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[PUBLISH]
IN THE UNITED STATES COURT OF APPEALS

FOR THE ELEVENTH CIRCUIT

No. 1312709

D.C. Docket No. 8:1&v-02008 VMC-TGW

LAKELAND REGIONAL MEDICAL CENTER, INC., on behalf of itself and all
others similarly situated

Plaintiff — Appellant,
versus
ASTELLAS US LLC and ASTELLAS PHARM US, INC,

Defendants- Appellees.

Appeal from the United States District Court
for the Middle District of Florida

(August 15, 2014

*

Before ANDERSONCiIrcuit Judge, an&BEL,” Circuit Judgeand UNGARQ"
District Judge.

“Honorable David M. Ebel, United States Circuit Judge for the Tenth Circuit, sitting b
designation.

” Honorable Ursula Ungaro, United States District Judge for the Southern tiffiorida,
sitting by designation.
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EBEL, Circuit Judge:

DefendantsAppellees Astellas US, LLC and Astelleearma US, Inc.
(collectively “Astellas”)holds patents on a cardiac test and sellsiitgatented
pharmaceuticgbroduct, Adenoscan, for use during that tédaintiff-Appellant
Lakeland Regional Medical Centénc. (the “Medical Center”), which condis
these cardiac testalleges that Astellas is able to overcharge the Medical Center
for the Adenoscan product by unlawfully tying the patented righetibormthe
patenteccardiactest to the purchase of the unpatented Adenoscan in violation of
Sectin 1 of the Sherman Act, 15 U.S.C18At issue in this appeal is tlakstrict
court’'srefusal to certifithe Medical Center’'sying claimas a class actiore
AFFIRM,

BACKGROUND

Healthcare providersftentest for coronary artery disease using a procedure
called myocardial perfusion imaging (“MP1”). This test is most accurate when
carried outwhile the heart is stressed by, for example, administeringoaento
the patient during therocedure Aderosire is a naturdy occurring chemical
compound that causes selective blood vessels to dilate. Astellas hiagoheld
patents for performing an MPI using adsne; the first patent expired in March

2009 and the second will expire in March 20¥stellasdoes not offer healthcare
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providers a freestanding license to perform its patented MPI procedure. Instead,
healthcare providersbtainan implied licenséo perform the MPI procedure by
purchasg Astellas’s unpatented adenosine proddidenoscanfor use dring the
procedure

Whentbhis litigation beganAdenoscan was the only adenosine product that
the Food and Drug Administration (“FDA”) had approved for use during an MPI.
There are other adenosine products available in the market, however, and
healthcae providers are not bound by the FDA'’s approval ruling, but can, instead,
use any adessine productluring an MPI that thbealthcargrovders, in their
medical judgment, deem appropriatexercising that prerogative, tivedical
Centerbeganusng chemcally-identicaladenosne productshatwere cheaper than
Adenoscan durinylPIs performed at the Medical Centéstellasresponded by
threatemg to sue the Medical Center for performing Astellas’s patented MPI
procedure without a license

The Medical Center sued Astellas first famong other claimwiolating
federal antitrust laws by illegally tying the implied license to perform MPIs

involving adenosine to theurchasef AdenoscanSeel5 U.S.C. §1." According

! Section 1, United States Code Title 15, provides in pertinent part that “[e]very tontrac

combination in the form of trust or otherwise, or conspiracy, in restraint of tramenonerce

among the several States, or with foreign nations, is declared to be illegairigA t

arrangement-"an agreement by a party to sell one product but only on the condition that the
3
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to theMedical Centerthis unlawful tying arrangemeenabledAstellas to charge
450% more for Adenoscan than the pricedtbrer,chemicallyidenticaladersine
products. As relief, the Medical Center soughtréble damages for the amount
Astellas had overcharged the Mati€enter for Adenoscan, andi@junctive and
declaratory relief.Seel5 U.S.C. 88L.5(a), 26.

The Medical Centeboroughtits case as a class action on behalf of all
healthcare providers whHwadpurchased Adenoscan during a fgear period
from September 2006 through September 2010. But the district court refused to
certify the class, rulingamong other thingshatthe Medical Center was not a

viable class representative becalisthe direct purchaser rylgeelllinois Brick

Co. v. lllinois, 431 US. 720, 729, 736 (197 Hrecludedhe Medical Center’'s own

treble damageslaim since the Medical Center had purchased Adenoscan, not
directlyfrom Astellas, buinsteadirom several independent pharmaceutical
distributors; and 2jhe Medical Center'sequests for declaratory amgjunctive
relief were or soon would bemoot becauseafterthe initiation of this suitthe

FDA hadapproved a generic version Aflenoscarior use during MPIand

because the Medical Center insufficiently articulated the-@lads injunctive

buyer also purchases a different (or tied) product’—may be unlawful under 8 1. E&Sidak
Co. v. Image Technical Servs., Inc., 504 U.S. 451, 461-62 (1992) (internal quatatiks
omitted). In this case, the Medical Center alleges that the tying producingaired license to
perform MPIs involving adenosine, and the tied product is the Adenoscan.

4
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relief that it reasonaplcould obtain
Although thedistrict court’sdenial of class certificatiowas not a final,

appealable ordesgeCoopers & Lybrand v. Livesay, 437 U.S. 463, 6%1(1978),

the ruling effectively foreclosed the Medical Center’s tying clairhe Medical
Centerthusstipulated to the entry dinal judgment against it on all of its claims
while presering its right to appeal the district court’s denial of class certification.

SeeDorse v. Armstrong World Indus., In@98 F.2d 1372, 13767 (11th Cir.

1986). Exercisingjurisdiction under 28 U.S.C. 8291, we AFFIRM.
DISCUSSION

|. Because the direct purchaser rule precludes the Medical Geer’ sown
treble damages claim, the district court did not abuse its discretion in refusing
the Medical Center’s request to certify a class seeking damages against
Astellas for unlawful tying

A. Relevant legal principles

This appeal involves the interamti between law governing claims for
unlawful tying and antitrust standing principles. The Medical Center has claimed a

classic tying arrangemeftlts allegations are as followsstellas is the source of

two products. First, Astellas has a patent eriggming MPIs that use adenosine

2 SeeEastman Kodaks04 U.S. at 46@1 (“A tying arrangement is an agreement by a party to
sell one product but only on the condition that the buyer also purchases a different (or tied)
product,” which violates antitrust laws “if the seller has appreciable ecormowier in the tying
product market and if the arrangemafiects a substantial volume of commerce in the tied
market.”) (internal quotation marks omittedge alsd”hillip Areeda & Herbert Hovenkamp, IX
Antitrust Law§ 1700a (3d ed. 2011).

5
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to stress the patient’s heart during the procedure. Healthcare providers wanting to
perform that procedure, therefore, need a license from Astellas to do so. Second,
Astellas sells Adenoscan which, at the time thisdiimn began, was the only
adenosine product that the FDA had approved for use during the patented MPI
procedure, although there were other adenosine products available on the market
that could perform the same function as Adenoscan. According to thealledic
Center’s allegations, Astellas leveraged its power in the testing market to
overcharge for Adenoscan. The Medical Center contends that it was injured by
this tying arrangement because the only way it could obtain the tying product that
it needed-a license from Astellas to perform MPIs involving adenosiweas to
overpay for Adenoscan. The Medical Center further contends that, by requiring it
to buy the overpriced Adenoscan in order to get the process license it wanted,
Astellas foreclosed the Medical Center from purchasing other adenosine products
at much lower prices for use during the MPIs. The Medical Center measures its
tying damages, then, by the amount it overpaid for Adenoscan when compared

with the amount it could have paid to purchase anottemasine product.

® Theappropriatameasure of damages in a tying case is the amountithegser overpaid for
the unlawfully tied bundle of products or services when compared to the amount the purchaser
would have paid to purchase those products or services stpaBdeKypta v. McDonald’s
Corp., 671 F.2d 1282, 1285 (11th Cir. 1982). dji&lowever, the Medical Center allsgjeat
Astellas charged nothing for the impliade licensét tied to the sale of Adenoscan, and further
allegesthat even ifAstellashad offered a stanalone license separate from the Adenoscan,

6
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But it is wellsettled that not everyone who is injured by an antitrust
violation can recover (treble) damadekinder the direct purchaser rule, only the
customer who purchased the goods or services atdggadly from the alleged

antitrust violator can recover damagé&eelllinois Brick, 431 U.S. at 729, 736;

see alsd&ansas v. UtiliCorp United, Inc497 U.S. 199, 2084 (1990). In other
words, even if Astellas’s alleged tying arrangement injured purchakatsrag the
distribution chain for either the tying (implied process license) or the tied
(Adenoscan) product, the direct purchaser rule only permits the first purchaser to

recover damages from Astellas for any unlawful overcharge. The reasons for this

rule are threefoldseeUtiliCorp, 497 U.S. at 2086: permitting only the direct
purchaser to recover damageseliminate[s] the complications of apportioning
overcharges between direct and indirect purchasdrsgt 208; 2)eliminates the
possibilitythat direct and indirect purchasers could seek duplicative recoveries
against the antitrust violatad. at 212; and 3pest “promote[s] the vigorous
enforcement of the antitrust laws” by permitting only the{séstited purchaser to

sue for damageg]. at 214.

Astellas would havehargedothing forthatlicense. In this tying case, then, the Medical Center
is measuring itslamage®y the amount Astellas was able to overcharge the Medical enter
the Adenoscan, by tying it to the implied license, as compared to the pricelatinMedical
Center could have obtained other, comparatkosine products.
4 Because this tying claim is before us on standing, we do not reach its merits and so we
do not express any opinion regarding the claim’s merits.
7
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B. The district court correctly determined that the direct purchaser
rule bars the Medical Center's damages claim

We review de novo the district court’s application of the direct purchaser

rule to the Medical Center’'s damages cla@eeSunbam Television Corp. v.

Nielsen Media Research, In¢11 F.3d 1264, 1270 (11th Cir. 2013pplying

that rule here, there is no doubt that the distributors who purchased Adenoscan
from Astellas and then resold it to the Medical Center are the directgsersh

and, therefore, the only parties under lllinois Btticat can recover tying damages

from Astellas. Because, according to the Medical Center, neither the distributors
nor the Medical Center ever paid Astellas anything for the implied license to
perform the patented MPI procedure, it was the distributors who first bore all the
damages from the alleged unlawful tying, which was the overcharged price of
Adenoscan.

Although the distributors may have passed on to the Medical Center some or
all of the ovecharge that they paid to Astellas, the Medical Center cannot recover
damages from Astellas for that overcharge because it was the second purchaser of
that tied product. Indeed, to allow the Medical Center to maintain a damages claim
for this particular tying arrangement would give rise to the very problems that the
direct purchaser rule seeks to avoid. It would complicate the calculation of

damages resulting from any overcharge by Astellas by requiring an apportionment
8
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of that overcharge throughout the Adenoscan distribution chain, between the direct
purchasers (the distributors) and the indirect purchasers (like the Medical Center)
it would create the possibility that both the distributors and the indirect Adenoscan
purchasers like the Medical Center could recover from Astellas for the same
allegedly unlawful tying arrangement; and it would discourage vigorous private
citizen enforcement of the antitrust laws by making it more difficult for the best

suited plaintiffs, the distributors, to bring an unlairlying claim?® SeeUtiliCorp,

497 U.S. at 204.6. For these reasons, then, only the distributors, as the direct
purchasers of Adenoscan who first paid the inflated tied price for that product, can
recover damages from Astellas for that alleged overcharge resulting from
Astellas’s alleged tying behavior.

C. The Medical Center’s argument to the contrary is unavailing

The Medical Center’s primary argument against applying the direct
purchaser rule to preclude its damages claim is that the distribtganstahe best
plaintiffs to assert the tying claim at issue here because they have no use for the

tying product, which is the implied license to perform an MPI using adenosine;

> Applying the direct purchaser rule here serves all of the purposes underlyinge¢hSee
UtiliCorp, 497 U.S. at 208-16. But even if the rule’s application in this particular case did not
serve the rule’s underlying purposes, the Supreme Court has directed courts tbeappéy t
nonetheless: “even assuming that any economic assumptions underlylihadiseBrick rule

might be disproved in a specific case, we think it an unwarranted and counterproductiszexe
to litigate a series of exceptiahsld. at 216.
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indeed, according to the Medical Center, the distributors never even réive
license® According to the Medical Center, in other words, Astellas does not exert
tying pressure on the distributors, coercing them to buy the tied product
(Adenoscan) in order to get the tying product (the implied license) because the
distributorshave no use for the implied license. And if there is no pressure on the
distributors to buy the tied product, so argues the Medical Center, the distributors
have no incentive to bring the tying claim.

We are unpersuaded. While admittedly the distributors have no need for a
license that permits them to perfolls, that license has economic value for the
distributorswho seek to resell Adenoscemtheir healthcare customers, who do
need that license. In fact, because the distributors could only market and sell
Adenoscan for its FDApproved use-that is, in conjunction with an MPI

involving adenosine-the distributors needed to be able to asthe®

® No one questions that Astellas tied the implied process license to the purchdsaasaan.

But there are two ways to view that arrangement. One way is to suppo$e tingplied license
came directly from the purchaseAdenoscan and thus flowed down the Adenoscan distribution
chain from Astellas to the distributor to the Medical Cent€his is what Astellas contends, and
that is consistent with its, Astellas’s, own assertions in letters it sent to healttmaders,
including the Medical CenterThe other way to view the arrangement is that Astellas littked
right to obtainanimplied licenseo the purchase #fdenoscan, even though healthcare
providerslike the Medical Center, in exercising that right, actuabyainedthe implied license
directly from Astellas.That is the Medical Center’s contention. As we seediés not matter
because, either way, Astellas undoubtedly conditioned its grantthg ahplied licensemthe
purchase of Adenoscan, and here the entire tying damages came from the enf@noéd p
Adenoscan, the tied product, which was first paid by the distributors to Astellas.

10



Case: 13-12709 Date Filed: 08/15/2014 Page: 11 of 23

customers-the hospitals-that they could use the Adenosc¢hatthe distributors

were selling. Thus, Adenoscan, tied to the implied license, had a greater resale
value for the distributors than other adenosine products which Astellas would not
allow to be used with its patented MPI process. Therefore, regardless of whether
or not the distributors themselves actually received or used the implied license,
they were still susceptible to the coercion of the tying arrangement and were still
injured by anyunlawful overcharge that Astellas was able to command for

Adenoscan. To conclude otherwise would be to ignore the economic realities of

the transactions at issue hefeeUnited States v. Concentrated Phosphate Export
Ass’n, 393 U.S. 199, 208 (1968)I(‘interpreting the antitrust laws, . . . [w]e must

look at the economic reality of the relevant transactionse§;alscEastman

Kodak 504 U.S. at 4667 (“Legal presumptions that rest on formalistic
distinctions rather than actual market realities are generally disfavored in antitrust
law.”).

Our conclusion is bolstered by several cases from other circuits which,
although not controllingpere are helpful. Though not a tying cakégth v.

Microsoft Corp., 444 F.3d 312 (4th Cir. 2006), is perhaps melgful. In Kloth,

Microsoft soldcomputer manufactureeslicenseo “pre-install” Microsoft

software onto the manufacturers’ computand the right to charge consumers for

11
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the option to purchase licenses to use the software from Micrddoétt 31819,
321-22. After consumers bought the computers from the manufacturer or a
retailer, the consumers had the option of either accepting Microsoft’'s license to use
the software alreadystalledon the computer or rejecting the license and
receiving a refud directly from Microsoft.ld. at 318, 320. Applyindilinois
Brick, the Fourth Circuit held that the consumers were indirect purchasers of
Microsoft's software licenses, even if the consumers actually acquired the software
licenses directly from Microsg because the consumers paid the computer
manufacturers or retaile(and not Microsoftfor the licenses as part of the
computer’s purchase pricéd. at 32021. In reaching that conclusion, the Fourth
Circuit rejectedthe consumers’ contrary suggestithat they werdirect
purchases, stating that they
failled] to recognize both the role of the [computer manufacturer] or
the retailer in the licensing chain and the economic realities of the
transaction. Although Microsoft does not sille to its software, it
does sell licenses to use its software, and plaintiffs [consumers] could
have acquired licenseBrectly from Microsoft. ... But the plaintiffs
in this case acquired their licenses by purchases from [computer
manufacturers] and retars, paying them, not Microsoft, for their
licenses at prices set by the [manufacturers] and retailers. Because the
plaintiffs purchased their products from intermediaries and not
Microsoft, they are indirect purchasers within the meaning of that
term agdefined inlllinois Brick and_UtiliCorp and the recoveries they

would have from Microsoft would present the very problems that
those cases sought to avoid.

12
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The situation irKloth is analogous to the circumstances presentedamelre
supports our aaclusion that the direct purchaser rule precludes the Medical
Center’'s damages claifmAs in Kloth, here the distributor paid Astellas for the
Adenoscan and the license (or the right to obtain the license); and the Medical
Center then, in turn, paid the distributor (and not Astellas) for both the Adenoscan
andthe license (or the right to obtain the license). The Medical Cen¢sefore,
was only an indirect purchaser of both from the alleged antitrust violator, Adtellas.

In a second case supportiogr decisionWarren General Hospital v.

Amgen Inc., 643 F.3d 77 (3d Cir. 2011), the Third Circuit applied the direct
purchaser rule to preclude a hospital’s tying claim against a pharmaceutical
company. There, théhospital claimed thahedrug manufacturer, Amgen, was
unlawfully tying the sale of two drugs over which Amgen had a monopoly (the
“tying” products) to the sale oftaird, more expensivAmgendrug (the “tied”

product). Id. at 8681. Trealleged ying schemespecificallyinvolved Amgen

"The Medical Center attempts to distinguish Klb#dtause, in that cask, both the computer
hardware and softwa@me together from the computer manufacturers to the consumer; and
2) Microsoft leveraged its power in the computer operating system markehfeetthe
manufacturers to install its software onto the computers. But those facts do notgfusy
distinguishKloth from the circumstances presented here.

8 Recall that under the Medical Center’s theory, no one actually paid anydhitig fimplied
license.
13
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offering healthcare providemmicerebates on the tying drugs based upon the
volume of purchaseshathealthcare providers made of the tied dridy. Even
thoughWarren GeneraHospitalbought all three drugdrough independent
distributors the plaintiff hospital claimedhat it haddirecly purchasd the drugs
from Amgen because it contracted with Amgen directly for the rebates and it
received those rebates directly from Amgésh.at 8788. The Third Circuit
rejected that argument, concluding that the hospital was still only an indirect
purchaser of Amgen’s drugs because the hospital ordered the drugs from
independendlistributors and paid tbhse distributos for the drugs ah price set by
the distributos. Id. at 8889. According to the court, it was irrelevant that the
rebatesame directly from Amgen: while there “were some direct interactions
between Amgen and the hospital relating to the rebate program and the volume of
Amgen drugs the hospital required, ae interactions weilasufficient tomake
the hospital a direct purchasertbé&drugs from Amgenvhen the drugs
themselves were in fact purchased from the independent distribldoas 88.

The same could be said albdive products here: even if the license might be
viewed as coming directly from Astellagesupran. 4, that does not change the
fact that the Medical Center purchased Adenoscan, which carriedlh&o

obtain permission to use it in MPIs and whidmstituted thentire overcharge

14
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forming the basis of the treble damages claim, directly from the distribotrs,
Astellas.

Finally, the Tenth Circuit’s decision in Sports Racing Services, Inc. v. Sports

Car Club of America, In¢131 F.3d 874 (10th Cir. 1997) lends furtbapport to

our decision.In Sports Racing Servicesn amateur car racer, Freeman, sued

Sports Car Club of America, alleging that Sports Car Club illegally tied its sale of
the right to race il€lub-sponsoredaces tahe purchasefaars and partor the
racesfrom Sports Car Club. 131 F.3d at 878, 886. Although Freeman bought
thetying product, the right to racdirectly from Sports Car Club, he had to buy

the tied productsSports Car Club’s cars and paftemanindependent

distributor. Id. at 878, 883, 887. The Tenth Circuit held that the direct purchaser
rule maynot bar Freeman’s tying claiagainst Sports Car Clieven though he
wasonly an indirect purchaser of the tied products (the cars and part3)seeca
Freeman was the first party in either distribution chain (of the tied and tying
products) hat was “the direct victim of the anticompetitive activity [the tying
arrangement] and the first person with a cause of action” for tyth@t 889.

That reasoning is consistent with our conclusion here: the distributors were the first

entities in the Adenoscan distribution chain subjected to the tying arrangement’s

® The case came to the Tenth Circuit on a summary judgment decgeSports Racing
Servs, 131 F.3d at 878Ultimately the court remanded the case to the district court for further
factual finding. Id. at 89-91.

15
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coercive force because they were compelled to pay the overcharge for Adenoscan,
which was the source of the alleged tying damages claim and the Medical Center
was downstream of that tying damage.

The Tenth Circuit, in Sports Racing Services, concluded that the cars/parts

distributor in that case did not have a tying claim because the distributooivas
subjected to the coercive effect of the tying arrangement since it had no cannectio
to, and no use for, the tying produethe right to race in Clusponsored races.

While the distributor irSports Racing Servicgmid for the tied products, the sar

and parts it resold to the racers, the distribdidmot payfor the tying product, the
right to race. Because it was the racer who first paid for both, therefore, tigewas
only party who could claim tying damages, measured as the difference béteeen

price the racer paid for thmindled products and servicagainst the price he

would havepaid for them separately, had Sports Car Club not unlawfully tied them

together.
Here, on the other hand, the Adenoscan distributors, as we have already
explaned, were subject to the coercive effect of Astellas’s allegedly unlawful tying

arrangement because both the tying product, the implied license, and the tied

1 The distributor was not itself buying the cars to race themvameh itresold the cars, it did
not do so with dicense that thelyer could race them in a Club-sponsored race. The buyer
independently had to qualify and pay directly to Sports Car Club for the right to race in a
sponsored race. There was no suggestion that when the distributor bought the car from Sports
Car Club, tlat it was also buying an implied right to race that car @lubsponsored race.

16
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product, Adenoscan, were valuable to the distributors and useful to them on resale.
Moreover, tle purchase of the Adenoscan automatically conveyed an implied
license to perform the patented MPI procedure using adenosine. Furthermore,

according to the Medical Center, neither it nor the distributors paid anything for

the automatically conveyed impliddense. Unlike in Sports Racing Services
then, the distributors in this case bore the full brunt of the tying arrangement and
they were the first entities who suffered the full amount of the tying damages,
measured in this case as the overcharge Astellas was able to demand for

Adenoscan. Unlike i®ports Racing Services, then, it follows that the distributors

in this case were injured by the tying arrangement in the same manner as the
Medical Center and they, rather than the Medical Center, are the first entities in the
Adenoscan distribution chain to have a tying damages claim against Astellas. It
follows, therefore, that only the distributors, as the direct purchasers of Adenoscan,
can recover damages from Astellas; the Medical Center cannot.

D. Conclusion as to the district court’s refusal to certify a class for
purposes of the Medical Center's damages claim

For these reasons, then, we agree with the district court that the direct
purchaser rule precludes the Medical Center, as an indirect parafa
Adenoscan, from recovering damages from Astellas for its allegedly unlawful

tying arrangement. As such, the Medical Center would not be an adequate
17
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representative for a class seeking damages for the alleged unlawful tying and the
district court, therefore, did not abuse its discretion in denying the Medical

Center’s request to certify a class for the damages caeAult v. Walt Disney

World Co., 692 F.3d 1212, 1216 (11th Cir. 20X2xt denied133 S. Ct. 1806
(2013).

[I. The district court alsodid not abuse its discretion in refusing to certify the
class for purposes of seeking injunctive and declaratory relief

The direct purchaser rule does not apply to claims for injunctive and

declaratoryrelief. Seeln re Beef Indus. Antitrust Litig 600 F.2d 1148, 1167 (5th

Cir. 1979)"* Neverthelesshi district couralsodeclined to certify the clager
purposes of seekingjunctive and declaratory reliabainst Astellabecause

1) such reliefin this casevould soon bemoot; and 2}he Medcal Center did “not
sufficiently brieff] the Court as to the substance of its claims for declaratory or
injunctive relief to justify class certification pursuant to [Fed. R. Civ. P.] 23(b)(2).”
(Doc. 150 at 13.)\We disagree with the first reason, butrat on the second.

A. The Medical Center’s claims are not noot

We review questions of mootness de no8eeDoe v. Wooten, 747 F.3d

1317, 132122 (11th Cir. 2014). It was Astellas’s burden, as the party asserting

Y This court, in Bonner v. City of Prichard, 661 F.2d 1206, 1207 (11th Cir. 1981) (en banc)
adopted as binding precedent all decisions of the former Fifth Circuit issued prictotoeO1,
1981.

18
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that the Medical Center’s claims would soon be moot, to come forward with

information to support that assertioBeeCardinal Chem. Co. v. Morton Int’l,

Inc., 508 U.S. 83, 98 (1993) (addressing mootness on appeal).

Astellas grounded its mootness argument on its prediction that a generic
version of Adenoscan would be available in October 2012, just a week after the
district court denied class certification. But that prediction proved wrong, and
generic Adenoscan did not become available during the time this case remained
pending in the disitt court’* Moreover, the record does not indicate what effect,
if any, the presence of this single generic might have on the Adenoscan market.
We cannot conclude, therefore, that the controversy at issue here is atsgeend,

Atheists of Fla., Inc. v. City of Lakelan@13 F.3d 577, 5994 (11th Cir. 2013), or

that it is currently impossible to provide the Medical Center with meaningful

injunctive or declaratory reliegeeRich v. Sec'y, Fla. Dep't of Corr716 F.3d

525, 531 (11th Cir. 2013). Indeeah) appeal, Astellas does not argue to the
contrary. The district court thus erred in denying class certification on the ground

that the Medical Center’s declaratory and injunctive claims might soon become

12 Astellasnow asserts that the FDA approved a generic form of Adenoscan a year later, in
August 2013, after the Medical @terinitiatedthis appealbut that information is not part of the
appellate record

19
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mootX3

B. The district court did not abuse its discretion inrefusing to certify
the class because the Medical Center failed to justify certification

In addition to mootness, the district court also refused to certify the class for
purposes of declaratory and injunctive relief because the Medical Gatedrto
justify certification. We review that determination for an abuse of discreSea.
Ault, 692 F.3dat1216 “As long as the district court’s reasoning stays within the
parameters of Rule 23’s requirements for the certification of a class, the district

court decision will not be disturbed.” Heffner v. Blue Cross & Blue Shield of Ala.,

Inc., 443 F.3d 1330, 1337 (11th Cir. 2006) (internal quotation marks omitted).
Rule 23(b)(2) provides that a class can be certified for purposes of seeking
injunctive or declaratory relief if “the party opposing the class has acted ordefuse
to act on groundthat apply generally to the class, so that final injunctive relief or
corresponding declaratory relief is appropriate respecting the class as a whole.”
“The key to the (b)(2) class is the indivisible nature of the injunctive or decharator

remedy warramd.” Wal-Mart Stores, Inc. v. Duke431 SCt. 2541, 2557 (2011)

(internal quotation marks omitted). Thus, “Rule 23(b)(2) applies only when a

single injunction or declaratory judgment would provide relief to each member of

131t may be thathe district court did natonclude as a jurisdictional matter thiaé Medical
Center’s claimsvere, or soon would be, moot. Instead, the district court may have decided not
to exercise its discretion to certify the class under these circumstancesth# denial of class
certificationwas an abuse of discretidior the same reasons stated above.
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the class.”ld. It was the Medical Center’s burden to “affirmatively demonstrate”
that class certification was appropriate under Rule 23(b)2pat 2551. The
Medical Center failed to meet that burden, in two ways.

First, it never identified exactly what injunctive or declaratatef it was
seeking. In its complaint, the Medical Center requested only “such declaratory and
injunctive relief as appropriate in order to compel and ensure defendant Astellas’
future compliance with law.” (Doc. 11 at 19.) In the twetwtp months btween
the time the Medical Center filed its complaint and the time it moved for class
certification, Astellas tried unsuccessfully to pin the Medical Center down as to
exactly what declaratory and injunctive relief it was seeking. Specifically, Astellas
wanted to know whether the Medical Center was seeking an order requiring it to
offer healthcare providers a staalbne license to perform MPIs involving
adenosine. When the Medical Center moved for class certification, it suggested
only that the districtourt “could” order Astellas to provide access to and use of its
patent without threat of litigation and without requiring the purchase of a product
from Astellas. (Doc. 115 at 13.) This statement was insufficient to permit the
district court to assesslequately whether the injunctive and declaratory relief the
Medical Center was seeking could provide relief to each member of theselass,

Wal-Mart Stores131 S Ct. at 2557.
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Second, even if the Medical Center adequately explained the injunctive and
declaratory relief it sought, and assuming that relief included an injunction
requiring Astellas to offer healthcare providers a si@ode license to perform
MPIs involving adenosine, the Medical Center failed to prove that such an order
would provide elief to each class membebeeid. at 2551, 2557. Astellas
asserted that no other member of the putative class had ever asked for a stand
alone license; that, according to Astellas, it was likely a ssdéomk license
combined with generic adenosine would cost class members at least as much, if not
more, than the implied license currently bundled with Adenoscan; and that, even if
it would be less expensive to purchase a stdode license and generic adenosine,
healthcare providers might still choosause Adenoscan because the FDA had
approved only Adenoscan for use during MPIs and Medicare would reimburse
providers only for using Adenoscan but not for using the generic version of
adenosine. The Medical Center failed to offer any evidence to coustiglad’s
assertions. The district court, therefore, did not abuse its discretion in refusing to
certify the class for purposes of seeking declaratory and injunctive relief against
Astellas.

CONCLUSION

For the foregoing reasonsevAFFIRM the district ourt’s decision denying

22



Case: 13-12709 Date Filed: 08/15/2014 Page: 23 of 23

the Medical Center class certification on its claims seeking treble damages and

injunctive and declaratory relief.
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