to the Administrative Procedure Act, 5 U.S.C.&8 702
seq, for related relief under 28 U.S.C. 88 2204, and an injunction. (Dkt. No. &t 1). Ivy
Sports Medicine, LLC Inc. (“lvy”) became the sessor in interest to ReGen, and this Court
granted Ivy’s motion to substitute for ReGen. (Dkt. No. 12). Ivy asks for a juddharii(1)
the rescission order is illegal and null and void, and (2) the December 18, 2008 Substantial
Equivalence Orderemans in effect.” (Dkt. No. 69, at 52). The company also requests this
Court “enter an injunction barring FDA from attempting to reclassify thed@f&ce other than
through the reclassification process set forth in 8 513@)J.S.C. 8§ 360c(e)] (Id.). vy filed
amotion for summary judgment (Dkt. No. 22), thBA filed a crossmotion (Dkt. No. 28), and

both motions are fully briefed. During the summary judgment briefing, lvy moved to
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supplement the administrative record. (Dkt. No. 36). This Court granted in part and denied in
part the motion to supplement. (Dkt. No. 52). The parties appeared for a hearing on the
summary judgment motionand the Court heard over two hours of argument.

In addition, ReGen filed a petition for review thie FDA’s March 30, 2011 rescission
order in theUnited StatesCourt of Appealdor the District of Columbia Circuibn April 29,
2011. Petfor Review of Agency DecisiofiReGen v. FDACase No. 1:1123. The D.C. Circuit
granted the=FDA’s motion to dismiss because thescission order did not “fall[] within any of
the categories as to which direct review in this court is authori&=k21 U.S.C. § 360g.”
Order,ReGen v. FDACase No. 11-1123, Sept. 1, 2011.
1. SUMMARY JUDGMENT STANDARD

The APA requires a court to “hold unlawful and set aside agency action” that is
“arbitrary, capricious, an abuse of discretion, or otherwise not in accordarftdawit “in
excess of statutory jurisdiction, authority, or limitations, or short oftstgtuight,” or “without
observace of procedure required by law.” 5 U.S.C. § 706(2)(A), (C), (D). When ruling on
summary judgment motions in a case involving final review of an agency action hadepPA,
the normal standards of Federal Rule of Civil Procedure 56 do not apply betausdimited
role of the court in reviewing the administrative recbré&ee Charter Operators of Alaska v.
Blank 844 F. Supp. 2d 122, 127 (D.D.C. 2012). Summary judgment serves as a mechanism
for deciding, as a matter of law, whether the admuist record supports the agency action
and whether the agency action is consistent with the APA standard of reSesvRichards v.

INS 554 F.2d 1173, 1177 & n.28 (D.C. Cir. 1977).

4 Local Rule 7(h){) requires that a party moving for summary judgment attach a

Statement of Undisputed Facts. In cases where judicial review is basegl @oldhe
administrative record, however, a Statement of Undisputed Facts is noedequ@vR 7(h)(2).
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V. ANALYSIS

lvy argues that because the law provides a reclassification prot¢kdttree FDA did not
use,the agencyiolated the law. “This case presents one issue for the Court’s consideration:
Whether thd=DA acted within the scope of its lawful authority when it purported to rescind the
Substantial Equalence Order and reclassify the CS into Cldk% (Dkt. No. 69, at 9). This
issue breaks down into three sgbues: (1) didhe FDA need to comply with procedures at 21
U.S.C. 8 360c(e) to reclassify the CS, or did it have inherent authority to do so; (2¢ BDIA
act in a timely manner to reclassify the CS; and (3)tlled=DA evaluate the CS based on its
intended useThey wil be addressed in turn.

A. Whether the FDA needed touse21 U.S.C. 8§ 360c(e), or could act under the
agency’sinherent authority

As a threshold matter, this Court must decide whetreFDA acted properly in how it
reclassified the CS device. Ivy argues et FDA had only one option: to use the statutory
procedure for reclassification found at 21 U.S.C. § 360c(e). Because it did not do sgués; a
the agency acted in violation of the law, and this ends the litigation in their. fade FDA
disagrees that 8§ 360c(e) was its only option, and instead argues that it properlg useelént
authority to reclassify the CS. The agency argues that because of sericegdupb
irregularities in the approval process, and because there is norgtétatation on their power
to reconsider, the agency acted properly. The debate hprgearily on starkly different
interpretations of a handful of cases.

One of the key casem the issue of inherent authority, if not the key casAmerican
Methyt Corp. v. EPA 749 F.2d 826 (D.C. Cir. 1984American Methyls a case involving the

Clean Air Act in which EPA had granted a waiver to American MethytHerintroduction of a
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methanol/gasoline blend called Petrocoal. Just over two months after BR@&dythe waiver,
another organization, the Motor Vehicle Manufacturers Association (“MVMA'8dfe petition

for administrative reconsideration that the agency seems to have ignored. Oyeapader

that, MVMA filed a supplemental petition “accommad by new data purporting to show that
Petrocoal caused automobiles to exceed limits for evaporative emissiorgraddrpons.” Id.

at 829. Eventuallythe EPA proposed to rescind the waiver, “assert[ing] the agency’s inherent
authority to revoke a waiver pursuant to section 211(f)."at 830 (footnote omitted). The D.C.
Circuit found that EPA could not invoke inherent authority under 211(f), because section 211(c)
was the only authority by which the agency could rescind the waiver. Thestated that
because “Congress has provided a mechanism capable of rectifying mistaken. actibrssnot
reasonable to infer authority to reconsider agency actiéch.’at 835. To lvy, in a sense, this
ends the debate: they argue thhe statutory framework ilMAmerican Methyls sufficiently
analogous to the one at issue here,taedeforethe FDA must use the framework in place rather
than claim inherent authority.

But American Methyls distinguishal® in severakritical ways. Oneis that inAmerican
Methyl the parties did not dispute the validity of the initial waiver. The court stressedtthi
least five times.Seeid. at 83738 (“Because there is no issue now before us as to the original
administrative record justifying the Petrocoal waiver, however . . . .”; “Whatbeevalidity of
this concern, it in no way impugns the validity of the original waiver . . . .”; “no issioeebes
as to the adequacy of the original waiver”; “EPA’s primary reason for megoRmerican
Methyl's waiver does not relate to a defect in the original grant; thus,r UEEA’s own
interpretation of its powers, a revocation proceeding is nobweed in this case.”; “Because the

Administrator points to no defects in his original approval of the Petrocoal waiverayeot . .
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. reopen that waiver.”). The present litigatisrclearlydistinguishable fromAmerican Methyin
this respect. This case is fundamentally about defects in the approval prabes€&devicein
December 2008 and the record before the agency at the time
Another key difference between this case Angkerican Methyis clarified bywhat the
D.C. Circuit said that case wast about. he American Methypanel stated:
We of course intimate no view as to EPA’s power to revoke a waiver
obtained through fraud, ex parte contacts, or other misconduct tainting the
original record andthereby affecting the integrity of an agency’s

proceedings. . . EPA alleges no misconduct in American Methyl’'s
securing of the Petrocoal waiver . . ..

Id. at 834 n.51 (emphasis added)hereforein a situation in which the integrity of an approval
process can reasonably be challengetierican Methytoes not necessarily apgly an agency
exercising its inherent authorityVhile Ivy argues thathe “FDA’s efforts to shoehorn this case
into the fraud category must fail,” (Dkt. No. 62, at 28®arlyfraud is not the only “category”
discussed byAmerican Methyl The key point is whether some form of misconduct “taint[ed] the
original record” and “affect[ed] the integrity” of the FDA proceedingsnerican Methyl 749
F.2d at 834 n.51.

In this case,hte FDA internal review concluded that there were multiple “procedural
irregularities” that called into question the basis of the agency’s dec{gBn3497), and Dr.
Shuren said “the integrity of our process for reaching a decision was compromisstase . .

..” (Dkt. No. 249, at 4). These rather damning conclusions are entirely consistent with the key
point of American Methys footnote 51, and Ivy’s attempts to distinguish these consistencies are
simply a bridge too far.

One of the reasons f@n agency to invoke inherent authorigppout whichAmerican
Methyl expressed nmpinion,is ex parte caacts, and theAdministrative Record in this case

includes several communications thiainto this categoryFor examplethe FDA found thathe
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agency violated its “usual practice” whigrmet with lvy “without members of the review team
present.” (AR 3525).The FDA allowed Ivy to have “unusual access to the Commissioner and
his Principal Deputy.” (AR 3526)The FDA violated their “[t]ypical[] procedures and allowed
members of Congress to speak “directly to both the FDA Commissioner and the Principa
Deputy Commissioner.” 1qd.). Generally, “[n]o rules or practices limiting the access of ReGen
officials or its consultants to agency officials appear to have been obsentdd.” Hor these
reasons alone, this case is not controlledimerican Methyl

Significantly, the American Methylcourt also notedhat it wa not expressing a view
aboutwhether anagency can invoke its inherent authonithen “other misconduct’occurred
that “tairt[ed] the original record.”749 F.2d at 834 n.51lvy purports to dexibe this category
by misquoting the case in a way tlsabstantially changes the meanofghe opinion. Multiple
times, Ivy inaccurately quotesmerican Methylas granting an agency authority to revoke an
action based on “fraud, ex parte contacts, or adhmiar misconduct.” (Dkt. No. 62, at 26 &
31) (emphasis added)But the word “simliar” does not appear in footnote 51 AMmerican
Methyl It is hard tocredit thesemultiple misquotesas an accident; one of the times Ivy
misquotes the case they are citing to Defendants’ briedrethe quoteappears correctly(See
Dkt. No. 62, at 31 (citing Dkt. No. 33, at-31)). Adding the word “similar” narrows the list of
acceptable reasons for an agency to invoke its inherent authority to act, as opposed to the more
broad formulation that actually appearsAmerican Methyl While the language manufactured
by Ivy may be what the cgmany wishes the D.C. Circuit haaid on the issue, this Court is
bound by the actual language of the opinion, which is that misconduct affecting theyirgégrit

an agency’s approvahn takehat agproval out of theAmerican Methytontext.
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In this case,the Administrative Record containseveral examples of misconduct
affecting the integrity of the C8evice’'s 2008 substantial equivalence determinatidine
September 2009 preliminary report preparedtiy FDA noted “multiple departures from
processes, procedures, and practices.” (AR 3487). This includes “the agency’s ttailure
respond appropriately to external pressure on deemmkers; the exclusioaf individuals, if
not viewpoints, from parts of the scientific debate; and the excessive reliance soryageanel
deliberations in reaching the final decision to clear the CS device for marke{jA&"3488).
Decision makers failed “to sufficientlykplain and document the bases for their decisions in an
administrative record.” (AR 3487). The “haste” with which Dr. Schultz convenedathel p
“resulted in a panel inexperienced not only with the substantial equivalencerdiamdih is
novel even tetanding panel members, but also in FDA’s usual panel procedy#R.’3499).
lvy “succeeded in excluding the Review Division from speaking at the Panelhméethich
“may have skewed the discussion by precluding adequate consideratioa Byarthl ofkey
Review Division concerns.” Id.). The review “coastitute[d] a clear deviation fro processes
needed to support scientific integrity.” (AR 3509he compressed timeframe in convening the
panel meant key members could not participate, and gave people less time to prepare. (A
3528). And the agency relied on the pafedcessively.” [d.). The September 2009 report
states that “basing a decisi@mtirely or almost entirely on the views of an outside Panel,
particularly when those views conflict with the views of FDA reviewers thedreviewers’
concerns are not addressed in the decisiaking documents, is not a standard part of the
process.” (AR 3508). All of thisraises‘[tJroubling questions,” (AR 3509), and it showsat the

agency had a valid reason to invoke its inherent authdoityeview the CS substantial

17



equivalence determination, and that its reason was one about whidmérean Methyl court
“intimate[d] no view” 749 F.2d at 834 n.51.

BecauseAmerican Methytarves out the situation present irstbase, where misconduct
impactedthe agency’s initial decision, the fact that the FBéncedes icould have used 21
U.S.C. § 360c(e),seeTr. 4212-17 Mar. 14, 2013), does not change the determination that the
agency properly invoked its inherent authority. Although no “new information” led to the
agency'’s decision to reconsider the classification of the CS ddwicelaims that beausethe
FDA relied on “new information” to reclassify the CS device, “the overall circamegs of this
case are no different from thoseAmerican Methyf (Dkt. No. 62, at 32). But as discussed
above, the circumstances here are distinctly diffdrent the facts ofAmerican Methyland that
caseexpressed no view about whether an agency can invoke its inherent authontigw ae
ruling tainted by misconduct, even if a statutory provision c@léd be used Such is the
situation here. In sum, numerous and substantive differences betwegitan Methyand this
case are present, and therefore the case does not control here

Several cases offer support for the agency’s poditianit properly exercised its inherent
authority in this ase. In Boesche v. Udall373 U.S. 472 (1963), the Supreme Court endorsed
the Secretary of the Interior’'s decision to cancel a leas@validity at its inceptiorfunder his
general powers of management over the public lands . . . unless such awhsntythdrawn
by” statute. Id. at 476. The Secretary, the Supreme Court continued, “should have the power, in
a proper case, to correct his own errongl’at 478. In Belville Mining Co. v. United State899
F.2d 989 (6th Cir. 1993), the Departmeaftthe Interior identified errors leading to its initial
decision to grant strip mining rights for four tracts of laand a new agency official reevaluated

the decision and reversed it. The district court had decided that, “because a Qorajress

18



invedigation prompted reconsideration, and there was a contemporaneous change in directors at
[a Department Office], reconsideration impermissibly had been motimtqublicy changes.”
Id. at 998. The Sixth Circuit reversed, finding that “[tlhe authoritgrofagency to reconsider an
earlier determination may be expressly conferred by statbteen where there is no express
reconsideration authority for an agency, however, the general rule is that ay lagemtherent
authority to reconsider its decision, provided that reconsideration occurs widasanable time
after the first decision.”Id. at 997 (citations omitted).Because of the facts arblding of
Belville, the cases relevant here, and it is hard to square with Ivy’'s claim Bedtille does not
“involve circumstances remotely comparable to the facts of this caskt’ ND. 62, at 34).

Other cases also stand for the proposition that “[elmbedded in an agency’s powaketo m
a decision is its power to reconsider that decisi@gihocoPhillips Co. v. ERA12 F.3d 822,
832 (5th Cir. 2010), or as stated by the D.C. Circuit: “The power to reconsidaeisnt in the
power to decidé, Albertson v. FCC 182 F.2d 39,/399 (D.C. Cir. 1950). For examplejn
American Therapeutics, Inc. v. Sullivare5 F. Supp. 1 (D.D.C. 1990), the FDA approved a
drug but the approving official wagnaware of facts indicatinthat the applicant “could not
saisfy the approval requirements.The FDA discovered the mistake arekcinded approval.
Judge Gesell of this court found that the agenayorrecting a good faith mistaKes entitled to
some deference when its actions are examined” and “[t]here is authority that S@ggagency
must be given some leeway to remedy mistake$d. at 2. Because of theprocedural
irregularitiespresent in this casgetailed above, this too is a proper case to allow invocation of
inherent agency authority.

lvy relies almost exclusively oAmerican Methyfor its inherent authoritargument, and

essentially ¢es only two other cases for suppoNew &rsey v. EPA517 F.3d 574 (D.CCir.
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2008), andDouglas Timber Operators, Inc. v. Salazd74 F. Supp. 2d 245 (D.D.C. 2011).
Both cases areeadily distinguishable. InNew Jersey v. ERAdespitethe EPA previously
determiningthat emission regulations were neces$arycertain sourceshe agency nonetheless
then purported to delist sources from oversight without making any findingdedesptatute
specifically requiring such findings The court rejged EPA’s actions under step one of
Chevron stating that although an agency “can normally change its position and reverse
decision,” 517 F.3d at 582, Congress had spoken directly to the issue and “unambiguously
limitfed] EPA’s discretion,’id. at 583. Unlike ifNew Jersey v. ERAvhere the court agreed that
the agency “violated [the law]'s plain text and structui@,’at 581, no such argument isissue
here. There is no claim that the FDé&ded indirect contravention to a statute, but only that it
used its inherent authority when Congress provided another avenue that the agehtyaweul
used if “new information” was thbasis for reclassificationSimilarly, in Douglas Timbeithe
court found that “speftic administrative procedures exist . [for the agency] to amend its own
decision by following procedures that require public participation.” 774 F.2d atEx%8.New
Jersey v. EPAandDouglas Timberdeal with statutory provisions providing clear and limiting
guidance to the agency about its ability to use inherent authority. Suchdangu#ot present
here.

Because of the numerous departures from normal agency practicgrdumstancesf
this casepresent the rare situation whettee FDA was justified in exercising its inherent
authority to reevaluate the approval of the @&ice The Court now turns to the issue of

whether the agency did so in a timely marther.

> The FDA also cites 21 C.F.R. 8§ 10.3% justification for rescission, whickads in part

“The Commissioner may at any time reconsider a matter, on the Commissioner’s ownenitiativ
or on the petition of an interested persond. § 10.33(a). Because the Court decides on the
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B. Whether the FDA acted in atimely manner to reclassify the CS
1. Appropriate Standard to Apply

Although the Court finds that in this case the FDA properly relied on its inherent
authority to reevaluate the CS device, thdterent authority is not without limit. The next
guestion is whether the agency acted withittmely manner. The parties look to different D.C.
Circuit precedent to support their positions. For Ivy, the key caskbestson v. FCC182 F.2d
397 (D.C. Cir. 1950). Fahe FDA, the key case iMazaleski v. Tresdell 562 F.2d 701 (D.C.

Cir. 1977).

In Mazaleskj the D.C. Circuit set out the test that governs this case. There the D.C.
Circuit, approvingly quotingsratehouse v. United Statesl2 F.2d 1104, 1009 (Ct. Cl. 1973
“applicable to this case as well,” stated:

We have many times held that an agency has the inherent power to

reconsider and change a decisibit does so within a reasonable period
of time

562 F.2d at 72Qemphasis added). The Court finds Mazaleskistandard applicable here too
The reasonableness approach, rather than a fixed time limit, has aldoeleentlyapplied in
other circuits.See, e.g.ConocoPhillips Cq.612 F.3dat 832 Saqgr v. Holder580 F.3d 414, 420
(6th Cir. 2009) Glass, Molders, Pottery, Plastics & Allied Workers Int’l Unien Excelsior
Foundry Co, 56 F.3d 844, 847 (7th Cir. 199%)un & Bradstreet Corp. Found. v. U.S. Postal

Serv, 946 F.2d 189, 194 (2d Cir. 1991).

alternate grounds described above, the Court expresses no opinion as to whether 28 C.F.R.
10.33provides the FDA inherent authority to act in all cases at any time
lvy simultaneously claims th&tlazaleskiis “[t}he only D.C. Circuit case that FDA cites
in support of the ‘short and reasonable time period’ standard,” (Dkt. No. 62, at 32), but then in a
footnoteconceds thatthe FDA also citesNational Ass’'n of Trailer Owners v. Dag299 F.2d
137 (D.C. Cir. 1962). (Dkt. No. 62, at 39 n.23). Ivy tries to distingDiahin part because it
did not explicitly use the phrase “short and reasonable,Daytdid endorse such a formulation
by referring to the appropriate use of inherent authority “both within a reasomable t. and
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There are important differences betwedbertson the case relied on most heavily by
lvy, and this case. According to lvy, Albertson stands for the proposition thagency
reconsideration is only permissible “within the period for taking an appeal,” IRP & 399,
after which the agency has no jurisdiction to reconsider. Here, accaoding, that would be
30 days.See21 U.S.C. § 360g(a)(8). This understanding, however, does not clearly derive from
Albertson due to that case’s procedural posture. Albertsa, the plaintiff, a radio station
holder, applied for a rehearing ah FCC order granting another persditense for a new radio
station. The FCC dismissed the applicatiddbertsonthenfiled what the court referred to as a
motion to reconsider within the twenty day period for noting an appeal then requis¢atute
The FCC denied that motion, and Albertson noted his apptah twentydays of the denial of
his motion to reconsider. 182 F.2d at 399. The FCC and an intemslaimoed thathe appeal
was untimely because the motion to reconsider did not toll the twenty day limitation to file an
appeal. The D.C. Circuit disagreed. “We conclude that the Commission did have authority to
entertain the motiofto reconsider]; that consideration thereof on the merits suspended running
of the period for taking an appeal from the order dismissing Albertson’s applickor
rehearing, and that the twenty day period for noting the appeal commenced freffethige
date of the order denying the motion to reconsider. Therefore, we hold that the appakewas t
in time.” 1d. at 400. ThusAlbertsondecided an appeal to the D.C. Circuit was timstylong
as the appeal was noted within the statutory period following the denial of a motion for
reconsideration. It was not really necessary for the court to decide by avineotion for

reconsideration must be filed. The language relied upon by tigtism.

without subjecting the parties affected to any undue or unnecessary hatd2Bip$.2d at 139
40.
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lvy offers inconsistent interpretatisrof the import of Albertson At one point the
companyclaims thatAlbertson“made clear that reconsideration is only permissible within the
time period for taking an appeal, after which the agency has no jurisdiction toidecdngDkt.

No. 69, at 45) But elsewhere Iviadmits thatAlbertsondoes not establish an unassailable,rule
statingthat it does “not mean to suggest that an agency can never reconsider its irigiahde
after the time period foan gpeal has passed.” (Dkt. No. 69, at 4&)bertsonheld that during
the statutory period that aggrieved parties are able to make appeals, theredaysnty motion
to reconsider tolled the appeal periodhis was becausthe FCC’s own ruldimited the
agencys ability to reconsider actions to twenty day8eel82 F.2d at 400. Thus, tiAdbertson
court’s decision was intended in part to equalize the playing field for reconsideoatthe
agency’sown motion with reconsideration on the motion of an interested pdilye FDA is
correct when it states that “[i]f a statute or regulation states that an appeéhd applies to an
agency as well as others, an agency’s inherent authority would béntiitesl . . . .” (Dkt. No.
67, at 16n.8). But there is no such limitation at issue in this casel Albertsontherefore is
inapposite. By the same logic, Ivy’s suggestion AlaertsontrumpsMazaleskbecause the two
are in conflict is rejected.SeeDkt. No. 62, at 39 n.24).

American Methyl citing Albertsonand otherauthorities, states that “agencies have an
inherent power to correct their mistakes by reconsidering their decisiohs whie period
available for taking an appeal.” 749 F.2d at 835. This is true Amdrican Methylalso
concedeghere may be “further inherent or implicit authoritigr an agency to reconsider its
actions beyond the time period for appeal where Congress has not specified a meajranism f
correcting agency errodd. As described above, the numerous procedural irregularities present

in this case lend additional support for finding such authority in this case. Alsaude the
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authorites cited by the court in American Methykelateto other agencies limited by statutory
deadlines, the Court findselreasonable period of time” standax be the proper orfer this
case SeeGreater Boston Television Corp. v. FC@63 F.2d 268287 (D.C. Cir. 1971)
(strestng that “precedents pertaining to other agencies are not necessarily fungibleaeamd
casecalls for analysis of the statutory system governing the agency in ordeceértain how
Congress has balanced the interests of flexibility and finglity.”

Even more sui generis i&ieto v. United State$55 F. Supp. 1187 (D.D.C. 1987), which
lvy alsorelies on for support. At issue Rrietowas an appeal for reconsideration initiated by a
third party, not the agency acting on its own, and the government had reclassifibdllérmge
from a “notice of appeat—which was limited by regulation to 30 y&a—to a complaint—which
apparently was not so burdene&ee id.at 118990, 1192. Unlike here, the initial review
involved no readily identifiable procedural defeetihie court calledhe reconsideratiofa most
guestionable exertion of an agency’s adjudicatory powerkd! at 1191. Prieto is also
inapplicable because it only dealt with the impact on one individual, “an American Ind@n w
comes under the special protection of this nation’s laws and thigypart Department’s
regulations. Id. at 1193 Seealso Belville, 999 F.2d at 1002 n.14 (distinguishiRgeto based
on its effects on “a single individual”). And evBnieto, which citesAlbertson also approvingly
cites to cases that, for example, allow reconsideration when sought “reasooampyiyi 655
F. Supp. at 1192 (citinBuvin v. Dep’t of Treasury, Public Employees’ Retirement Sys38f
A.2d 842 (N.J. 1978)).

Given the issues involved in the approval of the CS device described earlier, the Court
finds thatMazaleskisupplies the appropriate standard for this case and that application of the

reasonabl@eriod of time standard to the FDA'’s reconsideration in this case is appropriate.
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2. How to Determine What isa Reasonable Period of Time

Although application of the reasonableness standard is appropriate, that does not end the
timeliness inquiry. ThéMazaleskicourt stated thathe inherent power to reconsider could be
exercised, absent unusual circumstances, “in weeks, not years.” 562 F.2d at 728DAThe
argues that under the facts of this case they acted within a reasonable péra ohile Ivy
argues thathe agency took far too long to act and therefore the reconsideration is outside the
bounds of reasonableness.

To determine Wwat is reasonably timelyarious factors have been considered by courts.
For example, courts have considered: the complexity of the decision; whether giendeeis
based on fact or law; whether the agency acted according to its general mrsdedreview;
the express time limit for appeals set forth in agency regulations; whetladly leggnizable
property interests had arisen through the initial decision; whether partie®llet upon the
initial decision; whether the agency acted in bad fajttadvancing a pretextual explanation to
justify reconsideration; whether the agency provided notice of its intent to ideotise initial
decision; and the probable impact of an erroneous agency decision absent recamsideeati
Macktal v. Chap 286 F.3d 822, 826 (5th Cir. 2002Belville, 999 F.2dat 1001 Dun &
Bradstreet Corp. Found. v. USP946 F.2d 189, 194 (2d Cir. 199Byrieto, 655 F. Suppat
119293. Of thosdactorslisted, the fact that vy invested time and moireyeliance uporthe
FDA'’s substantial equivalence determination weighs in favor of the company, butacioss f
notably that the reevaluation involved considerable time and attention to a coetpheaew,
and that there is no evidence of bad faith on the part of theydaxor the agency.

Courts have varied regarding the determination as to what a reasonable amoumif i

For example, aurts have rejected reconsiderations begun more than a year after the initial
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adjudication,see, e.g.Gabbs Exploration Co. Wdall, 315 F.2d 37, 41 (D.C. Cir. 1963), and
upheld reconsiderations made within a short peged, e.g.Mazaleskj 562 F.2d at 72@1. In
Belville, 999 F.2dat 100Q the court used thshort and reasonable time period” standard, and
found an eight month period to be timely. Belville, pursuant to the Surface Mining Control
and Reclamation Act (“SMCRA”), the Interior Department's Office of Surfaceniri
Reclamation, and Enforcement suspended and reversed its determinatioaintiffsglossessed

a valid existing right that would ernpt their tracts of land from SMCRA. The court examined
eight factors listed above, relying particularly on the complexity of thiel existing right
determination, the lack of agency bad faith, the potential impact of an erron@misrdeand
the lak of reliance by plaintiff as the state had yet to issue a strip mining paonét 100102.
The court further noted that the public interest in achieving the correcttippelt the scales in
favor of a finding that reconsideration was timelgl. at 1002. Although the FDA cites other
cases suggesting an even longer time period may be approggmtelkem Metals Co. v. United
States 193 F. Supp. 2d 1314, 1323 (Ct. Int'l Trade 2002), the Court findelville to offer
moreuseful guidance a® the proper time frame.

The next question is how to calculate the relevant time period. Ivy arqtehehtime
period at issue here is twerttyo months and thatthe clock stopped running when ReGen
received “formal notice” of suspension of the CSide (Dkt. No. 62, at 39-40 n.26)The FDA
argues thaBelville supports a different time period. The agency consttibe language in
Belville to mean that in this case the time frame is the eight to ten months be¢hedéddA’s
initial determinationand the FDAs notice to ReGen that the agency was reconsidering its
determination. (Dkt. No. 67, at 1&7). The Court finds that thegency’s reading dBelville is

the correct oneln Belville, the “relevant time period” ran from the initial agency determination
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to when the affected party received notice that the determination was *“activégr un
reconsideration,” not when the agency made its final decis&#€999 F.2d at 1001 n.12That
is, the time period measured was from the determinatioBebfille’s valid existing rights in
December 1988 and its receipt of notice of suspension in August 1989, not the later agency
reversal of its determination of valid existing claims. This understgnatccords with other
cases as well.See, e.g.Dun & Bradstreet 946 F.2d at 194 (evaluating period between when
Dun & Bradstreet first learned that the Postal Service had approved their requedtem they
received notice of reconsideration). Instltasethe FDA initially classified the CS device in
December 2008pegan its investigation on April 29, 2008yblished its preliminary report in
September 2009, and met with ReGen in October 2009. This is the same timeframei@at issue
Belville. Thereis an argument to be made that tireeframehere was eveshorter, giverthe
evidence in the Administrative Record tH&Gen was awarthat the agency had begun its
reevaluation athe latestas of June 9, 2009(SeeAR 3300). Either way, the time period falls
comfortably within the reasonableness standé8de Belville 999 F.2d at 1002 (“[T]he public
interest in achieving a correct result . . . especially tips the scalesdn daa finding that
reconsideration was timefy.

C. The FDA Acted Properly and Within its Statutory Authority

1. The FDA evaluated he CS based on its intended use

The agency’s substantial equivalence determination of a 510(k) submissionad km
the “intended use” of a device set forth in “the proposed labeling submitted in a repbe for t
device under section 510(k).” 21 U.S.C. 8§ 360c(i)(1)(E)(Ny argues thatthe FDA acted
arbitrarily and capriciously becausdailed properlyto limit its review of the CS device tbe

description provided in the devise’'Indicatiors for Usestatement which states its use “is
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intended for use in surgical procedures for the reinforcement and repair o§sadt imjuries of

the medial meniscus . . . and is not intended to replace normal body sttu¢iiRe3242. The
agency couters that Dr. Shuren properly based his decision on “the labeled description of the
device,” including material outside the Indications for Use staterhent.

The FDA properly analyzed the Indications for Use statement and looked beyond it as
well. In comparing the CS device to predicate devices based on the Indications for Use
statement, Dr. IBuren found differences “in two primary respects: nohé¢he predicates are
indicatedfor use in an intrarticular joint space, nor do they contain such explicit directions for
preparatiorof the surgical site.” (AR 5467) (footnote omitted). As a result, Dr. Shuren looked
at other labeling, including the CS’s Instructions for U3ke FDA broadlydefines labeling to
include “all labels and other written, printed, or graphic matter . . . accompanyimgusiate.”

21 U.S.C. 8 321(m). This definition indicates Dr. Shuren acted appropriately, and rty tauili
addresghe FDA’s argument on this poin{seeDkt. No. 33, at 44; Dkt. No. 67, at D), vy
concedes jtsee Newton v. Office of the Architect of the Capidl0 F.Supp.2d 384, 397
(D.D.C.2012) (“When a party files an opposition addressing only certain argumeeis iraia
dispositive motion, a court may treat those arguments that thmaoeimg party failed to address

as conceded.”) lvy also conceded the point when it listed its Instructions for Use under

“Proposed Labeling, Packaging.”S€eAR 2663)° Based upon his examinatjoBr. Shuren

! lvy also argues that if the FDA thought that the CS device had a replacemetiarf its

proper course was teequire an additional labeg statement. Bt, as explained below, this
argument is rejected because the agency can only require additional labedm@nvimtended

use “is not identified in the proposed labeling,” 21 U.S.C. 8§ 360c(i)(1)(E), whereas here the
agency found the CS device to have a new intended use identified in the proposed labeling.

8 lvy suggests thathe FDA should have limited itself only to the Indications for Use,
“which is the only document that is actually attached to the substantial equesalenc
determination.” (Dkt. No. 62, at 43). But the company failed to address Supreme Court
precedent contradioag this argumenand citedoy the agency.See Kordel v. United State®35
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found that “the Instructions for Useake clear that upon implantation the CS device is intended
to replace damaged meniscal tissue that has been removed.” (AR 5468). Simp$e bega
stated that the CS device is “not intended to replace normal body strubgehot mean it is
not intended to replace anything. As Dr. Shuren noted, “this disclaimer does n@r quaint
statements in both the Indications for Use statement and in the instructioss tbat the device
is intended to replaceomething namely, damaged meniscal tissue that has been surgically
removed.” (AR 5471) (emphasis in original)He later added: “The indications for use
statement purporting to indicate the device for use in repair and reinforceraer® &ebe an
attempt to manipulate language to conform tlakcations for the CS device to those of predicate
meshes.” (AR 547). Whether lvy is correct that looking beyond the Indications for Use
Statements not “[t]ypically” what is done, (Dkt. No. 62, at 433, irrelevant: there is nothing
improper about doing seee21 U.S.C. § 321(m).

Others athe FDA besides Dr. Shuren shared the view that the CS device was intended to
replacetissue rather than simply reinforce and repair damaged tissue. For exétmaplBA’s
lead reviewer noted “that the device was used to replace significant amoumesistal tissue
that were removed during partial meniscectomy, and NOT to augment tisshadhatherwise
been adequately repaired.” (AR 2952) (emphasis in origied)Dr. Shuren noted, this was not
the opinion of one person, but the review team generally. (AR 5474). Dr. Shuren also noted that
“Imlembers of the November 2008 Panel conceded that they were ‘having trotble w
comparing [the CS device] with predicatevices because [the devices] really aren’t used in the
same way.” (AR 5462) (footnote omitted). “Further, the March 2010 Panel in particula

expressed uncertainty about what the CS device is intended to do.” (AR 5463 Ivy is

U.S. 345, 349 (1948) (holding that, for material accompanying a device, “[n]Jo physical
attachment is necessary. It is the textual relationship that is significant.”).
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correct thathe FDA’s DonnaBea Tillman found that Ivy “had provided a plausible explanation
for why a ‘repair and reinforce’ indication was different than a ‘replacttation” (AR 2951)?
Dr. Tillman finding Ivy’s explanation “plausible” does not mean Dr. Shuren’s conclusiantis
also“plausible.”
Dr. Shuren’s examination of predicate deviadequatelhexplains why their differences

from the CS device indicate the agency did not treat the CS daviasly. For example, Ivy
claims that the DuPuy Restore deviperforms the same type of function in the shoulder that
the CS is intended to perform in the knee.” (Dkt. No. 62, at 45). But Dr. Shuren analyzed the
device, and rationally reached a different conclusion: “Though both devicestemded for
orthopedkt indications, the two devices function differently, are in different anatdrtacations,
and have different intended uses.” (AR 5472). This accords with the remarks of the March 2010
panel member who remarked that “the mechanical requirements of the knee are diféer¢ine
predicate devices.” SeeAR 5471). Dr. Shuren examined other devices as well, and concluded
that

[n]Jone of these devices in any of their iterations have an intended use of

replacing tissue in the knee that has been surgically excised. The review

team considered all predieat indicated by ReGen in its kP

submission and concluded that none were suitable predicates for the CS
device. | agree with that conclusion.

(AR 5474). Ivy disagrees with this conclusion, but mere disagreement is not enough taovertur
an agency’s considered analysis. Dr. Shuyatinered and examindlle relevant information,
andexplained hisanalysis of that information. Thus, the Court fitldks agency satisfies the test

of establishinga “rational connection between the facts found and the choice makhfiator

o lvy claims that Dr. Shuren came to his conclusion “without ever addressing Dr. Tillman’s

prior memoranda.” (Dkt. No. 62, at 42). Not so. Dr. Shuren directly addressed her opinions,
and found them too heavily reliant on the November 2008 panel. (AR 5363-64
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Vehicles Mfrs. Ass’n v. State Fard63 U.S. 29, 43 (1983yuotingBurlington Truck Lines v.
United States371 U.S. 156, 168 (1962)).

“[T]he function of the district court is to determine whether or not as a nuittaw the
evidence in the administrative record permitted the agency to make the decigich €attage
Health Sys. v. Sebeliu631 F. Supp. 2d 80, 90 (D.D.C. 2009) 4titn omitted). The district
court must “review the administrative record to determine whether the agetarysion was
arbitrary and capricious, and whether its findings were based on substantiatevideorsyth
Mem’l Hosp., Inc. v. Sebeliu639 F.3d 534, 537 (D.C. Cir. 2011) (citimgoy Corp. v. Browner
120 F.3d 277, 281 (D.C. Cir. 1997 court must “perform a searching and careful inquiry into
the facts underlying the agency’s decision,” but “will presume the validiggehcy action as
long as a rational basis for it is presentedth. Farm Bureau Fed'n v. ERA59 F.3d 512, 519
(D.C. Cir. 2009) (citations and quotation marks omitted].he Court is not empowered to
substitute its judgment for that of the agencipavis v. Latschar202 F.3d 359, 365 (D.C. Cir.
2000) (citations omitted).This is especially soas herejn the context of matters involving
complex scientific issuesSee Marsh v. Or. Natural Res. Cound®0 U.S. 360, 378 (1989).

Dr. Shuren’sMemorandum to the File contains argument that cannot reasonably be
called arbitrary or capricious, which is the standard at issue h¢gdased his decision on a
review of the relevant material, including an examination of both panels, nwestitly the
review team, and the overall recordSe€AR 5461). He properlybased his conclusion on the
CS device’s proposed labelingSeeAR 546667, 547076). And while Ivy is correct that not
every single person in the entire agency agreed with himistihat the standardf review See

Serono Labs, Inc. v. Shalald58 F.3d 1313 (D.C. Cir. 1998) (holding deference “is owed to the
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decisionmaker authorized to speak on behalf of the agency, not to each individual agency
employee”).
2. The FDA Identified Technological Differences Between the CS and

Proposed Predicate Devices

The FDCA also states that whether a new device is substantially equivalent to a predicate
depends on the device’s “technological characteristitbéy need to either bthe same or, if
different, the manufacturer must demonstrate that the device is as safe atideetis a
predicate. 21 U.S.C. 8§ 360c(i)(1)(A). The agency argues, independi@miyits argument
about intended use, that it found the device not sulsfgnéquivalent to a predicate because
“differences between the technological characteristics of the CS device araf dalpredicate
devices raise different questions of safety and effectiveness.” (AR 5458houglt the
agency’s argument about difences in device thickness appears weak, Dr. Shurempagpesly
present conces about differences in shape.

Dr. Shuren found that the “CS device has different technological characsefrstic
other [predicate devices] because of differences in shéde 5476), and that these different
characteristics “raise new types of safety and effectiveness questions,”4{/RR 5lvy states
that Dr. Shuren offered “no reason” for his concerns about the shape of the CS deviceo.(Dkt. N
62, at 50). But Dr. Sirenstated that “new types of safety and effectiveness questions are raised
based on the shape of the CS device in terms of biomechanical properties, compasition, a
possible chondral changes in the knee joint from the presence of the device.” (AR 54&in). A
Dr. Shuren is not alone: the review team also found “different technolatjaedcteristics from

other meshes because of differences in shape.” (AR 5476).
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Because of the technological differences, Ivy needed to submit data dextiogshe &
device was as safe and effective as the proposed predidatesnber of people, including Dr.
Shuren, found the compatgiled to do so. For examplejn presentations at the March 2010
panel meetingSrinidhi Nagaraja, Ph.D.noted “inadequacies in the data comparing tensile
strength of [the] CSlevice to other meshes [and] inadequacies in animal data,” Dr. Elizabeth
Adegboyeha-Panoroted “inadequacies in the clinical data, including the use of the unvalidated
Tegner index, missinfpllow up data, and follow up conducted at different time points,” and
Scott Miller, Ph.D, noted “inadequacies in feasibility and major clinical study, including
potential bias and failure to meet primary and secondary endpoints.” (AR 5477). Dr. Shuren
concluded that “limitations in the data supporting the effectiveness of predicatesldoes not
support a finding of substantial equivalence for the CS device because ReGen has provided no
valid scientific evidence supporting effectiveness.” (AR 5479). Based omdligss and the
analysis of others, Dr. Shuren properly concluded the device is not substantialpleatguisee
21 U.S.C. 8 360c(i)(1)(A), Again, thsatisfies the test of establishing a “rational connection
between the facts found and the choice madeldtor Vehicles Mfrs. Ass;i463 U.S.at 43
(quotingBurlington Truck Lines371 U.Sat 168).

CONCLUSION

For the foregoing reasonBgefendants’™Motion for Summary ddgment (Dkt. No. 28) is
GRANTED and Plaintiff's Motion for Summary Judgment(Dkt. No. 22)is DENIED. An

Order accompanies this Memorandum.

Digitally signed by Judge Robert L.
Wilki
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