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(D.C. Civil Action No. 14-¢v-5859)

SUR PETITION FOR REHEARING

Present: SMITH, Chief Judge, AMBRO, CHAGARES,
JORDAN, SHWARTZ, RESTREPO, and ROTH", Cir-

cuit Judges™
RESTREPO, Circuit Judge.

The petition for rehearing filed by Appellees in the
above-entitled case having been submitted to the judges
who participated in the decision of this Court and to all the
other available circuit judges of the circuit in regular ac-
tive service, and no judge who concurred in the decision
having asked for rehearing, and a majority of the judges
of the circuit in regular service not having voted for re-
hearing, the petition for rehearing by the panel and the
Court en banc, is denied.

By the Court,
s/ L. Felipe Restrepo
Circuit Judge

Date: December 22, 2017

MB/cc: All Counsel of Record

*Judge Roth’s vote is limited to panel rehearing only.

**Chief Judge Smith, Judge Ambro and Judge Jordan would grant
rehearing en banec.
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No. 16-2015 COTTRELL v. ALCON LABORATORIES

OPINION DISSENTING SUR DENIAL OF
PETITION OF REHEARING EN BANC

SMITH, Chief Judge, with whom AMBRO and JORDAN,
Circuit Judges, join.

Plaintiffs would prefer that the eye drops prescribed
for them be sold in a different type of packaging. The wis-
dom of their preference, however, is better left tested in
the marketplace, not in this Court. Creating a disparity
with one of our sister circuits, the Majority’s opinion rea-
sons otherwise. Because I believe Plaintiffs’ unfulfilled
preferences do not constitute an “injury” that this Court
can evaluate in light of Article III of the Constitution, I
respectfully file this opinion dissenting sur denial of re-
hearing en banc.

L

Plaintiffs are consumers of prescription eye drop med-
ications manufactured and distributed by Defendants.
The medication is sold in bottles designed with dropper
tips that dispense more liquid than the relevant portion of
the human eye can hold at any one time. Since the entire
amount of each drop cannot be contained within the eye—
where it is pharmaceutically beneficial—the bottle’s de-
sign necessarily results in a portion of each drop being
wasted. Arguing that this waste constitutes an unfair or
unconscionable practice under state consumer protection
statutes, Plaintiffs filed a putative class action complaint.

Of course, Plaintiffs must have standing to bring their
claim in federal court. To establish standing, Plaintiffs
must show that they have: “(1) suffered an injury in fact,
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(2) that is fairly traceable to the challenged conduct of the
defendant, and (3) that is likely to be redressed by a fa-
vorable judicial decision.” Spokeo, Inc. v. Robins, 136
S. Ct. 1540, 1547 (2016). The Majority notes that the case
at hand “centers on the ‘[f]irst and foremost’ of the three
standing elements, injury in fact.” Maj. Op. at 1547 (quot-
ing Spokeo, 136 S. Ct. at 1547).

To establish injury in fact, “a plaintiff must show that
he or she suffered ‘an invasion of a legally protected inter-
est’ that is ‘concrete and particularized’ and ‘actual or im-
minent, not conjectural or hypothetical.”” Spokeo, 136
S. Ct. at 1548 (quoting Lugjan v. Defenders of Wildlife, 504
U.S. 555, 560 (1992)). Ultimately holding that Plaintiffs
successfully alleged an injury in fact sufficient to confer
Article III standing, the Majority was first required to
“acknowledge that the Seventh Circuit held otherwise in
a recent case concerning materially identical allegations
against many of the same defendants.” Cottrell v. Alcon
Laboratories, 874 F.3d 154, 165 (3rd Cir. 2017). In that
case, the Seventh Circuit concluded that “[t]he fact that a
seller does not sell the product that you want, or at the
price you'd like to pay, is not an actionable injury.” Eike
v. Allergan, Inc., 850 F.3d 315 (7th Cir. 2017). The Sev-
enth Circuit instead characterized such a claim as merely
expressing “regret or disappointment.” Id. For reasons
similar to those expressed by the Seventh Circuit in Kike,
as well as those expressed by Judge Roth in her dissent-
ing opinion in the case at hand, I would not hold Plaintiffs
to have successfully established standing.
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II.

In her dissenting opinion, Judge Roth concludes that
the Majority “ignores clear law cautioning against recog-
nizing Article III standing based on the types of conjec-
tural allegations” advanced by Plaintiffs. Cottrell, 874
F.3d at 172 (Roth, J., dissenting). One precedent that the
Majority’s approach conflicts with is Finkelman v. Na-
tional Football League, 810 F.3d 187 (3d Cir. 2016). Like
Judge Roth, I am of the opinion that Finkelman “all but
decides this case.” Cottrell, 874 F.3d at 172 (Roth, J., dis-
senting).

In Finkelman, this Court held that a plaintiff did not
have standing to sue under the theory that the National
Football League’s (NFL’s) ticketing policy artificially in-
flated the price of Super Bowl tickets. Finkelman, 810
F.3d at 197. Like Plaintiffs in the case at hand, Finkelman
brought a class action lawsuit arguing that he had suf-
fered an economic harm. Specifically, Finkelman argued
that if the NFL had offered more tickets to the general
public—rather than “league insiders”—then Finkelman
and other similarly situated individuals would have been
able to purchase Super Bowl tickets at a lower price. /d.
This Court concluded that Finkelman’s theory rested on
“pure conjecture about what the ticket resale market
might have looked like if the NFL had sold its tickets dif-
ferently. Article 111 injuries require a firmer foundation.”
Id. at 201.

Similar to the theory presented in Finkelman, Plain-
tiffs’ theory rests on “pure conjecture” as to what the eye
drop market might have looked like if Defendants had
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sold their product in different packaging.! Attempting to
distinguish its holding from Finkelman, the Majority
notes that Plaintiffs’ hypothetical marketplace only re-
quires theorizing “the reduced size of the bottle dropper
tip [a]s the only change from the status quo.” Cottrell, 874
F.3d at 169 (emphasis in original). In attempting to distin-
guish this case from Finkelman, however, the Majority
draws attention to the very reason why the two cases con-
flict. As Judge Roth writes, “contrary to the Majority’s
assertion, the [P]laintiffs’ pricing theory does in fact de-
pend on exactly the sort of presumption rejected by us
and by other courts—namely, the presumption that no
other aspects of the market would change once the de-
fendants’ conduct did.” Cottrell, 874 F.3d at 173-74 (Roth,
J., dissenting).

To put it differently, Plaintiffs’ theory requires this
Court to imagine a hypothetical marketplace in which De-
fendants are hamstrung from adapting to any new market
conditions that might arise from the emergence of innova-
tive bottle designs. This theory requires us to assume, for
example, that a Defendant would decide to internalize the

! On remand, Finkelman amended his complaint to add detailed in-
formation describing how the secondary ticket market specifically
functioned. In reviewing his amended complaint, this Court held
Finkelman to only then have standing because the amended com-
plaint did more than just allege higher prices—it “alleged a causal
chain justifying why” ticket prices were higher. Finkelman v. Nat’l
Football League, 877 F.3d 504, 511 (3d Cir. 2017) (emphasis in origi-
nal). Unlike the detailed information in Finkelman’s amended com-
plaint, Plaintiffs in the instant case provide only conclusory allega-
tions to support their theory. Finkelman’s amended complaint is
therefore distinguishable from the instant case, and does not change
the import of this Court’s original holding in Finkelman v. National
Football League, 810 F.3d 187 (3d Cir. 2016).
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costs associated with designing, manufacturing, and mar-
keting new packaging instead of raising the price it offers
to consumers. Further, even if a Defendant were to inter-
nalize those costs, Plaintiffs’ theory also requires us to as-
sume that a Defendant would not charge more for a bottle
capable of delivering more doses. It might just as easily
be the case, however, that new packaging would result in
Plaintiffs paying higher prices for their treatment. There-
fore, to paraphrase Finkelman, “while it might be the
case that the [Defendants’ bottle design] increased . . .
prices . . . it might also be the case that it had no effect on
the ... market.” Finkelman, 810 F.3d at 200 (emphasis in
original). Similar to Finkelman, where this Court had “no
way of knowing whether the NFL’s withholding of tickets
would have had the effect of increasing or decreasing
prices,” Plaintiffs’ theory requires us to speculate as to
the effects of new packaging. Id. Doing so conflicts with
Finkelman, which made clear that “speculation is not
enough to sustain Article III standing.” Id.

I1I.

I am also concerned that the Majority’s opinion could
encourage courts to ignore the expert conclusions of ad-
ministrative agencies. As the Seventh Circuit wrote in
Eike, “[t]he defendants’ large eye drops have been ap-
proved by the Food and Drug Administration (FDA)—in
other words have been determined to be safe and effective
for treatment of glaucoma.” Eike, 850 F.3d at 318. If
Plaintiffs believe that smaller drops will be “even more ef-
fective, and also cheaper,” these are matters that plain-
tiffs must take up with the FDA, since a court “cannot by-
pass the agency and make its own evaluation of the safety
and efficacy of an unconventionally sized eye drop.” Id.
Although I would still not hold Plaintiffs to have shown
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standing even if Defendants did not have to submit new
packaging designs to a lengthy FDA approval process,
courts should hesitate before permitting plaintiffs to use
the federal judiciary as a tool to second-guess factual de-
cisions made by agencies that are presumed to be sub-
ject-matter experts.

IV.

Finally, I am concerned that the Majority’s opinion
could play mischief with our standing jurisprudence be-
yond the class action field. By allowing plaintiffs to estab-
lish standing simply by speculating about the additional
efficiencies they might have captured had a defendant
acted in accordance with the rules of a plaintiff’s hypothet-
ical marketplace, I fear that everyday business decisions
may be subject to litigation by creative plaintiffs capable
of theorizing a way that those business decisions could
have been made to serve plaintiffs more efficiently. Per-
haps as a way to preemptively limit its holding, the Ma-
jority repeatedly stresses that the case at hand involves
consumer protection statutes prohibiting “unfair” or “un-
conscionable” conduct. Cottrell, 874 F.3d at 161, 165-67,
169-70. Although this language may signal the Majority’s
desire to restrict its holding to “unfairness” claims, I am
concerned that the Majority provides no clear rationale to
so confine its interpretation of Article III. T would hold
that Article III limits this Court’s ability to engage in the
type of speculation that Plaintiffs’ theory calls for regard-
less of whether a plaintiff roots its claim in unfairness, de-
ception, or any other cause of action.
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In light of the concerns cited above, I would join Judge
Roth in holding that Plaintiffs have not established that
they have standing to bring their claim in federal court.



10a

APPENDIX B

PRECEDENTIAL

UNITED STATES COURT OF APPEALS
FOR THE THIRD CIRCUIT

No. 16-2015

LEONARD COTTRELL; SANDRA HENON; WIL-
LIAM REEVES; GEORGE HERMAN; SIMON NAZ-
ZAL; CAROL FREBURGER; JACK LIGGETT; PA-
TRICIA BOUGH; MACK BROWN; DOLORES GIL-
LESPIE; DEBORAH HARRINGTON; ROBERT
INGINO; EDWARD ROGERS, JR.; DEBORAH
RUSIGNULOLO; DOROTHY STOKES; JOSEPHINE
TROCCOLI; HURIE WHITFIELD; THOMAS LAY-
LOFF; CAROLYN TANNER; PATSY TATE; JOHN
SUTTON; JESUS RENTERIA; GLENDELIA
FRANCO; NADINE LAMPKIN, on behalf of them-
selves and all others similarly situated,

Appellants
V.

ALCON LABORATORIES; ALCON RESEARCH
LTD; FALCON PHARMACEUTICALS LTD;
SANDOZ INC.; ALLERGAN INC; RP; ALLERGAN
USA INC; ALLERGAN SALES LLC; PFIZER INC;
VALEANT PHARMACEUTICALS INTERNA-
TIONAL; BAUSCH & LOMB INC.; ATON PHARMA
INC; MERCK & CO INC; MERCK SHARP &
DOHME CORP; PRASCO LLC; AKORN INC




11a

October 18, 2017

Before CHAGARES, RESTREPO, and ROTH, Circuit
Judges.*

OPINION
RESTREPO, Circuit Judge

In this putative class action, consumers of prescription
eye medication allege that manufacturers and distribu-
tors of the medication packaged it in such a way that
forced them to waste it, violating the consumer protection
statutes of their home states. The District Court dis-
missed the entire action for lack of jurisdiction, finding
the consumers’ allegations of injury in fact insufficient to
confer standing. For the reasons that follow, we will re-
verse the dismissal, and remand the case for further con-
sideration.

Il

Defendants are manufacturers and distributors of ge-
neric and brand-name prescription eye drop medications
that are approved by the Food and Drug Administration

*Judge Roth participated via video conference.

1 “When reviewing an order of dismissal for lack of standing, we
accept as true all material allegations of the complaint and construe
them in favor of the plaintiff.” Danvers Motor Co., Inc. v. Ford Motor
Co., 432 F.3d 286, 288 (3d Cir. 2005) (quoting Conte Bros. Auto., Inc.
v. Quaker State-Slick 50, Inc., 165 F.3d 221, 224 (3d Cir. 1998)). We
therefore will review the facts as alleged by Plaintiffs in their opera-
tive complaint. See id.
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(“FDA”) to treat serious medical conditions such as glau-
coma, a leading cause of blindness.? Defendants sell these
prescription medications in fluid form and package the
fluid in plastic bottles. Bottles are pre-packaged with a
fixed volume of medication (e.g., 5.0 mL) sold at set prices.
Labeling on the bottles does not indicate how many doses
or days of treatment a patient will be able to extract from
the bottle.

Medication is dispensed from the plastic bottles into
patients’ eyes in drop form. The dimensions of the bottle’s
dropper tip dictate the size of the drop dispensed from
that bottle. In effect, the larger the bottle dropper tip, the
larger the drop dispensed. There is no reasonable way for
a patient to instill less than one full drop into his or her
eye.

A plethora of scientific research conducted over the
last four decades has examined the drop size of Defend-
ants’ medications; some of the studies conducted were, in
fact, sponsored and published by Defendants. According
to these studies, a normal adult’s inferior fornix—the area
between the eye and the lower eyelid—has a capacity of
approximately 7 to 10 microliters (“pLs”) of fluid.® If a

% As detailed in the District Court’s opinion, the defendants in this
case include both brand-name and generic pharmaceutical manufac-
turers and their distributors. The brand name companies include: Al-
con Laboratories, Inc., Alcon Research, Ltd., Allergan, Inc., Allergan
USA, Inc., Allergan Sales, LLC, Pfizer Inc., Valeant Pharmaceuticals
International, Inc., Bausch & Lomb, Inc., Aton Pharma, Inc., Merck
& Co., Inc., and Merck, Sharpe & Dohme Corp. The generic compa-
nies are Falcon Pharmaceuticals, Ltd., Sandoz Inc., Prasco LLC, and
Akorn, Inc.

3 It can hold 20 to 30 uLs of fluid only for a moment, until the indi-
vidual blinks.
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drop of medication exceeding that capacity is placed into
an adult patient’s eye, excess medication is expelled. Ex-
pelled medication may run down a patient’s cheek, provid-
ing no pharmaceutical benefit to the patient whatsoever.
This medication is “entirely wasted” by the patient. App.
182. Expelled medication also may flow into a patient’s
tear ducts and move into his or her bloodstream. Medica-
tion entering a patient’s bloodstream may increase a pa-
tient’s risk of experiencing certain harmful systemic side
effects.

These studies conclude that eye drops should be 5 to
15 pLs in order to maximize the amount of the medication
entering the inner eye—the site of action for the medica-
tion. Drop sizes within this range minimize overflow
“waste” and also minimize the risk of side effects.

Despite the scientific consensus on drop size, all of De-
fendants’ products at issue emit drops that are considera-
bly larger than 15 pLs. In fact, a 2008 study showed that
each Defendant’s drop size was more than two to three
times the 15 pLL maximum recommended size. Several De-
fendants sold products with drop sizes of 50 pL. To put
these data in perspective, at least half of every drop of
medication dispensed from any one of Defendants’ prod-
uct bottles goes to waste on a patient, and may put the
patient at risk of side effects.

Plaintiffs in this litigation are individuals who paid for
Defendants’ eye drop medication. They allege that De-
fendants have control over the design and dimensions of
the bottle dropper tip, and thus could reduce the size of
drops emitted from their product bottles, but have chosen
not to do so. Plaintiffs do not purport to have personal
knowledge as to why no defendant has reduced their prod-
ucts’ drop sizes. However, Plaintiffs include in the
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Amended Complaint allegations that senior executives at
Defendant Alcon explained to a consultant working with
them that they were unwilling to reduce drop sizes be-
cause if they did, the company “would sell less product and
make less money.” App. 244.

Plaintiffs aver that Defendants’ practices of selling
medication in bottles that emit such large drops caused
them “substantial” economic injury. App. 214. Specifi-
cally, Plaintiffs allege, “If the sizes of Defendants’ pre-
scription eye drops were limited to the maximum effective
size of 15 pL . . . the medication in the bottles would last
longer and [Plaintiffs] would spend substantially less on
their therapy than they do with larger, substantially
wasted, eye drops.” App. 214. Plaintiffs illustrated this
point in their Amended Complaint with an example pro-
vided in a 2008 scientific study:

[T]he average drop size for Allergan’s
glaucoma drug Alphagan P .. .in a 5 mL
bottle was 43 uL . ... At the recommended
dose of one drop in each affected eye three
times daily, a 5 mL bottle would last a pa-
tient with bilateral glaucoma 20 days. That
patient would go through 18.25 bottles in a
year. In July 2013, a 5 mL bottle of Al-
phagan P . .. cost $104.99. A year’s course
of treatment would therefore cost approxi-
mately $1,915. However, approximately
65% of the medication, the amount over 15
uLi, would be wasted. If the drops had been
only 15 pL, the patient would have needed
only 6.46 bottles a year, or 7.0 bottles if the
drops had been 16 uL . ... The unneeded



15a

medication would cost the patient more
than $1,100 a year.

App. 215-216 (emphasis added). Plaintiffs also quantified
their individual economic injuries in charts attached to the
Amended Complaint.

Plaintiffs claim they could not have avoided these eco-
nomic injuries; they were “compel[led] [by Defendants’
practices] to spend more money on their therapy than if
the drops were 15 pL.” App. 214. They had no non-phar-
maceutical alternative treatments for their conditions.
And there were no alternative products to Defendants’;
“all prescription eye drops are substantially larger than
15 pLL and therefore lead to wastage.” App. 217. Their only
alternative was to forgo treatment and risk blindness or
worsening eyesight.

II

In September 2014, Plaintiffs filed a putative class ac-
tion complaint, on behalf of themselves and other simi-
larly situated parties, in the United States District Court
for the District of New Jersey. Plaintiffs asserted viola-
tions of the consumer protection laws of their respective
home states: the New Jersey Consumer Fraud Act
(“NJCFA”), N.J.S.A. § 56:8-1, et seq.; the California Un-
fair Competition Law (“UCL”), Cal. Bus. Prof. Code §
17200, et seq.; the Florida Deceptive and Unfair Trade
Practices Act (“FDUTPA”), Fla. Stat. § 501.201, et seq.;
the Illinois Consumer Fraud Act (“ICFA”), 815 ILCS
505/1, et seq.; the North Carolina Unfair and Deceptive
Trade Practices Act (“NCUDTPA”), N.C.G.S. § 75-1.1, et
seq.; and the Texas Deceptive Trade Practices Act
(“DTPA”), Tex. Bus. & Com. Code § 17.41, et seq. Plain-
tiffs claimed Defendants’ practices in manufacturing and
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selling prescription eye drop medication violated the stat-
utes’ prohibitions on unfair or unconscionable trade prac-
tices. The District Court dismissed Plaintiffs’ original
complaint for lack of standing, without prejudice to Plain-
tiffs’ ability to amend the complaint and cure the standing
deficiencies.

In June 2015, Plaintiffs filed an Amended Complaint,
asserting claims of unfair or unconscionable practices un-
der the same six state consumer protection statutes.*
Plaintiffs supported their allegations of unfair or uncon-
scionable practices with: (a) scientific literature opining
on costs savings occasioned by utilizing smaller drop
sizes; and (b) charts showing each Plaintiff’s expenses.
The charts detailed Plaintiffs’ medication purchases and
the out-of-pocket expenses they incurred for their pur-
chases. Using these charts and information about each
product’s drop size, Plaintiffs calculated their total out-of-
pocket payments on “wasted” medication. These totals
ranged from a few dollars to a few hundred dollars.

In August 2015, Defendants moved to dismiss Plain-
tiffs’” Amended Complaint for lack of standing, federal
preemption, and failure to state a claim. The District
Court granted Defendants’ motions, finding that Plain-
tiffs had not pleaded an injury in fact necessary to confer
standing. As a result, the court did not reach Defendants’
arguments on preemption and the sufficiency of Plaintiffs’

4 Specifically, Plaintiffs claim that Defendants’ practices were: (1)
“unconscionable commercial practice[s]” under the NJCFA; (2) “un-
lawful” and “unfair” practices under the UCL; (3) “unfair acts or
practices” under the FDUTPA; (4) “unfair acts or practices” under
the ICFA; (5) “unfair . . . acts or practices” under the NCUDTPA; (6)
and “unconscionable act[s]” under the DTPA. App. 266-73 (internal
quotation marks and citations omitted).
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claims under Federal Rule of Civil Procedure 12(b)(6).
Plaintiffs then filed this timely appeal.

I11

The District Court had jurisdiction pursuant to the
Class Action Fairness Act (“CAFA”), 28 U.S.C. § 1332(d),
because at least one member of the Plaintiff class is di-
verse from at least one of the Defendants, the putative
class is composed of at least 100 people, and the amount
in controversy exceeds five million dollars. We have juris-
diction over the District Court’s dismissal of the case pur-
suant to 28 U.S.C. § 1291.

We exercise plenary review over a dismissal for lack
of standing. In re Schering Plough Corp. Intron/Temodar
Consumer Class Action, 678 F.3d 235, 243 (3d Cir. 2012).

IV

Article IIT of the United States Constitution limits the
power of the federal judiciary to “cases” and “controver-
sies.” U.S. Const. art. ITI. For a federal court to exercise
jurisdiction under Article I11, plaintiffs must allege—and
eventually prove—that they having “standing” to pursue
their claims. See Lujan v. Defenders of Wildlife, 504 U.S.
555, 560-61 (1992). The doctrine of standing emerged from
“the traditional understanding of a case or controversy”
in order “to ensure that federal courts do not exceed their
[constitutional] authority” by “unsurp[ing] the powers of
the political branches.” Spokeo, Inc. v. Robins, 136 S. Ct.
1540, 1547 (2016) (quoting Clapper v. Ammnesty Int’l USA,
133 S. Ct. 1138, 1146 (2013)). “The doctrine limits the cat-
egory of litigants empowered to maintain a lawsuit in fed-
eral court to seek redress for a legal wrong.” Id.
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The plaintiff, “as the party invoking federal jurisdic-
tion,” bears the burden of establishing the minimal re-
quirements of Article III standing: “(1) . . . an injury in
fact, (2) that is fairly traceable to the challenged conduct
of the defendant, and (3) that is likely to be redressed by
a favorable judicial decision.” Id. In assessing whether a
plaintiff has carried this burden, we separate our standing
inquiry from any assessment of the merits of the plain-
tiff’s claim. To maintain this fundamental separation be-
tween standing and merits at the dismissal stage, we as-
sume for the purposes of our standing inquiry that a plain-
tiff has stated valid legal claims. Info. Handling Servs.,
Inc. v. Defense Automated Printing Servs., 338 F.3d 1024,
1029 (D.C. Cir. 2003) (citing Warth v. Seldin, 422 U.S. 490,
500 (1975)). While our standing inquiry may necessarily
reference the “nature and source of the claim [s] as-
serted,” Warth, 422 U.S. at 500, our focus remains on
whether the plaintiff is the proper party to bring those
claims, The Pitt News v. Fisher, 215 F.3d 354, 360 (3d Cir.
2000); White Tail Park, Inc. v. Stroube, 413 F.3d 451, 460-
61 (4th Cir. 2005).

A

This case centers on the “[f]irst and foremost” of the
three standing elements, injury in fact. Spokeo, 136 S. Ct.
at 1547 (quoting Steel Co. v. Citizens for a Better Env’t,
523 U.S. 83, 103 (1998)). The purpose of the injury-in-fact
requirement, the Supreme Court has explained, is “to dis-
tinguish a person with a direct stake in the outcome of a
litigation—even though small—from a person with a mere

5“In the context of class actions, Article I1I standing ‘is determined
vis-a-vis the named parties.” McCray v. Fidelity Nat. Title Ins. Co.,
682 F.3d 229, 243 (3d Cir. 2012) (quoting Krell v. Prudential Ins. Co.
of Am., 148 F.3d 283, 306 (3d Cir. 1998)).
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interest in the problem.” United States v. Students Chal-
lenging Regulatory Agency Procedures (SCRAP), 412
U.S. 669, 689 n.14 (1973). Put differently, the requirement
serves to filter out those “with merely generalized griev-
ances” who are “bringing suit to vindicate an interest com-
mon to the entire public.” Friends of the Earth, Inc. v.
Gaston Copper Recycling Corp., 204 F.3d 149, 156 (4th
Cir. 2000). The injury-in-fact requirement is “very gener-
ous” to claimants, demanding only that the claimant “al-
lege[ ] some specific, ‘identifiable trifle’ of injury.” Bow-
man v. Wilson, 672 F.2d 1145, 1151 (3d Cir. 1982) (quoting
SCRAP, 412 U.S. at 686-90 & 689 n.14). It “is not Mount
Everest.” Danvers, 432 F.3d at 294.

To allege injury in fact sufficiently, a plaintiff must
claim “that he or she suffered ‘an invasion of a legally pro-
tected interest’ that is ‘concrete and particularized’ and
‘actual or imminent, not conjectural or hypothetical.”
Spokeo, 136 S. Ct. at 1548 (quoting Lujan, 504 U.S. at
560). Typically, a plaintiff’s allegations of financial harm
will easily satisfy each of these components, as financial
harm is a “classic” and “paradigmatic form[ ]” of injury in
fact. Danvers, 432 F.3d at 291, 293. Indeed, we have ex-
plained that where a plaintiff alleges financial harm,
standing “is often assumed without discussion.” Id. at 293,
see also Carterv. HealthPort Techs., LLC, 822 F.3d 47, 55
(2d Cir. 2016) (“Any monetary loss suffered by the plain-
tiff satisfies [the injury-in-fact] element; ‘[elven a small fi-
nancial loss’ suffices.” (quoting Nat. Res. Def. Council,
Inc. v. U.S. Food & Drug Admin., 710 F.3d 71, 85 (2d Cir.
2013))); Cent. Ariz. Water Conservation Dist. v. U.S.
E.P.A., 990 F.2d 1531, 1537 (3d Cir. 1993) (“Pecuniary in-
jury is clearly a sufficient basis for standing.” (internal
quotation marks and citation omitted)).
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Although the District Court provided a detailed reci-
tation of standing law in its opinion, including the compo-
nents of injury in fact, it did not apply those individual
components to Plaintiffs’ allegations. Rather, it framed its
injury-in-fact analysis around broader principles and the-
ories of standing, as did the parties in their briefing to this
Court. This approach has some persuasive appeal. But
where the court or litigants cast aside the essential com-
ponents of injury in fact in favor of more generalized, ab-
stract discussion, they risk improperly, if inadvertently,
crossing over in their analysis from standing to merits. So
we take a different tack; we will address in turn each com-
ponent of injury in fact.

1

The first component of the injury-in-fact test offered
by Spokeo—*‘legally protected interests”—warrants the
most discussion in this case. The Supreme Court has not
defined the term “legally protected interest” as it pertains
to Article III standing, nor has it clarified whether the
term does any independent work in the standing analysis.
The Court first introduced the term in Lujan, 504 U.S. at
560; see Judicial Watch, Inc. v. U.S. Senate, 432 F.3d 359,
363 (D.C. Cir. 2005) (Williams, J., concurring). And it ap-
peared—without elaboration—as recently as last year in
Spokeo in the Court’s recitation of Lujan’s injury-in-fact
test. 136 S. Ct. at 1548. Between Lujan and Spokeo
though, it has not appeared with regularity in Supreme
Court opinions addressing standing. A host of the Court’s
standing opinions have omitted the term altogether,® and

6 See, e.g., Clapper, 568 U.S. at 409 (stating “an injury must be con-
crete, particularized, and actual or imminent” (internal quotation
marks omitted)); Monsanto Co. v. Geertson Seed Farms, 561 U.S.
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it has rarely been applied. See Judicial Watch, 432 F.3d
at 363 (Williams, J., concurring). This may suggest that
“legally protected interest” is simply a reformulation of
the other components of injury in fact. /d.

However, if we assume arguendo that the term “do[es]
some work in the standing analysis,” Initiative & Refer-
endum Inst. v. Walker, 450 F.3d 1082, 1093 (10th Cir.
2006) (en banc), we can discern a number of guideposts
from the Supreme Court’s standing jurisprudence about
what it may—and may not—require that bear on this
case. The most important is this: in this context, whether
a plaintiff has alleged an invasion of a “legally protected
interest” does not hinge on whether the conduct alleged
to violate a statute does, as a matter of law, violate the
statute. Were we to conclude otherwise, we would effec-
tively collapse our evaluation under Federal Rule of Civil
Procedure 12(b)(6) for failure to state a claim into an Ar-
ticle 111 standing evaluation. Every losing claim would be

139, 149 (2010) (“Standing under Article III of the Constitution re-
quires that an injury be concrete, particularized, and actual or immi-
nent . ...”); Massachusetts v. U.S. E.P.A., 549 U.S. 497, 517, (2007)
(formulating the Lujan injury-in-fact test as requiring “a litigant [to]
demonstrate that it has suffered a concrete and particularized injury
that is either actual or imminent”); Friends of the Earth, Inc. v.
Laidlaw Envtl. Servs. (TOC), Inc., 528 U.S. 167, 180 (2000) (“In
Lujan[, 504 U.S. at 560-61], we held that, to satisfy Article I1I’s stand-
ing requirements, a plaintiff must show (1) it has suffered an ‘injury
in fact’ that is (a) concrete and particularized and (b) actual or immi-
nent, not conjectural or hypothetical . . ..”); Steel Co., 523 U.S. at 103
(describing an injury in fact as “a harm suffered by the plaintiff that
is concrete and actual or imminent, not conjectural or hypothetical”
(internal quotation marks and citation omitted)).
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dismissed—without prejudice’™—for lacking standing in
the first place. Id. at 1092; White Tail Park, 413 F.3d at
460-61; Claybrook v. Slater, 111 F.3d 904, 907 (D.C. Cir.
1997); see also In re Special Grand Jury 89-2, 450 F.3d
1159, 1172 (10th Cir. 2006) (observing that the Supreme
Court “has made clear that a plaintiff can have standing .
.. even though the interest would not be protected by the
law in that case”). And we would “thwart a major function
of the standing doctrine—to avoid premature judicial in-
volvement in resolution of issues on the merits.” Judicial
Watch, 432 F.3d at 364 (Williams, J., concurring).

Second, the Supreme Court has repeatedly recognized
that financial or economic interests are “legally protected
interests” for purposes of the standing doctrine. See Ver-
mont Agency of Nat. Resources v. United States, 529 U.S.
765, 772-77 (2000); Clinton v. New York, 524 U.S. 417, 432
(1998); Sierra Club v. Morton, 405 U.S. 727, 733-34 (1972);
see also Cent. Ariz. Water, 990 F.2d at 1537 (stating that
“pecuniary or economic injury is generally a legally pro-
tected interest,” so long as that economic injury meets the
remaining requirements of the injury-in-fact test); Erwin
Chemerinsky, Federal Jurisdiction § 2.3, at 76 (7th ed.
2016) (noting that the Supreme Court has deemed eco-
nomic harms sufficient injuries for standing).

Third, “legally protected interests” may arise from the
Constitution, from common law, or “solely by virtue of
‘statutes creating legal rights, the invasion of which cre-
ates standing.”” Lujan, 504 U.S. at 576-78 (quoting Waxrth,

" Because the absence of standing leaves the court without subject
matter jurisdiction to reach a decision on the merits, dismissals “with
prejudice” for lack of standing are generally improper. See Korvettes,
Inc. v. Brous, 617 F.2d 1021, 1024 (3d Cir. 1980).
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422 U.S. at 500). Both federal law and state law—includ-
ing state statutes—“can create interests that support
standing in federal courts.” Cantrell v. City of Long
Beach, 241 F.3d 674, 684 (9th Cir. 2001) (citing FMC Corp.
v. Boesky, 852 F.2d 981, 992 (7th Cir. 1988)).

Fourth, the interest asserted must be “related to the
injury in fact”; it cannot be “merely a ‘byproduct’ of the
suit itself.” Vermont Agency, 529 U.S. at 772-73. To illus-
trate, a qut tam relator who is entitled to a portion of a
recovery if his suit under the False Claims Act is success-
ful has a legally protected interest in the outcome of the
suit. Id. at 772. An individual who has simply placed a wa-
ger on the outcome does not. Id.; see also Steel Co., 523
U.S. at 107 (“[A] plaintiff cannot achieve standing to liti-
gate a substantive issue by bringing suit for the cost of
bringing suit.”).

With these guideposts in mind, we look to Plaintiffs’
Amended Complaint. Plaintiffs claim economic interests:
interests in the money they had to spend on medication
that was impossible for them to use. They seek monetary
compensation for Defendants’ conduct that they allege
caused harm to these interests. Plaintiffs’ claimed inter-
ests arise from state consumer protection statutes that
provide monetary relief to private individuals who are
damaged by business practices that violate those statutes.
These claims fit comfortably in categories of “legally pro-
tected interests” readily recognized by federal courts. See
Cantrell, 241 F.3d at 684.

We acknowledge that the Seventh Circuit held other-
wise in a recent case concerning materially identical alle-

gations against many of the same defendants. Eike v. Al-
lergan, Inc., 850 F.3d 315 (7th Cir. 2017). In reviewing the
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defendants’ appeal from the district court’s grant of class
certification, the Seventh Circuit concluded that plaintiffs
had failed to allege a “legally protected interest,” and
therefore, lacked standing. Id. at 318. The Court noted
that the Plaintiffs’ pleading “lack[ed] . . . any suggestion
of collusion . . . or any claim” of misrepresentation or de-
ception by defendants. Id. at 317. From the absence of
fraud-based allegations, the court went on to reason that
the plaintiffs’ claims were necessarily “based simply on
[their] dissatisfaction” with the defendants’ products or
their prices. Id. at 317. We decline to adopt the Court’s
rationale.

This reasoning fails to recognize a category of busi-
ness practices entirely separate from practices that are
fraudulent, deceptive, or misleading—*“unfair” business
practices—prohibited under the state consumer protec-
tion statutes invoked. The plaintiffs in Eike explicitly al-
leged that the defendants’ practices in manufacturing and
selling eye medication were “unfair” under the Illinois
Consumer Fraud & Deceptive Practices Act (“ICFA”)
and the Missouri Merchandising Practices Act
(“MMPA”). See Eike v. Allergan, Inc., 2014 WL 1040728,
at *1 (S.D. Ill. Mar. 18, 2014), vacated, 850 F.3d 315 (7th
Cir. 2017).® The Court was obliged to take these allega-

8 Under the ICFA, “[a] plaintiff is entitled to recovery . .. when
there is unfair or deceptive conduct” and “may allege that conduct is
unfair . . . without alleging that the conduct is deceptive.” Siegel v.
Shell Oil Co., 612 F.3d 932, 935 (7th Cir. 2010) (emphasis added). Un-
der the MMPA, “[t]he act . . . by any person of any deception, fraud,
false pretense, false promise, misrepresentation, unfair practice or
the concealment, suppression, or omission of any material fact in con-
nection with the sale . . . of any merchandise . . . is declared to be an
unlawful practice.” Mo. Rev. Stat. § 407.020 (emphasis added). The
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tions as true for purposes of the standing inquiry. Yet no-
where in its opinion does the term “unfair” even appear.
See generally Eike, 850 F.3d 315.

Even setting aside the difference between “deceptive”
and “unfair” practices under the state consumer protec-
tion statutes, the Court in E'ike blended standing and mer-
its together in a manner that the Supreme Court has ex-
haustively cautioned courts against. The Seventh Circuit
seemed to begin its standing analysis with a determina-
tion that the plaintiffs had “no cause of action.” Id. at 317-
18. Because they had no cause of action, the Court rea-
soned, they had no injury. Id. at 318. Because they had no
injury, they had no standing to sue. Id.

This logic flips the standing inquiry inside out, morph-
ing it into a test of the legal validity of the plaintiffs’ claims
of unlawful econduct. But as we have already emphasized,
a valid claim for relief is not a prerequisite for standing.
Steel Co., 523 U.S. at 96 (explaining that “the nonexistence
of a cause of action was no proper basis for a jurisdictional
dismissal” and highlighting the “fundamental distinction
between arguing” that plaintiffs have no cause of action
and arguing that they do not have Article III standing);
see also Bond v. United States, 564 U.S. 211, 218-19 (2011)
(noting the distinction between whether a plaintiff has a
“cause of action” and whether he or she has “standing”).
Indeed, the Seventh Circuit has acknowledged as much in
other cases. For instance, in Bruggeman ex rel. Brug-
geman v. Blagojevich, 324 F.3d 906 (7th Cir. 2003), it
faulted the district court for finding that the plaintiffs had

definition of “unfair” under the MMPA is “unrestricted, all-encom-
passing, and exceedingly broad.” Conway v. CitiMortgage, Inc., 438
S.W.3d 410, 416 (Mo. 2014) (citation omitted).
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no standing to pursue their claims against state officials
for violations of a federal statute. Id. at 908-09. There, it
explained:

The district judge ruled that none of [the
relevant statutory provisions] entitled the
plaintiffs to what they were seeking and
that therefore the plaintiffs had not been in-
jured by a violation of the statute and so
lacked standing to sue. This is a misunder-
standing of standing. A plaintiff has stand-
ing to sue—that is, he can invoke the juris-
diction of the court—if he is tangibly, mate-
rially, injured by the conduct of the defend-
ant that he claims is unlawful . . . . [I]f the
consequence [of his claim lacking merit]
were that he lacked standing, then every
decision in favor of a defendant would be a
decision that the court lacked jurisdiction,
entitling the plaintiff to start over in an-
other court.

Id at 909.

The District Court here, like the Seventh Circuit, cast
the Plaintiffs’ allegations as mere grumblings that De-
fendants’ products were priced too high or packaged inef-
ficiently, because the allegations lacked notes of fraud, de-
ception, or misrepresentation. But as in E'ike, the absence
of fraud allegations in the Amended Complaint was pur-
poseful; Plaintiffs claim that Defendants’ practices were
unfair and unconscionable, not deceptive or fraudulent.
And like the statutes at issue in Etke, the statutes enu-
merated in Plaintiffs’ Amended Complaint prohibit busi-
ness practices that are “unfair” or “unconscionable” in
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addition to practices that are fraudulent, deceptive, or
misleading; these terms are defined separately and differ-
ently in the text of the statutes and in relevant case law
interpreting them.” Therefore, the District Court’s char-
acterization of Plaintiffs’ claims as “sound [ing] in fraud”
was inaccurate, and the conclusion that Plaintiffs were
without standing due, in part, to the absence of theories of
injury “normally attendant to consumer fraud claims,”
App. 23, misses the mark. Moreover, the District Court’s

9 See Rubio v. Capital One Bank, 613 F.3d 1195, 1203 (9th Cir.
2010) (“A business act or practice may violate the [UCL] if it is either
unlawful, unfair, or fraudulent. Each of these three adjectives cap-
tures a separate and distinct theory of liability.” (internal quotation
marks and citation omitted)); Siegel, 612 F.3d at 935 (7th Cir. 2010)
(stating that “[a] plaintiff is entitled to recovery under [the] ICFA
when there is unfair or deceptive conduct” and “may allege that con-
duct is unfair . . . without alleging that the conduct is deceptive”);
PNR, Inc. v. Beacon Property Mgmt., Inc., 842 So.2d 773, 777 (Fla.
2003) (defining an “unfair practice” under the FDUTPA as “one that
offends established public policy and one that is immoral, unethical,
oppressive, unscrupulous or substantially injurious to consumers”
and noting a separate definition for “deception” (internal quotation
marks and citation omitted)); Cox v. Sears Roebuck & Co., 138 N.J. 2,
647 A.2d 454, 462 (1994) (explaining that an unconscionable practice
can qualify as unlawful under the NJCFA, “even if no person was in
fact misled or deceived thereby”); Lon Smith & Assocs., Inc. v. Key,
527 S.W.3d 604, 623, 2017 WL 3298391, at *11 (Tex. Ct. App. Aug 3,
2017) (“The DTPA defines ‘{ulnconscionable action or course of ac-
tion’ as ‘an act or practice which, to a consumer’s detriment, takes
advantage of the lack of knowledge, ability, experience, or capacity of
the consumer to a grossly unfair degree.” (quoting Tex. Bus. &
Comm. Code Ann. § 17.45(5))); Melton v. Family First Mortg. Corp.,
156 N.C.App. 129, 576 S.E.2d 365, 368 (2003) (“A practice is unfair
[under the NCUDTPA] when it offends established public policy as
well as when the practice is immoral, unethical, oppressive, unseru-
pulous, or substantially injurious to consumers” and offering a sepa-
rate definition for “deceptive” practices (internal quotation marks
and citations omitted)).
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chain of reasoning—that because Plaintiffs made no alle-
gations of fraud, they suffered no injury, and therefore
had no standing to sue—blends standing with merits in
the same manner as E'ike.

For these reasons, we conclude that Plaintiffs have
sufficiently alleged “legally protected interests.”

2

We turn to the next component of injury in fact: con-
creteness. For an injury to be “concrete,” it must be “real”
and “actually exist”; it cannot be “abstract.” Spokeo, 136
S. Ct. at 1548 (internal citations omitted). Bare procedural
or technical violations of a statute alone will not satisfy the
concreteness requirement. /d. at 1549; see also Allen v.
Wright, 468 U.S. 737, 754 (1984) ( “[A]n asserted right to
have the Government act in accordance with law is not suf-
ficient, standing alone, to confer jurisdiction on a federal
court.”), abrogated on other grounds by Lexmark Intl,
Inc. v. Static Control Components, Inc., 134 S. Ct. 1377
(2014). Here, Plaintiffs do not simply allege that Defend-
ants’ practices violated state consumer protection stat-
utes. They allege that those violations caused each of them
tangible, economic harm. This satisfies the concreteness
requirement.

3

An injury must be both concrete and particularized;
these are distinet components of injury in fact. Spokeo,
136 S. Ct. at 1548. “For an injury to be ‘particularized,’ it
‘must affect the plaintiff in a personal and individual
way.” Id. at 1548; see also In re Schering Plough, 678
F.3d at 245 (noting that the party seeking review must be
“himself among the injured” (quoting Lujan, 504 U.S. at
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560)); The Pitt News, 215 F.3d at 360. Although “[g]ener-
alized grievances” common to the public will not suffice,
Knick v. Twp. of Scott, 862 F.3d 310, 318 (3d Cir. 2017),
“[t]he fact that an injury may be suffered by a large num-
ber of people does not of itself make that injury a nonjus-
ticiable generalized grievance,” Spokeo, 136 S. Ct. at 1548
n.7. Requiring a plaintiff to allege facts establishing he is
personally injured by a defendant’s conduct places “the
decision as to whether review will be sought in the hands
of those who have a direct stake in the outcome.” Sierra
Club v. Morton, 405 U.S. 727,740 (1972). Here, each Plain-
tiff alleges financial harm that he or she has personally
incurred in purchasing medication that was impossible for
him or her to use. There can be no dispute that this harm
is particularized.

4

Finally, we must determine whether Plaintiffs’ alleged
injuries are “actual or imminent” rather than merely
“conjectural or hypothetical.” Spokeo, 136 S. Ct. at 1548.
This component of injury-in-fact is designed to separate
those plaintiffs who have alleged “that [they] ha[ve] been
or will in fact be perceptibly harmed by the challenged
[defendants’] action” from those who claim only that they
“can imagine circumstances in which [they] could be af-
fected by the [defendant’s] action.” SCRAP, 412 U.S. at
688-89. Plaintiffs’ “pleadings must be something more
than an ingenious academic exercise in the conceivable.”
Id.

Plaintiffs attempt to measure their financial harm by
way of two “theories” outlined in their Amended Com-
plaint: (1) the cost differential between what they would
have paid for their course of medication from smaller



30a

tipped bottles and what they actually paid for the larger
tipped bottles (the “pricing theory”); or (2) the total over-
flow from each drop administered that was impossible for
them to use (the “reimbursement theory”). These are two
ways of calculating the same thing: the cost of “wasted”
medication that Plaintiffs allege they were compelled to
purchase but could not use. Under both theories, the total
financial harm works out to be the same. And under both
theories, Plaintiffs’ claimed financial harm has already oc-
curred, it is not merely possible, or even probable. So
there is no question of adequate imminence in this case.
See Adarand Constructors, Inc. v. Pena, 515 U.S. 200, 210
(1995) (noting that the plaintiff “of course” had standing
to seek damages for alleged past economic injury, as op-
posed to alleged risks of future injuries); Lewert v. P.F.
Chang’s China Bistro, Inc., 819 F.3d 963, 966-97 (7th Cir.
2016); Maya v. Centex Corp., 6568 F.3d 1060, 1069 (9th Cir.
2011) (“Allegedly, plaintiffs spent money that, absent de-
fendants’ actions, they would not have spent. ... Thisis a
quintessential injury-in-fact.”).

Despite this, the District Court rejected Plaintiffs’
“pricing theory” of “actual” harm as too speculative to
support standing in this case. The District Court inter-
preted Plaintiffs’ pricing theory to rely on two critical pre-
sumptions: (a) Defendants would have reduced the vol-
ume of medication in each bottle to correspond with the
lower volume of medication needed for a patient’s course
of therapy; and (b) Defendants would have reduced the
price of a bottle of medication in accordance with the re-
duction in volume. It rejected the second premise, be-
cause it had “no way of knowing whether Defendants
would price their products [based on volume], particularly
since the pricing of pharmaceuticals is complex.” App. 20-
21.
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We might be inclined to agree with the District Court
that the pricing theory was too speculative if it, in fact, had
depended on these presumptions. But it did not. Plaintiffs
alleged under the pricing theory that smaller tipped bot-
tles would lower the cost of their medication treatment
regimen. Treatment costs could have been lowered in sev-
eral ways, only one of which involved lowering the actual
price of the bottle of medication. Alternatively, Plaintiffs
would have paid less for their course of medication if they
were able to extract more doses of medication—at least
twice as many doses, according to the allegations—out of
the same bottle, without any changes from the status quo
in bottle pricing, physicians’ prescribing practices, or the
volume of medication in each bottle.

Plaintiffs illustrated in the Amended Complaint how
smaller tipped bottles would reduce the number of bottles
needed for a one-year therapy regimen, and the resulting
cost savings, by referencing an example in a 2008 scien-
tific study, as detailed supra.'’ Plaintiffs also supported
this iteration of the pricing theory by citing to numerous
other scientific studies in the Amended Complaint. See,
e.g., App. 240 (noting that “[o]bviously a smaller drop size
would mean that more doses could be dispensed from each
bottle of medication, providing cost savings to patients
and managed care providers” (quoting Richard Fiscella et
al., Efficiency of Instillation Methods for Prostaglandin

10 Further, Plaintiffs clearly articulated this theory in their briefing
to the District Court opposing Defendants’ motion to dismiss. They
explained that their claims “ha[d] nothing to do with whether Defend-
ants would ever reduce the prices of their bottles of medication. The
reason patients would save money is that they would not need to buy
so many bottles” at the same price, because their bottles “would have
lasted longer” and ultimately “their therapy would [have] cost them
less.” D.N.J. Civ. Case No. 14-5859, Doc. No. 91, at 20-21.
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Medications, 22 J. Ocular Pharmacology and Therapeu-
tics 477,478 (2006))). This alternative iteration of the pric-
ing theory is far less speculative than the iteration of the
pricing theory that the District Court understood Plain-
tiffs to be advancing. It is also far less speculative than the
theory of financial harm we rejected in Finkelman wv.
Nat’l Football League, 810 F.3d 187 (3d Cir. 2016), the pri-
mary case on which the District Court relied here.

In Finkelman, one plaintiff alleged that the National
Football League’s (“NFL”) policy on distributing Super-
bowl tickets forced him to pay more for his ticket in the
resale market than he otherwise would have. Id. at 190-
91, 199-200. Under the NFL Superbowl ticket policy, 99%
of the game tickets were distributed to NFL insiders, ra-
ther than sold to the public at-large. The plaintiff claimed
that this policy reduced the number of tickets available in
the resale market. /d. Under the basic economic principle
of supply and demand then, the policy resulted in an in-
flated ticket price in the resale market, according to the
plaintiff. /d. at 199-200. We rejected plaintiff’s theory, as
the plaintiff pled no facts to support their assertion that
the NFL’s policy would actually reduce the number of
tickets in the resale market, since League insiders had the
same incentives to resell their tickets for a large profit as
the public at-large. Id. at 200-02.

The alternative iteration of Plaintiffs’ pricing theory
does not depend on a comparable presumption essential
to their allegations of financial harm. As explained, the re-
duced size of the bottle dropper tip is the only change
from the status quo. Accordingly, we find the pricing the-
ory sufficient to satisfy the injury-in-fact requirement.
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Even if we had agreed that the pricing theory was too
speculative to confer standing, the District Court did not
appear to have the same concern about the reimburse-
ment theory. Rather, the District Court rejected the re-
imbursement theory because it was not a theory of injury
that previously had been recognized in fraud cases. Fraud
cases, and the theories of injury recognized in those cases,
are inapposite here for the reasons explained above.
Plaintiffs’ allegations concern unfairness and unconscion-
ability. Therefore, under either theory, Plaintiffs’ harm is
“actual” and satisfies this final component of injury in fact.

& & &

Having found Plaintiffs to sufficiently allege in their
Amended Complaint the “invasion of a legally protected
interest’ that is ‘concrete and particularized’ and ‘actual
or imminent, not conjectural or hypothetical,” Spokeo,
136 S. Ct. at 1548 (quoting Lujan, 504 U.S. at 560), we hold
that Plaintiffs have alleged an injury in fact sufficient to
confer Article ITI standing to challenge Defendants’ alleg-
edly unfair business practices under the enumerated state
consumer protection statutes. Of course, it could be that
the District Court’s legal interpretation of those statutes
will not protect against the complained-of business prac-
tices and thus will not provide Plaintiffs with the relief
they seek. But that question goes to the merits of Plain-
tiffs’ claims under the law, and should be tested through
Defendants’ motion to dismiss for failure to state a claim
pursuant to Federal Rule of Civil Procedure 12(b)(6)."

11 The Dissent suggests that Plaintiffs have not established
standing because their “alleged economic injury” is “overly
speculative.” Diss. Op. at 174. It discusses in some detail Plaintiffs’
theory of economic injury, which our -colleague regards as
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The District Court did not reach Defendants’ Rule
12(b)(6) arguments in this case. So that question is for an-
other day. For the reasons already discussed, we will not
require Plaintiffs to prove Defendants’ business practices
are unfair under state consumer protection statutes in or-
der to find that they have standing to level those attacks
in the first place. La. Energy and Power Authority v. Fed.
Energy Regulatory Comm’n, 141 F.3d 364, 368 (D.C. Cir.
1998).

B

Defendants Falcon, Sandoz, and Akorn, the generic
manufacturers, contend that even if we find that Plaintiffs
have standing to pursue their claims, we should affirm the
dismissal of their Amended Complaint on an alternative

unreasonable. Our learned colleague also cites to Dominguez v. UAL
Corp., 666 F.3d 1359 (D.C. Cir. 2012), for the proposition that
too-speculative economic injuries cannot confer standing.

Three years after Dominguez, the D.C. Circuit considered a case
which a District Court had dismissed for lack of standing on the pur-
ported basis of “an attenuated, speculative chain of events that relies
on numerous independent actors.” Osborn v. Visa Inc., 797 F.3d 1057,
1063 (D.C. Cir. 2015). In reversing the District Court, the D.C. Circuit
specifically rejected the lower court “demanding proof of an economic
theory that was not required in a complaint,” id., and differentiated
between cases decided at later stages (such as summary judgment)
and dismissals on the basis of lack of standing. Id. at 1064. “A Rule
12(b)(1) motion . . . is not the occasion for evaluating the empirical
accuracy of an economic theory.” Id. at 1065-66. In its discussion of
the merits of Plaintiffs’ theory of economic injury—partly by refer-
ence to out-of-record material, Diss. Op. at 174-75, fn. 24-25—the Dis-
sent engages in just that type of evaluation. Whether Plaintiffs defeat
motions to dismiss for failure to state a claim and for summary judg-
ment, or can convince a jury, the facts alleged “pass muster for stand-
ing purposes at the pleadings stage.” Osborn, 797 F.3d at 1066.
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ground: because their claims are preempted by federal
law. Specifically, these Defendants contend they cannot
unilaterally make changes to their products’ bottle drop-
pers without FDA approval, because a change to the drop-
per would be considered “major,” and all “major” changes
require FDA approval to take effect. Therefore, they ar-
gue, federal impossibility preemption is appropriate,
since they could not simultaneously comply with FDA re-
quirements and with state consumer protection laws that
required them to manufacturer bottles with smaller tips.'
Further, these Defendants argue that claims against ge-
neric manufacturers should be preempted because FDA
regulations require generic products to have the same
bottle design as their brand name equivalents.

Plaintiffs argue in response that some manufacturers
have changed their drop volumes over time without FDA
approval, which suggests FDA approval is unnecessary.
Plaintiffs also argue that there is no same-size-drop equiv-
alence requirement between brand name and generic
manufacturers, as reflected by the fact that drop sizes dif-
fer between these manufacturers already.

The District Court did not reach preemption in this
case, having found that Plaintiffs lacked standing to pur-
sue their claims. We decline to address it in the first in-
stance on appeal, as the record before us is not adequately
developed to evaluate the parties’ arguments.

2 Tmpossibility preemption, one of several types of preemption, ap-
plies “when it is ‘impossible for a private party to comply with both
state and federal requirements.”” In re Fosamax (Alendronate So-
dium) Products Liability Litig., 852 F.3d 268, 282 (3d Cir. 2017)
(quoting PLIVA, Inc. v. Mensing, 564 U.S. 604, 618 (2011)).
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For the foregoing reasons, we will reverse the District
Court’s dismissal of this action and remand for further
proceedings consistent with this opinion.

ROTH, Circuit Judge, dissenting.

Article IIT of our Constitution is a strict master, pre-
serving constitutional strictures imposed on courts
through the requirement that only true cases and contro-
versies be heard. The Majority today, however, erodes
these strictures by allowing the plaintiffs here to manu-
facture a purely speculative injury in order to invoke our
jurisdiction. They assert that the defendants could have
manufactured a more efficient product, which in turn
could have lowered plaintiffs’ overall treatment costs. Be-
cause this approach ignores both clear precedent from the
Supreme Court and the complexities of pricing in the
pharmaceutical industry, I respectfully dissent.

I

I begin by defining the exact nature of the harm that
the plaintiffs claim to have suffered as a result of the de-
fendants’ conduct. The plaintiffs are the users of prescrip-
tion eye drops for various visual ailments. The defendants
manufacture and sell the eye drops used by the plaintiffs
in bottles containing a fixed volume of fluid. The bottles
have dropper tips, which dispense more fluid than is med-
ically necessary to treat the plaintiffs’ ailments, causing
some portion of each drop to be wasted. While the plain-
tiffs and the Majority note that exposing one’s eyes to too
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much of the fluid can have negative side effects, no plain-
tiff in the purported class alleges to have suffered harmful
medical consequences. The plaintiffs’ sole injury, there-
fore, is the money spent on that portion of a single eye
drop which exceeds the medically necessary volume.' The
plaintiffs do not argue that they were charged more than
the market price for eye drops; rather, they argue that the
defendants could manufacture a hypothetical eye dropper
that would dispense the exact amount of fluid needed to
maximize efficacy without waste. Were the defendants to
produce such a dropper, they continue, the effective
lifespan of each bottle of medicine would increase, reduc-
ing the plaintiffs’ long-term treatment costs by reducing
the number of bottles each plaintiff would have to pur-
chase. Notably, their case depends on the assumption that
no other changes would occur in the market to prevent
them from capturing the additional value of each bottle at
no extra cost. It is the strength of this assumption that we
must evaluate.

I1

As the Majority recognizes, constitutional standing
has three core elements: (1) an injury in fact, (2) causation,
and (3) redressability.? A complaint must adequately

! While the plaintiffs and the Majority discuss two separate theo-
ries explaining how to arrive at this figure—the “pricing theory” and
the “reimbursement theory”—Dboth depend on the critical assumption
that pricing was based on volume, not on effective doses. I find this
assumption untenable, and therefore I will not address the theories
separately.

2 Hassan v. City of N.Y., 804 F.3d 277, 289 (3d Cir. 2015).
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plead all three elements to invoke federal court jurisdic-
tion.? In reviewing the adequacy of a complaint’s assertion
of standing, we employ the familiar standards used in
evaluating motions to dismiss for failure to state a claim;
we accept all of the plaintiff’s factual allegations as true,
reject conclusions, and assess the plausibility of the plain-
tiff’s standing in light of the well-pleaded allegations.* In
this evaluation, however, we may make only reasonable
inferences in support of the plaintiff’s claim to standing.’

This case turns on whether the plaintiffs have ade-
quately alleged the “[flirst and foremost™ of the “irreduc-
ible constitutional minimum”” of standing: injury in fact.
Such injury must be sufficiently concrete; “that is, it must
actually exist.”® As such, the Supreme Court has repeat-
edly expressed “reluctance to endorse standing theories
that rest on speculation about the decisions of independ-
ent actors.”” Complaints alleging such abstract and spec-
ulative injuries have been rejected, both by our Court and
by the Supreme Court for failing to give rise to a reason-
able inference of injury in fact."® While the Majority

31d.

* In re Schering Plough Corp. Intron/Temodar Consumer Class
Action, 678 F.3d 235, 243 (3d Cir. 2012).

5 In re Horizon Healthcare Servs. Inc. Data Breach Litig., 846
F.3d 625, 633 (3d Cir. 2017).

6 Steel Co. v. Citizens for Better Env’t, 523 U.S. 83 (1998).
" Spokeo, Inc. v. Robins, 136 S. Ct. 1540, 1547 (2016).

8 Id. at 1548.

¥ Clapper v. Ammesty Int’l USA, 568 U.S. 398, 414 (2013).

10 See, e.g., Summers v. Earth Island Inst., 555 U.S. 488, 495-96
(2009); Whitmore v. Arkansas, 495 U.S. 149, 157 (1990); City of L.A.
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properly notes these governing principles of constitu-
tional standing,' it ignores clear law cautioning against
recognizing Article I1I standing based on the types of con-
jectural allegations that the plaintiffs advance here. Fur-
ther, the Majority’s reasoning ignores the complex nature
of pharmaceutical markets as they currently operate, re-
lying on an unreasonable set of assumptions to reach its
desired outcome. I address both issues in turn.

A

Just last year, in Finkelman v. National Football
League, we reaffirmed that “[p]laintiffs do not allege an
injury-in-fact when they rely on a chain of contingencies
or mere speculation.”® I believe that Finkelman all but
decides this case. There, a plaintiff brought suit against
the NFL, alleging that the NFL’s practice of withholding
approximately 99% of Super Bowl tickets for certain in-
siders artificially inflated the price of tickets available via
the resale market. The plaintiff argued that he suffered
an economic injury because he was forced to buy a ticket
on the secondary market for $2,000, which was $1,200
more than the face value of the ticket.”® We held that this

v. Lyons, 461 U.S. 95, 101 (1983) (“Abstract injury is not enough.”);
Knick v. Township of Scott, 862 F.3d 310, 319 (3d Cir. 2017); Miller v.
Nissan Motor Acceptance Corp., 362 F.3d 209, 225 (3d Cir. 2004).

11T take no issue with the Majority’s conclusion that actual eco-
nomic injuries are generally invasions of legally protected interests,
or that the alleged injury here would be particularized to purchasers
of the eye drops. I disagree, however, with the Majority’s conclusion
that the plaintiffs’ alleged economic injuries “actually exist.” Spokeo,
136 S. Ct. at 1547.

2 Finkelman v. Nat’l Football League, 810 F.3d 187, 193 (3d Cir.
2016) (internal quotation marks omitted).

8 Id. at 197-98.
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allegation was insufficiently concrete, and declined to rec-
ognize his standing to sue. We properly recognized that
markets operate in complex ways. First, we noted that in-
siders faced the same incentives to sell their tickets on the
secondary market as did the general public. Second, we
noted that, given the insiders’ potential profit margins, in-
siders were more likely to sell on the secondary market at
lower prices, suggesting that the withholding could have
no effect, and potentially even a positive one, on secondary
market prices. Taken together, these two propositions
made clear that any potentially unlawful conduct by the
NFL did not necessarily result in higher prices to the
plaintiff; we concluded that “we have no way of knowing
whether the NFL’s withholding of tickets would have had
the effect of increasing or decreasing prices on the sec-
ondary market.”**

While Finkelman spoke primarily about market un-
predictability in the context of third party action, it relied
heavily on the Court of Appeals for the District of Colum-
bia Circuit’s opinion in Dominguez v. UAL Corp.,"” which
involved no intervening third parties. There, a plaintiff
sought to challenge a policy by United Airlines that pre-
vented resale of tickets, arguing that allowing a secondary
market would bring down prices in the aggregate. Much
like the plaintiffs here have done by attaching scientific
studies to their Amended Complaint, Dominguez intro-
duced expert evidence demonstrating that, holding all
other forces being equal, a change in United Airlines’s pol-
icy would result in lower overall prices for consumers. The
D.C. Circuit rejected this argument, reasoning that it “as-
sume[d] that United would continue to offer the same

1 Id. at 200.
15666 F.3d 1359 (D.C. Cir. 2012).
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types of tickets that it does now” without accounting for
the possibility that United “would need to alter its pricing
strategy, which may very well result in higher average
ticket prices . . ..”" Because this attempt to “pile[ ] spec-
ulation atop speculation” fell short of Dominguez’s obliga-
tions under Article III, the D.C. Circuit held that
Dominguez lacked standing to bring the action.'”

Taken together, Finkelman and Dominguez make
clear that, for purposes of analyzing economic injuries in
the context of marketwide effects, we cannot do precisely
what the plaintiffs here ask of us: isolate and change one
variable while assuming that no downstream changes
would also occur. These cases are not outliers; rather,
they reflect courts’ skepticism about plaintiffs’ ability to
satisfy the case or controversy requirement of Article 111
by relying on such imaginative economic theories.” Thus,
contrary to the Majority’s assertion,” the plaintiffs’ pric-
ing theory does in fact depend on exactly the sort of pre-
sumption rejected by us and by other courts—namely, the
presumption that no other aspects of the market would
change once the defendants’ conduct did. It is true that we
“credit allegations of injury that involve no more than ap-
plication of basic economic logic.”* However, Finkelman

16 Id. at 1364.
7 1d.

18 See, e.g., DaimlerChrysler Corp. v. Cuno, 547 U.S. 332, 344-45,
(2006) (finding an alleged injury too conjectural for failing to account
for “how [other actors] respond to a reduction in revenue . ..”);

19 Maj. Op. at 169 (distinguishing Finkelman on the grounds that
“Plaintiffs’ pricing theory does not depend on a comparable presump-
tion essential to their allegations of financial harm”).

2 Finkelman, 810 F.3d at 201 (internal quotation marks omitted).
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makes clear that this principle distinguishes “between al-
legations that stand on well-pleaded facts and allegations
that stand on nothing more than supposition.” As other
courts have noted, this distinction is critical at the plead-
ing stage for a simple reason: assumptions about basic
economic logic are susceptible to proof at trial.?® The
plaintiffs here ask more: they ask us to assume certain
facts about other actors’ behavior—exactly the sort of as-
sumption that cannot be proven at trial. Accordingly, I
would reject the plaintiffs’ alleged economic injury as
overly speculative and untenable under existing prece-
dent.?

B

Although the speculative nature of the plaintiffs’ al-
leged injury would likely be fatal regardless of the nature
of the product, it is worth noting that their theory is a par-
ticularly bad fit for the market for pharmaceuticals, un-
dercutting the reasonableness of the assumptions they
ask us to make and the inference of economic harm they
ask us to draw in their favor. The plaintiffs essentially ask
us to assume that the defendants price their medication
by volume; thus, in the plaintiffs’ view, changing the

2 Id.

2 Osborn v. Visa Inc., 797 F.3d 1057, 1064-65 (D.C. Cir. 2015) (find-
ing basic economic assumptions sufficient to satisfy injury require-
ment where plaintiffs’ “sorts of assumptions [we]re provable at
trial”).

B See United Transp. Union v. 1.C.C., 891 F.2d 908, 912 (D.C. Cir.
1989) (“When considering any chain of allegations for standing pur-
poses, we may reject as overly speculative those links which are pre-
dictions of future events (especially future actions to be taken by third
parties) ....”).
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eyedropper size would not change the price of the medi-
cine, while extending the useful lifespan of each bottle,
driving down their aggregate costs. This assumption is
unreasonable, given the unique nature of markets for
medical goods and services.

Pharmaceutical companies have, for some time now,
recognized that “unit-based pricing|[ | is too one-dimen-
sional for the marketplace’s current needs.”” Increas-
ingly, throughout the United States and the world, manu-
facturers engage in “value-based pricing” which deem-
phasizes the overall volume of medicine received by the
patient in favor of an assessment of the value—measured
in part by effective doses—received by a patient.” Amici
raise this point effectively in their briefing, noting that
“patients demand treatment, not fluid volume, so demand
for defendants’ products is properly measured in doses,

# Ellen Licking & Susan Garfield, A Road Map To Strategic Drug
Pricing, IN VIVO, March 2016, at 1, 3 awailable online at
http://www.ey.com/Publication/vwLUAssets/ey-in-vivo-a-road-map-
to-strategic-drug-prices-subheader/$FILE/ey-in-vivo-a-road-map-
to-strategic-drug-prices-subheader.pdf.

% DELOITTE CENTER FOR HEALTH SOLUTIONS, VALUE-BASED
PRICING FOR PHARMACEUTICALS: IMPLICATIONS OF THE SHIFT
FROM VOLUME TO VALUE 3 (2012), available online at
http://deloitte.wsj.com/cfo/files/2012/09/ValueBasedPric-
ingPharma.pdf. Pricing in the medical services sector is unique in this
regard, as the standard economic forces that set prices for consumer
goods do not apply to preseription drugs. This is in part due to the
disjunction between the source of payment for services (insurers) and
the end users of services (patients). See Licking & Garfield, A Road
Map To Strategic Drug Pricing, at 3.
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not in milliliters.”* Thus, alternative pricing models have
begun to take hold in pharmaceutical markets across the
world.*” Some of the plaintiffs’ own studies confirm this,
noting that the cost of the plaintiffs’ therapy “may be
based on several factors [including drop size].”® The net
effect of this shift is to sever the link between volume and
price upon which the plaintiffs’ alleged injury depends. As
amici argue, therefore, it is likely that the defendants
“priced their products based on how many therapeutic
doses (not how many milliliters of fluid) they contained, so
that improvements in the products’ efficiency would not
have saved the plaintiffs any money.”*

The plaintiffs, in the same breath in which they accuse
the District Court of misunderstanding their pricing the-
ory, misunderstand the importance of such countervailing
market forces. As the Distriet Court observed, the studies
provided by the plaintiffs all tend to “assume[ ] as true
that manufacturers of eye drops would price their medi-
cation solely based on the volume of the fluid contained in
the bottled.”® The reason for this observation is not to
suggest that the defendants would lower their prices in
response to a new dropper design; rather, it is to suggest
that the price of each bottle could actually increase if each
bottle provided more doses.

% Amicus Br. of the Am. Tort Reform Assoc., U.S. Chamber of
Commerce, Nat’'l Assoc. of Mfrs., & Pharma. Research & Mfrs. of Am.
(hereafter, “ATRA Br.”) at 11.

1 Licking & Garfield, A Road Map to Strategic Drug Pricing, at 7.
2 Am. Compl. 1192.

2 ATRA Br. at 9.

0 JA17.
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At its core, therefore, the plaintiffs’ Amended Com-
plaint asks us to make an assumption about the effects of
changing the size of the defendants’ eye droppers which
does not reflect market conditions and pressures in the
pharmaceutical industry. As such, the plaintiffs ask us to
speculate about a theoretical eye dropper design, then
draw an unreasonable inference about the downstream
consequences of such an innovation. Because the realities
of the pharmaceutical industry make such inferences un-
reasonable, the Majority errs by accepting them at face
value. The plaintiffs have failed to plausibly allege stand-

ing.
II1

I am sympathetic to the difficulties in demonstrating
marketwide injuries in class action litigation. The diffi-
culty of such a showing, however, is not an excuse to treat
jurisdiction lightly; “jurisdiction is a strict master.”® To-
day’s ruling flouts this principle, allowing class action
plaintiffs to ignore “the exacting federal standing require-
ments”® by offering nothing more than speculation about
complex and industry-specific pricing models. On a prac-
tical level, the Majority also invites judges—rather than
industry experts, market forces, or agency heads—to sec-
ond-guess the efficacy of product design even in the most
opaque of industries. Because I am troubled by both the
legal and practical ramifications of the Majority’s deci-
sion, I respectfully dissent.

3 State Nat’l Ins. Co. v. Cty. of Camden, 824 F.3d 399, 411 (3d Cir.
2016) (internal quotation marks omitted).

32 Goode v. City of Phila., 539 F.3d 311, 318 (3d Cir. 2008).
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APPENDIX C

UNITED STATES DISTRICT COURT
DISTRICT OF NEW JERSEY

Civ. Action No. 14-5859 (FLW)

Lenoard Cottrell, et al.,
Plaintiffs,

V.

Alcon Laboratories, Inc., et al.,
Defendants.

March 24, 2016

OPINION
WOLFSON, District Judge.

For lack of standing, the Court previously dismissed
this putative consumer class action, comprised of in— and
out-of-state plaintiffs' accusing defendant pharmaceutical

! These plaintiffs include: Leonard Cottrell, Sandra Henon, Wil-
liam Reeves, George Herman, Simon Nazzal, Carol Freburger, Jack
Liggett, Patricia Bough, Mack Brown, Dolores Gillespie, Deborah
Harrington, Robert Ingino, Edward Rogers, Jr., Deborah Rusig-
nulolo, Dorothy Stokes, Josephine Troccoli, Hurie Whitfield, Thomas
Layloff, Carolyn Tanner, Patsy Tate, John Sutton, Jesus Renteria,
Glendelia Franco and Nadine Lampkin (collectively, “Plaintiffs”).



47a

manufacturers and distributors® of engaging in unfair and
illegal business practices. See Cottrell v. Alcon Labs, Inc.,
No. 14-5859, 2015 U.S Dist. LEXIS 81830 (D.N.J. Jun. 24,
2015). However, the Court provided Plaintiffs an oppor-
tunity to amend their Complaint to cure the deficiencies
as to standing. In the instant matter, the Generic and
Brand Name Defendants separately move once again to
dismiss the Amended Complaint, challenging, inter alia,
Plaintiffs’ new theory of Article I1I standing. Because the
Court finds that Plaintiffs’ amendments fare no better
than their original allegations, for the reasons set forth
here, Plaintiffs’ Amended Complaint is dismissed for want
of standing.

BACKGROUND AND PROCEDURAL HISTORY

Because the relevant facts of this case were recounted
in this Court’s previous Opinion, to promote economy,
they will be incorporated here. To summarize the alleged
facts, Defendants are makers and distributors of various
FDA-approved prescription eye drop medications. See
Am. Compl., T 1. These medications are sold as fluid, in a
given volume, in plastic bottles. Id. at 1 4. Plaintiffs allege

% Plaintiffs name as defendants both brand-name and generic phar-
maceutical manufacturers and their distributors. The brand name
companies include: Alecon Laboratories, Inc., Alcon Research, Ltd.,
Allergan, Inc., Allergan USA, Inc., Allergan Sales, LLC, Pfizer Inc.,
Valeant Pharmaceuticals International, Inc., Bausch & Lomb, Inc.,
Aton Pharma, Inc., Merck & Co., Inc., and Merck, Sharpe & Dohme
Corp. (collectively, the “Brand Name Defendants”). The generic com-
panies are Falcon Pharmaceuticals, Ltd., Sandoz Inc., Prasco LLC,
Akorn, Inc. (collectively, the “Generic Defendants”). All defendants
will be collectively referred to as “Defendants.”
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that Defendants set the price for these medications with-
out “stating how many doses are contained in the bottles
or how many days they will last.” Id.

As a part of the alleged illegal and unfair business
practices, Plaintiffs aver that Defendants have deliber-
ately designed and manufactured the tips of the bottles to
dispense larger than necessary drops of medication, in an
effort to compel consumers, like Plaintiffs, “to pay for
much more medication than the users of those medica-
tions needed.” Id. at 1 1. In that connection, Plaintiffs al-
lege that the large tips lead to dispensing excess fluid
from the bottle that “cannot be used, is entirely wasted,
provides no pharmaceutical benefit, and is often harmful.”
Id. at 15.

Previously, the Court dismissed Plaintiff’s original
complaint based on a lack of standing. In that Opinion, I
rejected Plaintiffs’ theory that they were injured when
Plaintiffs were precluded from using the wasted eye
drops, because, absent any allegation that consumers
were promised a specific number of doses or drops and
that they failed to receive those amounts, Plaintiffs’ the-
ory of loss was too conjectural.

In their Amended Complaint, to be clear, Plaintiffs are
not complaining of physical injuries from the use of these
eye drops, but rather, Plaintiffs theorize that if the tips
were made smaller, Plaintiffs would necessarily be able to
use the wasted drops, and that would produce a cost sav-
ings to Plaintiffs. In that regard, Plaintiffs premise their
standing on the “invasion of [a] legally protected inter-
est,” that is, “the practice of Defendants in selling their
products in a form that compelled Plaintiffs to waste large
quantities of medication that were not useful for treat-
ment of their disease.” Id. at 1 175. Plaintiffs aver that
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they would personally benefit from a court order “requir-
ing that Defendants reimburse them for the amount they
spent on the not-useful amounts of medication.” Id. “Al-
ternatively, as to standing, Plaintiffs allege that their
therapy would have cost less if their eye drops had been
smaller.” Id. at 1 178.

In support of their theories of standing, Plaintiffs in-
cluded various scientific literature opining that 1) a
smaller drop volume would provide patients with the max-
imum therapeutic result; and correspondingly, 2) smaller
drop sizes would lead to economic benefits, i.e., cost sav-
ings. See Am. Compl., 11 179, 183, 185, 188, 196, 200. For
example, one article stated “smaller drops would be pref-
erable to minimize systemic exposure and spilled or
wasted medication. Obviously, a smaller drop size would
mean that more doses could be dispensed form each bottle
of medication, providing cost savings to patients and man-
aged care providers.” Id. at 1 200.

Plaintiffs also included charts that set forth the
amount that each of the named Plaintiffs spent on pur-
chasing the medication, the amount of medication in milli-
liter, the alleged wasted portion of the drop, and, alleg-
edly, the amount of money spent on the wasted portion.
See Id. at 11 225-231. To calculate the money spent on the
wasted portion, it appears from the charts that Plaintiffs
simply divided the purchase price by the amount of medi-
cation, and then multiplied that number by the amount of
the alleged wasted portion of the drop.

In their Amended Complaint, Plaintiffs assert twenty-
three causes of action against Defendants. Plaintiffs seek
to bring these claims individually, and on behalf of classes
of consumers and third-party payors who have paid all or
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part of the purchase prices of prescription eye drops man-
ufactured and sold by Defendants. More specifically, each
of the named plaintiffs asserts consumer fraud related
claims applicable in the state in which he/she resides.
Those state laws include: New Jersey Consumer Fraud
Act, California Unfair Competition Law, Florida Decep-
tive and Unfair Trade Practices Act, Illinois Consumer
Fraud Act, North Carolina Unfair and Deceptive Trade
Practices Act and Texas Deceptive Trade Practices Act.

On these current motions, the Brand Name and Ge-
neric Defendants move separately to dismiss all of Plain-
tiffs’ claims based on standing, preemption and failure to
state a claim.? Because I find that Plaintiffs have failed to
cure their standing requirements, I will confine my dis-
cussion only to that issue. And, because standing is dis-
positive of this case, I am deprived of jurisdiction to hear
the case on its merits. See Finkelman v. National Foot-
ball League, 810 F.3d 187, 193 (3d Cir. 2016) (“[a] federal
court’s obligation to assure itself that it has subject matter
jurisdiction over a claim is antecedent to its power to
reach the merits of that claim.”)(citations omitted).

3 As I have stated in my previous Opinion, to date, similar claims
against Defendants have been brought in three other federal jurisdic-
tions: Florida, Missouri, and Illinois. In the Florida action, Freburger
v. Alcon Labs., No. 13-24446 (S.D. Fla.), plaintiffs voluntarily dis-
missed the lawsuit before oral argument on a pending motion to dis-
miss. In the Illinois case, Eike v. Allergan, Inc., No. 12-1141 (S.D. I1L.),
the court there denied defendants’ motion to dismiss based on similar
grounds to those asserted here. However, the district court in the
Eastern District of Missouri dismissed Plaintiffs’ claims on identical
arguments raised by Defendants in this matter. See Thompson v. Al-
lergan USA, Inc., 993 F. Supp. 2d 1007 (E.D. Mo. 2014).
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DISCUSSION
I. Standing

I will reiterate my previous recitation of the law with
regard to standing. Article III of the Constitution limits
the scope of the federal judicial power to the adjudication
of “cases” or “controversies.” U. S. Const. art. III, § 2.
This “bedrock requirement,” see Valley Forge Christian
Coll. v. Ams. United for Separation of Church & State,
Inc., 454 U.S. 464, 471 (1982), protects the system of sep-
aration of powers and respect for the coequal branches by
restricting the province of the judiciary to “decid[ing] on
the rights of individuals.” Marbury v. Madison, 5 U.S. 137
(1803). Indeed, ““[n]o principle is more fundamental to the
judiciary’s proper role in our system of government than
the constitutional limitation of federal-court jurisdiction
to actual cases or controversies.” Raines v. Byrd, 521
U.S. 811, 818 (1997) (quoting Simon v. K. Ky. Welfare
Rights Org., 426 U.S. 26, 37 (1976)).

Courts have developed several justicability doctrines
to enforce the case-or-controversy requirement, and “per-
haps the most important of these doctrines” is the re-
quirement that “a litigant have ‘standing’ to invoke the
power of a federal court.” In re Schering-Plough Corp.
Intron/Temodar Consumer Class Action, 678 F.3d 235,
244 (3d Cir. 2012) (quoting Allen v. Wright, 468 U.S. 737,
750 (1984)). The seminal standing question is “whether
the plaintiff has alleged such a personal stake in the out-
come of the controversy as to warrant his [or her] invoca-
tion of federal-court jurisdiction and to justify exercise of
the court’s remedial powers on his [or her] behalf.” Id. (in-
ternal quotations and citations omitted).
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To establish Article I1I standing, a plaintiff bears the
burden of sufficiently alleging three elements: 1) an in-
jury-in-fact; (2) a sufficient causal connection between the
injury and the conduct complained of; and 3) a likelihood
that the injury will be redressed by a favorable decision.
Finkelman, 810 F.3d at 193.

First, the plaintiff must have suffered an injury in
fact—an invasion of a legally protected interest which is
(a) concrete and particularized and (b) actual or imminent,
not conjectural or hypothetical. Lujan v. Defenders of
Wildlife, 504 U.S. 555, 560-61 (1992) (internal quotations,
alterations, and citations omitted). In addressing this ele-
ment, the Third Circuit recently stressed that “to be con-
crete, an injury must be real, or distinct and palpable, as
opposed to merely abstract.” Finkelman, 810 F.3d at 193
(citations and quotations omitted). To be particularized,
“an injury must affect the plaintiff in a personal and indi-
vidual way.” Id. In that regard, “Plaintiffs do not allege an
injury-in-fact when they rely on a chain of contingencies
or mere speculation.” Id.

Second, there must be a causal connection between the
injury and the conduct complained of — the injury has to
be fairly traceable to the challenged action of the defend-
ant, and not the result of the independent action of some
third party not before the court. Lujan, 504 U.S. at 560-
61. This requirement is “akin to but-for causation in tort
and may be satisfied even where the conduct in question
might not have been a proximate cause of the harm, i.e.,
indirect causal relationship.” Finkelman, 810 F.3d at 193.
Finally, it must be likely, as opposed to merely specula-
tive, that the injury will be redressed by a favorable deci-
sion. Lujan, 504 U.S. at 561.
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Of these three elements, the Third Circuit has advised
that “the injury-in-fact element is often determinative.”
Toll Bros., Inc. v. Twp. of Readington, 555 F.3d 131, 138
(3d Cir. 2009). Hence, it bears repeating that the com-
plained-of injury must not be abstract or subjective. See
Id.; Laird v. Tatum, 408 U.S. 1, 13-14 (1972). Allegations
of a potential future injury, or the mere possibility of a fu-
ture injury, will not establish standing. See Whitmore v.
Arkansas, 495 U.S. 149, 158 (1990); Employer’s Ass’n of
New Jersey v. New Jersey, 601 F. Supp. 232, 238 (D.N.J.
2003), aff’d 774 F.2d 1151 (3d Cir. 1985). While economic
injury is one of the paradigmatic forms of standing, see
Danvers Motor Co., Inc. v. Ford Motor Co., 432 F.3d 286,
291 (3d Cir. 2005), a demand for damages, by itself, will
not establish an injury-in-fact. See Rivera v. Wyeth-
Ayerst, 283 F.3d 315, 320 (5th Cir. 2002); Koronthaly v.
L’Oreal USA, Inc., No. 07-5588, 2008 U.S. Dist. LEXIS
59024, at *13 (D.N.J. Jul. 29, 2008).

Moreover, “the ‘injury-in-fact’ test requires more than
an injury to a cognizable interest. It requires that the
party seeking review be himself [or herself] among the in-
jured.” Id. at 563 (quoting Sierra Club v. Morton, 405 U.S.
727, 734-35 (1972)). The injury must also be “an invasion
of a legally protected interest.” Id. at 560. In other words,
the injury-in-fact requirement exists to assure that liti-
gants have a “personal stake” in the litigation. See The
Pitt News v. Fisher, 215 F.3d 354, 360 (3d Cir. 2000). By
ensuring that litigants present actual cases and contro-
versies, courts can keep the judicial branch from en-
croaching on legislative prerogatives, thereby preserving
the separation of powers. See Valley Forge v. Americans
United for Separation of Church and State, 454 U.S. 464,
473-74 (1982).
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“[T]he standing inquiry requires careful judicial ex-
amination of a complaint’s allegations to ascertain
whether the particular plaintiff is entitled to an adjudica-
tion of the particular claims asserted.” Allen, 468 U.S. at
752. In that regard, at the pleading stage, “[a]lthough gen-
eral factual allegations of injury resulting from the de-
fendant’s conduct may suffice, the complaint must still
‘clearly and specifically set forth facts sufficient to satisfy’
Article II1.” Reilly v. Ceridian Corp., 664 F.3d 38, 41 (3d
Cir. 2011) (quoting Lujan, 504 U.S. at 561); Whitmore, 495
U.S. at 155; see, e.g., Anjelino v. N.Y. Times Co., 200 F.3d
73, 88 (3d Cir. 2000) (“Standing is established at the plead-
ing stage by setting forth specific facts that indicate that
the party has been injured in fact or that injury is immi-
nent, that the challenged action is causally connected to
the actual or imminent injury, and that the injury may be
redressed by the cause of action.”).

In assessing the sufficiency of the plaintiff’s allega-
tions related to standing, the Third Circuit has summed
up the process:

First, we “tak[e] note of the elements a
plaintiff must plead to state a claim”—here,
the three elements of Article III standing.
Second, we eliminate from consideration
any allegations that, “because they are no
more than conclusions, are not entitled to
the assumption of truth.” Third, “where
there are well-pleaded factual allegations,
[we] assume their veracity and then deter-
mine whether they plausibly” establish the
prerequisites of standing. In conducting
this analysis, we are mindful of the Su-
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preme Court’s teaching that all aspects fac-
tual of a complaint must rest on
“well-pleaded allegations” and not “mere
conclusory statements.” Thus, to survive
lack of standing, a plaintiff a motion to dis-
miss for “must allege facts that affirma-
tively and plausibly suggest that it has
standing to sue.”

Finkelman, 810 F.3d at 194 (citations omitted). To be
sure, the plaintiff cannot rely on assertions that are
merely “speculative or conjectural.” Id.

A. Plaintiffs’ Pricing Theory

In Plaintiffs’ original complaint, they allege that if De-
fendants made the tips of the dispensers smaller, the cost
of the medications would decrease, thereby producing a
cost savings to consumers. I rejected this theory as hypo-
thetical and conjectural, because Plaintiffs failed to allege
any bases for their assertion that Defendants would price
“smaller-tipped” bottles less expensively than their cur-
rent version.

On their second attempt to establish standing, Plain-
tiffs did not abandon this theory, but rather, they devote
multiple pages of their Amended Complaint to citing var-
ious articles and studies that express those authors’ opin-
ions regarding the size of the drop volume. See Am.
Compl., 11 178-216. Indeed, according to those articles,
from a therapeutic stand point, smaller drop sizes would
be more beneficial to the patients. But, it appears these
articles go on to opine on the economic effects of the de-
creased drop sizes; that is, lower costs. However, reliance
on these articles does not cure the speculative nature of
Plaintiffs’ pricing theory.
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While it is difficult — from the allegations — for the
Court to discern the methodology from which these arti-
cles base their conclusion regarding pricing, one of the ar-
ticles Plaintiffs cite, however, provides some insight:

The economic impact of using a smaller
drop may be illustrated by Propine 0.1%.
An average bottle labeled 15.0 ml actually
contained an average of 15.5 ml with a drop
volume determined to be 39.8 ul. The aver-
age bottle yielded 389 eyedrops, sufficient
for 13.9 weeks of therapy (both eyes, twice
eyedrops could be reduced bottle would
yield 1,0333 daily use) . ... If theto 15 pul ..
. the average drops, sufficient for 36.9
weeks of therapy . . .. systems and altera-
tion Alteration of eyedrop of the medica-
tion’s delivery physical greatly properties
to produce smaller drops could diminish the
cost of topical glaucoma therapy . ...

Am. Compl., 1185. It appears, simply, that the author as-
sumes as true that manufacturers of eye drops would
price their medication solely based on the volume of the
fluid contained in the bottles. That same assumption un-
derlies Plaintiff’s own theory, which is reflected in Plain-
tiffs’ charts.

On the other hand, some articles are not as unequivo-
cal; for example, in 1 192 of the Amended Complaint,
Plaintiff relies on an article entitled, Cost Consideration
of the New Fixed Combinations for Glaucoma Medical
Therapy, which only suggests that the “[f]inal cost of ther-
apy may be based on several factors beyond that of the
retail price and include the drop size and the amount of
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drops per bottle.” Am. Compl, 1192 (emphasis added); see
also § 199 (“[m]any factors influence the daily cost of ther-
apy for eyedrops.”).

Additionally, the remaining articles to which Plaintiff
cite, state in passing and conclusory terms that smaller
drop volume would likely produce lower costs. See, e.g., Id.
at 1179 (“[aln important benefit of using a smaller in-
stilled volume, in addition to improved drug activity and
lower cost, is a potential decrease in side effects from oph-
thalmic drugs.”); 1183 (“Drop size and method of delivery
are also important from an economic standpoint since tips
that deliver large or multiple drops increase costs.”); 1188
(“From a biopharmaceutical and economic point of view,
however, smaller volumes . . . should be instilled.”); 1 194
(“it has been suggested that the decrease in drop size . . .
would reduce the rate of drug loss . .. and, in addition, the
cost of therapy.”); 1196 (same); and 1200 (same).

Putting aside the fact that some of these articles con-
flict as to how they arrive at their opinions on costs, the
main point to take away from Plaintiffs’ allegations based
on the articles is that the authors assume — just as Plain-
tiffs do — that if Defendants replace their bottles with
smaller tips, the medications would somehow cost less.
The flaw in relying on these opinions is that they do not
specifically address or discuss Defendants’ pricing model
as to the ophthalmic medications at issue. Rather, Plain-
tiffs and these authors resort to hypothesizing what man-
ufactures would do if tip dispensers were made smaller.
Indeed, Plaintiffs concede as much: Plaintiff’s theory of
pricing is based on “a comparison to a hypothetical world
in which Defendants might have produced smaller drops.”
Am. Compl., 1 176. Plaintiffs have not pled any basis for
alleging that the way Defendants price their products will
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take into account the drop sizes. This is the very type of
speculative pleading that the Third Circuit has recently
cautioned against.

In Finkelman, one of the plaintiffs purchased a Super
Bowl ticket for an allegedly inflated price on the ticket re-
sale market. Finkelman, 810 F.3d at 190-91. As a result,
that plaintiff sued the National Football League (“NFL”)
under New Jersey’s Consumer Fraud Act for a refund of
the cost in excess of the printed ticket price. Id. at 190.
Plaintiff’s cause of action was premised on the NFL’s
practice of withholding tickets. In that connection, as to
standing, Plaintiff reasoned that such a practice reduced
the supply of tickets and inflated ticket resale price,
thereby causing him injury.

The Third Circuit, in the context of a motion to dis-
miss, found that the plaintiff’s allegations were not suffi-
cient to meet standing requirements. First, the Third Cir-
cuit found that the alleged increased price that the plain-
tiff paid on the resale market was based on the plaintiff’s
“basic” assumption that a “reduction in supply will cause
prices to rise.” Id. at 199 (citations omitted). However, the
court explained that there may be other factors that have
caused the prices to inflate: “while it might be the case
that the NFL’s withholding increased ticket prices on the
resale market, it might also be the case that it had no ef-
fect on the resale market.” Id. at 200. To state the problem
succincetly, courts “have no way of knowing whether the
NFL’s withholding of tickets would have had the effect of
increasing or decreasing prices on the secondary market.
[Courts] can only speculate — and speculation is not
enough to sustain Article I1I standing.” Id. The Third Cir-
cuit further commented that, although the plaintiff’s the-



59a

ory of standing is based on an application of a “basic eco-
nomic logic,” that logic, however, is premised on his sup-
position. /d. at 201. In fact, the Third Circuit concluded
that “[i]t [was] pure conjecture about what the ticket re-
sale market might have looked like if the NFL had sold
its tickets differently.” Id.

The Third Circuit’s advisement is well taken by this
Court. Like their original complaint, Plaintiffs’ newly re-
vised pleadings have not offered any facts — other than
their speculation — that the pricing of a hypothetical bot-
tle design with smaller dispensing tips would be based on
the volume of fluids. And, indeed, just like the type of al-
legations made by the plaintiff in Finkelman, Plaintiffs,
here, premise their theory on the “basic principle” that
pricing is solely based on volume. The articles that Plain-
tiffs cite rely on that same principle, and there is no indi-
cation in those articles that any of the defendants would
manufacture products that dispense fewer eye drops at a
less expensive price. Importantly, it appears that all the
studies on which Plaintiffs rely examine the medical as-
pect of the drop volume relating to ophthalmic medicines,
not on any economic aspects of how manufacturers of
those medicines price their products. Indeed, Plaintiffs
have not identified any of these authors to be experts on
such economic issues. Thus, while volume may be a pric-
ing factor — just as some of the articles opined — this
Court has no way of knowing whether Defendants would
price their products in such a way, particularly since the
pricing of pharmaceuticals is complex and multi-factored.
Cf. Fulgenzi v. PLIVA, Inc., 711 F.3d 578, 585 (6th Cir.
2013); Astra USA, Inc. v. Santa Clara County, 563 U.S.
110, 115 (2011). Therefore, the Court cannot not credit
Plaintiffs’ bald assertions that Defendants would base the
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prices of their products on the volume of fluids as the de-
terminative factor, or a factor at all.* Indeed, “Article ITI
injuries require a firmer foundation.” Finkelman, 810
F.3d at 201; Dominguez v. UAL Corp., 666 F.3d 1359,
1364 (D.C. Cir. 2012)(finding that the plaintiffs had no Ar-
ticle III standing when their theory concerning airline
tickets required “pil[ing] speculation atop speculation” as
to how the tickets would be priced in the future); Carter v.
Alcon Labs, Inc., No. 13-997, 2014 U.S. Dist. LEXIS
32381, at *12-13 (E.D. Mo. Mar. 13, 2014)(“even if Defend-
ants sold bottles with less medication, Plaintiff has not
suggested there is anything to preclude them from charg-
ing what they now charge for the bottles currently availa-
ble for purchase.”).’

* Finally, in an effort to support their pricing theory, specifically
with respect to defendant Alcon, Plaintiffs included allegations re-
garding conversations Alcon’s expert, Dr. Alan Robin allegedly had
with other Alcon marketing executives in the 1990s. Am. Compl., 11
210-216. While Plaintiffs alleged the same conversations in the origi-
nal complaint, and the Court rejected as conclusory, Plaintiffs in-
cluded additional facts that these executives told the expert that Al-
con was unwilling to reduce drop size because it would make less
money. Id. As the Court held previously, these allegations do not ad-
dress “how it would impact Alcon’s discretion, much less the discre-
tion of the thirteen other Defendants, in setting the prices of rede-
signed products.” Cottrell, 2015 U.S Dist. LEXIS 81830 at *18-19 n.5.
Plaintiffs’ additional allegations, again, do not explain how these 20-
year old conversations with former executives have any impact on Al-
con’s discretion now — or any other defendants in this case — to set
the prices of certain hypothetically redesigned bottles in the Alcon’s
set the future.

51 cited a plethora of cases in my previous opinion that I found sup-
ported my conclusion in this regard. I will not repeat them here. See
Cottrell, 2015 U.S. Dist. LEXIS 81830 at *19-20.
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B. Reimbursement of Costs

The reimbursement theory that Plaintiffs propose was
previously rejected by this Court. In the Amended Com-
plaint, Plaintiffs reiterate that they have suffered a con-
crete injury because they “did not receive the full use and
therapeutic benefit of the medication they purchased as a
result of Defendants’ actions” and that they were com-
pelled “to purchase amounts of medication that were not
useful and therefore wasted.” Am. Compl., 11 175-176. In
that regard, Plaintiffs claim that they are entitled to re-
ceive reimbursement from Defendants for those wasted
drops. But, these allegations do not assuage any of the
Court’s concerns.

First and foremost, Plaintiffs’ causes of action sound
in fraud. Yet, Plaintiffs do not allege that they were prom-
ised by Defendants a specific number of doses or drops
and that the consumers failed to receive those amounts.
Nor are there any allegations that Plaintiffs were forced
to purchase additional prescriptions because the medica-
tions were depleted prematurely. Indeed, Plaintiffs do not
allege that the eye medications failed to perform as in-
tended such that Plaintiffs did not receive the benefit of
their bargain. Moreover, there are no allegations that
Plaintiffs were induced by any deception on the part of the
defendants to purchase the medications. And, im-
portantly, there are no allegations that any Plaintiffs
would have purchased comparable cheaper products that
dispense smaller drops, in lieu of Defendants’ products.

What I have just outlined above are theories of inju-
ries normally attendant to consumer fraud claims. In fact,
I advised Plaintiffs that there are, generally, two theories
of economic harm associated with consumer fraud actions:
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benefit-of-the-bargain and out-of-pocket expenses. The
former relates to economic damages caused by a product
failing to perform as advertised, and therefore, the con-
sumer would not have received the benefit of his/her bar-
gain. See, e.g., Koronthaly v. L’'Oreal USA, Inc., 374 Fed.
Appx. 257, 259 (3d Cir. 2010) (“[a]bsent any allegation that
[plaintiff] received a product that failed to work for its in-
tended purpose or was worth objectively less than what
one could reasonably expect, [plaintiff] has not demon-
strated a concrete injury-in-fact.”). The latter encom-
passes any expenses that a plaintiff incurred as a result of
purchasing the defective product, e.g., replacement costs.
See, e.g., Marcus v. BMW of N. Am., LLC, 687 F.3d 583,
606 (3d Cir. 2012); Dicuio v. Brother Intern. Corp., No. 11-
1447,2012 U.S. Dist. LEXIS 112047, at *7 (D.N.J. Aug. 9,
2012) (“The out-of-pocket rule applies when a plaintiff can
demonstrate that he paid money, and is now, out-of-
pocket.”). I further advised Plaintiffs that they must al-
lege sufficiently to establish a viable economic harm such
that they have standing to sue. However, none of the new
pleadings asserted by Plaintiffs demonstrate such a
harm.

Rather, Plaintiffs’ reimbursement theory rests on
their disagreement with how Defendants designed their
bottles — a design that has been specifically approved by
the FDA in a medical context — and their insistence that
they should be reimbursed for drops that were wasted as
a result of the design, although Plaintiffs were never
promised a certain number of doses. This is not sufficient.
Suppose Plaintiffs’ claims were based on allegations that
the packaging of Defendants’ products were excessive
such that they had overpaid for the products. Further
suppose that if Defendants changed such packaging, con-
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sumers would pay less for the medications. Clearly, how-
ever, Plaintiffs would not have standing to sue Defendants
for consumer fraud based on the packaging allegations
because Plaintiffs would have suffered no injuries since no
deception by Defendants was made in that regard. In
sum, such a hypothetical example and Plaintiffs’ reim-
bursement theory alike, merely rely on an “unsupported
conclusion regarding [an] alleged loss.” See Lieberson v.
Johnson & Johnson Consumer Cos., 865 F. Supp. 2d 529,
541 (D.N.J. 2011).

In conclusion, the Court holds that Plaintiffs have
failed to sufficiently allege Article III standing. There-
fore, it deprives this Court of subject matter jurisdiction.
See Ballentine v. United States, 486 F.3d 806, 810 (3d Cir.
2007). Absent jurisdiction, the Court is without authority
to address the parties’ remaining merit-based arguments.
See Adams v. Ford Motor Co., 653 F.3d 299, 304 (3d Cir.
2010) (“[i]f plaintiffs do not possess Article I1I standing,
both the District Court and this Court lack subject matter
jurisdiction to address the merits of plaintiff’s case.”).

CONCLUSION

For the reasons set forth above, Defendants’ motions
to dismiss are GRANTED as Plaintiffs lack standing to
bring suit. As a result, Plaintiffs’ motion for leave to file
supplemental exhibits relating to issues involving the
merits of this Case is denied as MOOT.
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In this putative consumer class action, in- and out-of-
state plaintiffs' accuse defendant pharmaceutical manu-
facturers and distributors® of engaging in unfair and ille-
gal business practices by marketing prescription eye
medications that allegedly deliver unnecessarily large eye
drops, which results in consumers purchasing more med-
ication than they require. These Plaintiffs have brought
various state law consumer fraud-related claims against
Defendants. The Generic and Brand Name Defendants
move separately to dismiss Plaintiffs’ Complaint on the
following grounds: (1) lack of standing; (2) preemption;
and (3) failure to state a claim. For the reasons set forth
herein, the Court GRANTS Defendants’ motions on the
basis that Plaintiffs lack standing to bring suit, and there-
fore, all of Plaintiffs’ claims are dismissed without preju-
dice. However, Plaintiffs are given leave to amend their
Complaint within thirty-days (30) from the date of the Or-
der accompanying this Opinion.

! These plaintiffs include: Leonard Cottrell, Sandra Henon, Wil-
liam Reeves, George Herman, Simon Nazzal, Carol Freburger, Jack
Liggett, Patricia Bough, Mack Brown, Dolores Gillespie, Deborah
Harrington, Robert Ingino, Edward Rogers, Jr., Deborah Rusig-
nulolo, Dorothy Stokes, Josephine Troccoli, Hurie Whitfield, Thomas
Layloff, Carolyn Tanner, Patsy Tate, John Sutton, Jesus Renteria,
Glendelia Franco and Nadine Lampkin (collectively, “Plaintiffs”).

% Plaintiffs name as defendants both brand-name and generic phar-
maceutical manufacturers and their distributors. The brand name
companies include: Alecon Laboratories, Inc., Alcon Research, Ltd.,
Allergan, Inc., Allergan USA, Inc., Allergan Sales, LLC, Pfizer Inc.,
Valeant Pharmaceuticals International, Inc., Bausch & Lomb, Inc.,
Aton Pharma, Inc., Merck & Co., Inc., and Merck, Sharpe & Dohme
Corp. (collectively, the “Brand Name Defendants”). The generic com-
panies are Falcon Pharmaceuticals, Ltd., Sandoz Inc., Prasco LLC,
Akorn, Inc. (collectively, the “Generic Defendants”). All defendants
will be collectively referred to as “Defendants.”
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BACKGROUND

For the purposes of these motions, I will only recount
relevant facts from Plaintiffs’ Complaint and take them as
true. Defendants are brand name and generic pharmaceu-
tical companies that “perform selling, marketing and dis-
tribution activities . . . for [various] prescription eye drop
products.” Compl., 1 43. These eye drops, also known as
“topical ophthalmic pharmaceuticals,” are prescribed for
serious diseases and conditions such as glaucoma, aller-
gies, infections, inflammations, [and] pre-and post-opera-
tive conditions . ...” Id. at 1 2. Defendants “sell their pre-
scription eye drop products as fluid in plastic bottles.
They sell a given volume of medication (e.g., 2.5 or 5.0 mL)
for a certain price.” Id. at 1 3.

According to Plaintiffs, scientific literature from the
past decades “establishes that these bottles, which also
serve as dispensers, emit drops so large that they exceed
the capacity of the fornix, the area between the eye and
the lower eyelid.” Id. at 15. Consequently, the excess fluid
“can cause allergy or pigmentation, or drains into their
nasolacrimal drainage systems and from there into the
bloodstream where it can create a risk of toxic side ef-
fects.” Id. Plaintiffs submit that, according to certain sci-
entific studies, “[sJmaller size drops on the order of 15 pL
have an efficacy and bioavailability equivalent to larger
drops.” Id. at 1 8. “Yet Defendants’ eye drops are uni-
formly much larger than 15 L. Some are more than three
times that size.” Id. at 19. Plaintiffs allege that as a result
of Defendants’ design, “the excess product cannot be
used, is entirely wasted, [and] provides no pharmaceutical
benefit.” Id. at 15.

Indeed, the gravamen of Plaintiffs’ Complaint is that
“Defendants have persisted in their unfair, unethical, un-



67a

conscionable, and unlawful practices of selling prescrip-
tion ophthalmic medicine in dispensers that emit much
larger eye drops. As a result, consumers use more medi-
cation than they should, run out of medicine before they
should, and have to buy additional bottles at great ex-
pense, providing increased . . . profits for Defendants.” Id.
at 1 11. In that regard, Plaintiffs complain that “there is
no legitimate reason why Defendants have not supplied
smaller eye drops. As they have long known, the size of
the drop is determined by a factor under their control, the
dimensions of the plastic dropper tip.” Id. at 1 10. Instead,
Plaintiffs claim that Defendants “would not reduce the
drop size of [their] products because it would mean that
patients would be able to use the bottles longer and [De-
fendants] would therefore sell less product.” Id. at 16. Im-
portantly, as to damages, Plaintiffs base their claims on
the allegation that “patients are entitled to receive full use
and therapeutic benefit of the entire product they pur-
chase. Yet because of the Defendants’ illegal schemes to
increase their profits at consumers’ expense, patients are
compelled to purchase larger quantities that, through no
fault of their own, go to waste, and as a result they and
their third-party payor pay much more than they should
for the treatment they need.” Id. at 1 3.

Plaintiffs further allege certain facts regarding the
role of the Food and Drug Administration (“FDA”) in ap-
proving the size of eye drops. Plaintiffs aver that “a reduc-
tion in eye drop size to 15 pl would not have a substantial
potential to have an adverse effect on the identity,
strength, quality, purity, or potency of the drug product
as these factors may relate to the safety or effectiveness
of the drug product.” Id. at 1 153. Therefore, Plaintiffs, in
their Complaint, claim that a reduction in eye drop size
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would not be a “major change” requiring prior FDA ap-
proval. See Id. Moreover, Plaintiffs explain that because
the FDA does not “regulate the economics of drug use . .
. the FDA does not require or specifically permit Defend-
ants [ ] to make their eye drops so large that it leads to
waste of medication.” Id. at 1 155. In further support of
their position that the FDA plays no role in this respect,
Plaintiffs cite to certain aneedotal evidence. For example,
Plaintiffs point out that defendant Aleon’s drug, Travatan
Z, had a 25 pLL when the FDA conducted its initial ap-
proval review. Id. at 1 156. Nevertheless, Plaintiffs allege
that just a few years later, a scientific study determined
that “the size of Travatan Z drops [was] 30 uL.” Id. at 1
157. And, according to Plaintiffs, “the FDA’s website con-
tains no applications for, or approvals of, the above
changes in drop size . . . . Thus, [the] FDA approval of
those changes was apparently not required.” Id. at 1 158.

In the Complaint, twenty-five causes of action are as-
serted against Defendants. Plaintiffs seek to bring these
claims individually, and on behalf of classes of consumers
and third-party payors who have paid all or part of the
purchase prices of prescription eye drops manufactured
and sold by Defendants. More specifically, each of the
named plaintiffs asserts consumer fraud related claims
applicable in the state in which he/she resides. Those state
laws include: New Jersey Consumer Fraud Act, Califor-
nia Unfair Competition Law, Florida Deceptive and Un-
fair Trade Practices Act, Illinois Consumer Fraud Act,
North Carolina Unfair and Deceptive Trade Practices Act
and Texas Deceptive Trade Practices Act.

On these current motions, the Brand Name and Ge-
neric Defendants move separately to dismiss all of Plain-
tiffs’ claims based on standing, preemption and failure to
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state a claim.? Because standing is a threshold question of
jurisdiction, I turn to that issue first. See Steel Co. v. Citi-
zens for a Better Environment, 523 U.S. 83, 109-10 (1998)
(finding that a plaintiff’s Article I1I standing is a prereq-
uisite for the federal courts to decide the merits of a suit);
Ballentine v. United States, 486 F.3d 806, 810 (3d Cir.
2007).

DISCUSSION
I Standing

Article III of the Constitution limits the scope of the
federal judicial power to the adjudication of “cases” or
“controversies.” U.S. Const. art. III, § 2. This “bedrock
requirement,” see Valley Forge Christian Coll. v. Ams.
United for Separation of Church & State, Inc., 454 U.S.
464, 471 (1982), protects the system of separation of pow-
ers and respect for the coequal branches by restricting
the province of the judiciary to “decid[ing] on the rights of
individuals.” Marbury v. Madison, 1 Cranch 137, 5 U.S.
137 (1803). Indeed, “[n]o principle is more fundamental to
the judiciary’s proper role in our system of government
than the constitutional limitation of federal-court jurisdic-
tion to actual cases or controversies.” Raines v. Byrd, 521

3To date, similar claims against Defendants have been brought in
three other federal jurisdictions: Florida, Missouri, and Illinois. In
the Florida action, F'reburger v. Alcon Labs., No. 13-24446 (S.D.Fla.),
plaintiffs voluntarily dismissed the lawsuit before oral argument on a
pending motion to dismiss. In the Illinois case, Eike v. Allergan, Inc.,
No. 12-1141 (S.D.IIL.), the court there denied defendants’ motion to
dismiss based on similar grounds to those asserted here. However,
the district court in the Eastern District of Missouri dismissed plain-
tiffs’ claims on identical arguments raised by Defendants in this mat-
ter. See Thompson v. Allergan USA, Inc., 993 F. Supp. 2d 1007
(E.D.Mo0.2014).
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U.S. 811, 818 (1997) (quoting Simon v. K. Ky. Welfare
Rights Org., 426 U.S. 26, 37 (1976)).

Courts have developed several justicability doctrines
to enforce the case-or-controversy requirement, and “per-
haps the most important of these doctrines” is the re-
quirement that “a litigant have ‘standing’ to invoke the
power of a federal court.” In re Schering—Plough Corp.
Intron/Temodar Consumer Class Action, 678 F.3d 235,
244 (3d Cir. 2012) (quoting Allen v. Wright, 468 U.S. 737,
750 (1984)). The seminal standing question is “whether
the plaintiff has alleged such a personal stake in the out-
come of the controversy as to warrant his [or her] invoca-
tion of federal-court jurisdiction and to justify exercise of
the court’s remedial powers on his [or her] behalf.” Id. (in-
ternal quotations and citations omitted).

Of course, a plaintiff bears the burden of meeting the
“irreducible constitutional minimum?” of Article III stand-
ing by establishing three well-settled elements:

First, the plaintiff must have suffered an in-
jury in fact—an invasion of a legally pro-
tected interest which is (a) concrete and
particularized and (b) actual or imminent,
not conjectural or hypothetical.

Second, there must be a causal connection
between the injury and the conduct com-
plained of—the injury has to be fairly trace-
able to the challenged action of the defend-
ant, and not the result of the independent
action of some third party not before the
court.
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Third, it must be likely, as opposed to
merely speculative, that the injury will be
redressed by a favorable decision.

Lujan v. Defenders of Wildlife, 504 U.S. 555, 560-61,
(1992) (internal quotations, alterations, and citations omit-
ted).

The Third Circuit has stressed that of the three re-
quired elements of constitutional standing, “the injury-in-
fact element is often determinative.” Toll Bros., Inc. v.
Twp. of Readington, 555 F.3d 131, 138 (3d Cir. 2009). To
satisfy this requirement, the alleged injury must be “par-
ticularized,” such that it “must affect the plaintiff in a per-
sonal and individual way.” Lujan, 504 U.S. at 560 n.1. In-
deed, an injury-in-fact also “must be concrete in both a
qualitative and temporal sense. The complainant must al-
lege an injury to himself that is distinct and palpable.”
Whitmore v. Arkansas, 495 U.S. 149, 155 (1990). And, the
injury must not be abstract or subjective. See Id.; Laird
v. Tatum, 408 U.S. 1, 13-14 (1972). Allegations of a poten-
tial future injury, or the mere possibility of a future in-
jury, will not establish standing. See Whitmore, 495 U.S.
at 158; Employer’s Ass’n of New Jersey v. New Jersey,
601 F. Supp. 232, 238 (D.N.J. 2003), aff’d 774 F.2d 1151
(3d Cir. 1985). While economic injury is one of the para-
digmatic forms of standing, see Danvers Motor Co., Inc.
v. Ford Motor Co., 432 F.3d 286, 291 (3d Cir. 2005), a de-
mand for damages, by itself, will not establish an injury-
in-fact. See Rivera v. Wyeth-Ayerst, 283 F.3d 315, 320
(6th Cir. 2002); Koronthaly v. L’Oreal USA, Inc., No. 07—
5588, 2008 U.S. Dist. LEXIS 59024, at *13 (D.N.J. Jul. 29,
2008).
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Moreover, “the ‘injury-in-fact’ test requires more than
an injury to a cognizable interest. It requires that the
party seeking review be himself [or herself] among the in-
jured.” Id. at 563 (quoting Sierra Club v. Morton, 405 U.S.
727, 734-35 (1972)). The injury must also be “an invasion
of a legally protected interest.” Id. at 560. In other words,
the injury-in-fact requirement exists to assure that liti-
gants have a “personal stake” in the litigation. See The
Pitt News v. Fisher, 215 F.3d 354, 360 (3d Cir. 2000). By
ensuring that litigants present actual cases and contro-
versies, courts can keep the judicial branch from en-
croaching on legislative prerogatives, thereby preserving
the separation of powers. See Valley Forge v. Americans
United for Separation of Church and State, 454 U.S. 464,
473-74 (1982).

“[T]he standing inquiry requires careful judicial ex-
amination of a complaint’s allegations to ascertain
whether the particular plaintiff is entitled to an adjudica-
tion of the particular claims asserted.” Allen, 468 U.S. at
752. In that regard, at the pleading stage, “[a]lthough gen-
eral factual allegations of injury resulting from the de-
fendant’s conduct may suffice, the complaint must still
‘clearly and specifically set forth facts sufficient to satisfy’
Article IT1.” Reilly v. Ceridian Corp., 664 F.3d 38, 41 (3d
Cir. 2011) (quoting Lujan, 504 U.S. at 561); Whitmore, 495
U.S. at 155; see, e.g., Anjelino v. N.Y. Times Co., 200 F.3d
73, 88 (3d Cir. 2000) (“Standing is established at the plead-
ing stage by setting forth specific facts that indicate that
the party has been injured in fact or that injury is immi-
nent, that the challenged action is causally connected to
the actual or imminent injury, and that the injury may be
redressed by the cause of action.”).
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In this case, although Plaintiffs assert numerous
claims and allege a variety of scientific studies relating to
the designs of Defendants’ eye drop bottles, their only
theory of economic harm is relatively straightforward:
Plaintiffs were injured because they did not receive the
full use and therapeutic benefit of the entire product they
purchased due to Defendants’ design of their bottles to
dispense larger than necessary eye drops, which led to
waste. Simply stated, Plaintiffs maintain that their losses
resulted from overpaying for wasted drops that they were
not able to use. Moreover, while Plaintiffs allege that
physical harm can result from an excessive dose of the
medications, none of the named Plaintiffs have alleged
that they suffered any side effects from the use of the eye
drops. Thus, Plaintiffs, themselves, may not premise
standing on a theory of physical injury.

Defendants posit that Plaintiffs have not shown a con-
crete injury-in-fact because Plaintiffs received the benefit
of their bargain; that is, Plaintiffs were able to use the pre-
scribed eye medications that they purchased. Plaintiffs, in
response, contend that standing is easily established in
this case based on the standards set forth by § 5(a) of the
Federal Trade Commission (“FTC”) Act. Plaintiffs’ argu-
ment relies on a FTC statement, entitled “Policy State-
ment on Unfairness” (“Policy Statement”). Pursuant to
the Policy Statement, “[a]n act or practice [in the context
of consumer fairness] is ‘unfair’ . . . if it causes or is likely
to cause substantial injury to consumers which is not rea-
sonably avoidable by consumers themselves and not out-
weighed by countervailing benefits to consumers or com-
petition.” See F'TC Policy Statement on Unfairness (Dec.
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17, 1980).* Substantial injury, according to the Policy
Statement, may involve “monetary harm . . . when sellers
coerce consumers into purchasing unwanted goods and
services.” Id. Based on these standards, Plaintiffs allege,
in part, that “Defendants’ practices cause substantial con-
sumer injury because Defendants have . . . [compelled]
consumers into purchasing unwanted amounts of pre-
scription eye drops.” Compl., 1 189. The Court does not
find Plaintiffs’ theory of economic damages sufficient to
confer standing.

At the outset, while Plaintiffs rely on standards set
forth in the Policy Statement, an alleged violation of the
Policy Statement, by itself, is not sufficient to show an in-
jury-in-fact for standing purposes. See Polanco v. Omni-
cell, Inc., 988 F. Supp. 2d 451, 469 (D.N.J. 2013) (“merely
asserting violations of certain statutes is not sufficient to
demonstrate an injury-in-fact for purposes of establishing
standing under Article I11....”); Doev. Nat’l Bd. of Med.
Exam’rs, 199 F.3d 146, 153 (3d Cir. 1999) (observing that
it is “incorrect” to “equate[ ] a violation of a statute with
an injury sufficient to confer standing” and explaining
that “[t]he proper analysis of standing focuses on whether
the plaintiff suffered an actual injury, not on whether a
statute was violated.”); see also Rivera v. Wyeth-Ayerst
Laboratories, 283 F.3d 315, 319-20 (5th Cir. 2002) (finding
that plaintiffs could not prevail by establishing that Wy-
eth violated a legal duty owed to consumers; instead, the

* Plaintiffs argue that the Policy Statement is critical to the stand-
ing analysis because they have based their claims in large part on the
standards set forth in the Policy Statement, which certain states—
namely, Florida, Illinois and North Carolina—have adopted as a part
of their consumer fraud statutes. See Compl., 11 210, 216, 220 (citing
Fla. Stat. § 501.204(2); 815 ILCS 505/2; N.C.G.S. § 75-1.1(a)).
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injury must be personal). Rather, each Plaintiff must al-
lege that he or she personally suffered some actual eco-
nomic damage as a result of using Defendants’ medica-
tions.

There are typically two theories of economic harm as-
sociated with consumer fraud actions: benefit-of-the-bar-
gain and out-of-pocket expenses. The former relates to
economic damages caused by a product failing to perform
as advertised, and therefore, the consumer would not
have received the benefit of his/her bargain. See, e.g.,
Koronthaly v. L’'Oreal USA, Inc., 374 Fed. Appx. 257, 259
(3d Cir. 2010) (“[a]bsent any allegation that [plaintiff] re-
ceived a product that failed to work for its intended pur-
pose or was worth objectively less than what one could
reasonably expect, [plaintiff] has not demonstrated a con-
crete injury-in-fact.”). The latter encompasses any ex-
penses that a plaintiff incurred as a result of purchasing
the defective product, e.g., replacement costs. See, e.g.,
Marcus v. BMW of N. Am., LLC, 687 F.3d 583, 606 (3d
Cir. 2012); Dicuio v. Brother Intern. Corp., No. 11-1447,
2012 U.S. Dist. LEXIS 112047, at *7 (D.N.J. Aug. 9, 2012)
(“The out-of-pocket rule applies when a plaintiff can
demonstrate that he paid money, and is now, out-of-
pocket.”). It is important to point out that Plaintiffs do not
premise their standing on either of these two theories; in-
deed, Plaintiffs have neither alleged that Defendants
somehow induced Plaintiffs to purchase the medications
by misrepresenting or concealing any information, nor do
Plaintiffs claim that the medications were ineffective for
their prescribed use and that they paid a premium for the
medications.

Instead, Plaintiffs claim that they were precluded
from using the wasted eye drops because of Defendants’
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design of the bottle tip. But, what Plaintiffs do not allege,
is that they were promised a specific number of doses or
drops of the medications by Defendants and that they
failed to receive those amounts. Absent any promises,
Plaintiffs’ theory of damages is merely “an unsupported
conclusion concerning [their] alleged loss,” see Lieberson
v. Johmson & Johnson Consumer Cos., 865 F. Supp. 2d
529, 541 (D.N.J. 2011); Plaintiffs do not allege what spe-
cific economic loss they have suffered. First, Plaintiffs do
not allege any of the costs associated with the products at
issue, and while Plaintiffs claim that the wasted drops
have some economic value, they have failed to quantify
that value. Put differently, Plaintiffs theorize that if the
bottles were designed to dispense with smaller doses of
eye drops, that fact would somehow produce a savings to
them. Plaintiff’s injury-related allegations amount to
nothing more than conjecture since Plaintiffs have neither
alleged any comparable cheaper products that they would
have purchased, nor have they alleged that Defendants
would manufacture, or have manufactured, less expensive
products based on a different design.

Notwithstanding those deficiencies, as to costs, Plain-
tiffs aver that “evidence” exists to establish that the med-
ications at issue would be less expensive if the eye drops
were made smaller. Plaintiffs cite to a 2006 article co-au-
thored by an Allergan employee, which states that
“smaller drops would be preferable to minimize systemic
exposure and spilled or wasted medication” and reducing
eye drop size would “provid[e] cost savings to patients and
managed care providers.” Compl., 17. Aside from the fact
that this article presumably only pertains to Allergan’s
products, it is also cited out of context. The article dis-
cusses the possibility that patients might be able to dis-
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pense smaller drops from their existing bottles of medi-
cation by holding the bottle at a different angle. Crucially,
there is no indication in the article that any of the defend-
ants would manufacture products that produce smaller
eye drops at a less expensive price.” Hence, allegations
based on this article are not sufficient to establish an in-
jury-in-fact.

In sum, absent sufficient allegations as to injury,
Plaintiffs are left with their bald assertion that they over-
paid for effective eye medications that would have been
less expensive if they were designed according to Plain-
tiffs’ specifications. Such a conclusory theory is simply too
remote and abstract to qualify as a concrete and particu-
larized injury under Article I11 standing. See, e.g., Koron-
thaly, 374 Fed. Appx. at 259 (“[a]bsent any allegation that
[plaintiff] received a product that failed to work for its in-
tended purposes or was worth objectively less than what
one could reasonably expect,” the plaintiff had not suf-
fered Article III injury-in-fact); Medley v. Johnson &
Johnson Consumer Cos., No. 10-2291, 2011 U.S. Dist.
LEXIS 4627, at *5-7 (D.N.J. Jan. 18, 2011) (plaintiffs
lacked Article III standing because “the product worked
as intended.”); Thompson, 993 F. Supp. 2d at 1009 (reject-
ing claims similar to those raised here on the basis that
plaintiffs failed to allege that the eye drop products are

5 Nor can Plaintiffs base their injury-in-fact on a statement that
reducing drop size would result in Alcon selling fewer bottles of med-
ication. Compl. 11 6, 79. Plaintiffs allege that such a statement was
made by an unidentified Alcon marketing executive at an unspecified
time for an unknown reason. But, this allegation does not meet the
Rule 12(b)(6) standard as it is conclusory in nature. More importantly,
this statement alone does not allege how it would impact Alcon’s dis-
cretion, much less the discretion of the thirteen other Defendants, in
setting the prices of redesigned products.
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“anything other than what [they have] always purported
to be” and received the “benefit of the bargain.”); Carter
v. Alcon Labs, Inc., No. 13-997, 2014 U.S. Dist. LEXIS
32381, at *12-13 (E.D. Mo. Mar. 13, 2014) (“even if De-
fendants sold bottles with less medication, Plaintiff has
not suggested there is anything to preclude them from
charging what they now charge for the bottles currently
available for purchase.”); Dominguez v. UAL Corp., 666
F.3d 1359, 1364 (D.C. Cir. 2012) (finding no Article III
standing when plaintiffs’ theory regarding United Air-
lines ticket prices required “pil[ing] speculation atop spec-
ulation” as to how United would price its tickets in the fu-
ture); Bowman v. RAM Med., Inc., 10-4403, 2012 U.S.
Dist. LEXIS 75218, at *7-10 (D.N.J. May 31, 2012); Wal-
dron v. Jos. A. Bank Clothiers, Inc., No. 12-2060, 2013
U.S. Dist. LEXIS 189191, at *15 (D.N.J. Jan. 18, 2013);
Coghlan v. Wellcraft Marine Corp., 240 F.3d 449, 455 n.3
(6th Cir. 2001); Medley v. Johnson & Johnson Consumer
Cos., No. 10-2991, 2011 U.S. Dist. LEXIS 4627, at *4-6
(D.N.J. Jan. 18,2011).5

6 To be fair, I recognize that the court in E'ike v. Allergan, Inc.,
found that plaintiffs there, who brought claims similar to those as-
serted in this case, have sufficiently alleged an actual injury. 2014
U.S. Dist. LEXIS 34894, at *10-11 (S.D.IIl. Mar. 18, 2014). But, the
Eike Court’s analysis in that regard was confined to violations of the
Illinois Consumer Fraud & Deceptive Business Practice Act, not Ar-
ticle I1I standing. More fundamentally, however, for the reasons ex-
pressed here, I am not persuaded by that court’s conclusion. In fact,
although I need not address the merits of Plaintiffs’ claims, I note that
the lack of Article ITI standing may be fatal to Plaintiffs establishing
an ascertainable loss or injury in each of their state-law based con-
sumer fraud claims.
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Because Plaintiffs lack standing to bring suit, it de-
prives this Court of subject matter jurisdiction. See Bal-
lentine, 486 F.3d at 810. Absent jurisdiction, it is well-set-
tled that the Court is without authority to address the par-
ties’ remaining merit-based arguments. See Adams v.
Ford Motor Co., 653 F.3d 299, 304 (3d Cir. 2010) (“[i]f
plaintiffs do not possess Article III standing, both the Dis-
trict Court and this Court lack subject matter jurisdiction
to address the merits of plaintiff’s case.”). Nevertheless,
because the Court finds that Plaintiffs have not suffi-
ciently alleged standing, they are given leave to amend
their Complaint to cure the deficiencies consistent with
the dictates of this Opinion. Thus, I am not addressing the
parties’ arguments on the merits of Plaintiffs’ case.”

"I will nonetheless take this opportunity to highlight the issue of
preemption should this litigation proceed farther—in the event the
Complaint is amended and motion practice follows. Both Generic and
Brand Name Defendants contend that Plaintiffs brought state law
consumer fraud related claims in order to “force” the manufacturers
to redesign their federally approved droppers to dispense smaller
drops; doing so, Defendants submit, conflicts with federal law regu-
lating manufacturers of prescription drugs. In the context of pharma-
ceutical regulations and specifically labeling, the Supreme Court in
Wyeth v. Levine, 555 U.S. 555 (2009), held that the plaintiffs’ labeling
claims under state tort laws against brand name drug companies are
not preempted by the FDCA. Id. at 578. However, in both PLIVA,
Inc. v. Mensing, 131 S. Ct. 2567 (2011) and Mutual Pharmaceutical
Co. v. Bartlett, 133 S. Ct. 2466, (2013), the Supreme Court held that
state tort claims against generic companies—including labeling and
design claims—are preempted because of the doctrine of “sameness.”
See Mensing, 131 S. Ct. 2574-75; Bartlett, 133 S. Ct. at 2474-76. In so
doing, the Supreme Court in these decisions made clear the distine-
tion between generic and brand name products. It is, thus, incumbent
upon the parties, here, to address any distinctions in future motion
practice regarding preemption.
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CONCLUSION

For the reasons set forth above, Defendants’ motions
to dismiss are GRANTED as Plaintiffs lack standing to
bring suit. Plaintiffs are given leave to amend their Com-
plaint within 30 days from the date of the Order accompa-
nying this Opinion.

DATE: June 24, 2015 /s/ Freda L.. Wolfson
United State District Judge






