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1. Introduction

The pharmaceutical industry is a big business. Top
selling drugs, many protected by patents, often sell at
prices reflecting the monopoly power that brand-name
drug manufacturers may enjoy. Enter the fray, generic
competition, offering patients therapeutic equivalents to
brand-name drugs at a fraction of the cost—saving con-
sumers hundreds of billions of dollars each year.! The
first generic drug to come to market is typically offered
at a price discount of 20% to 30% off the brand-name,
with entry by additional generic competitors driving the
discount to as much as 90%.?

Often, brand-name drug manufacturers have
hundreds of millions of dollars in yearly sales at risk
from generic drug competition. Given the stakes, some
brand-name drug manufacturers have used various
tactics—some lawful and some arguably unlawful-—in
an effort to delay generic competition and maintain mo-
nopoly profits. As a result, brand-name manufacturers
have come under heavy scrutiny from private plaintiffs,
the Federal Trade Commission (FTC), and the New York
Attorney General’s Office for using so-called “reverse
payments”? and “product hopping”* to delay generic
entry.

Most recently, several brand-name drug manufac-
turers have also sought to forestall generic competition
by using federally mandated distribution restrictions—
known as Risk Evaluation Mitigation Strategies, or
REMS—which apply to particular drugs with potentially
dangerous side effects. Specifically, some brand-name
drug manufacturers selling REMS-restricted drugs have
declined to provide to potential generic competitors the
brand product samples that the generics need for Food
and Drug Administration (FDA) approval in order to
bring the generic version to market. Generic companies,
supported by the FTC, have challenged this conduct, ar-
guing that where the generic company cannot otherwise
obtain samples for bioequivalence testing, the brand-
name drug manufacturer has a duty to deal under the
antitrust laws. Brand-name manufacturers have defend-
ed their approach on the grounds that REMS prevent
them from providing samples to generic manufacturers,
that selling samples outside of the REMS process would
raise safety concerns, that brands would face an en-
hanced risk of products liability if they were to sell these
potentially dangerous drugs to generic manufacturers,
and finally, that brands—as patentees—have no duty to
deal.
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Litigation over REMS-restricted drugs is now emerg-
ing, and is unlikely to go away. According to one com-
mentator, nearly 40 percent of new FDA approvals are
subject to REMS.5 Thus far, courts have largely upheld
antitrust claims asserting that a brand-name drug manu-
facturer has a duty to deal with its generic competitor.
However, the rulings have come on motions to dismiss,
thus leaving the challenging “details” for another day.
These include (1) what business or procompetitive
justifications (e.g., safety concerns) can justify a branded-
drug manufacturer’s refusal to deal, (2) what showing of
“pretext” must be made to support a monopoly mainte-
nance claim, and (3) can would-be generic competitors
demonstrate “antitrust injury,” bearing in mind product
development, testing and regulatory steps that are pre-
requisites for market entry?

In this article, we discuss this emerging area of con-
tention between brand-name drug manufacturers and
generic competitors. We first consider the framework of
brand-generic competition under the Hatch-Waxman
Act and REMS legislation. We then discuss and consider
the leading Supreme Court refusal-to-deal precedent
and review recent REMS antitrust litigation against
this doctrinal backdrop. Finally, we consider the poten-
tial procompetitive justifications for, and the potential
anticompetitive effects of, brand-name manufacturers
refusing to provide REMS-restricted samples to generic
manufacturers.

Il. The Hatch-Waxman Framework

In 1984, Congress passed the Drug Price Competition
and Patent Term Restoration Act, commonly referred to as
the Hatch-Waxman Act (the “Act”). A primary purpose of
the Act is to encourage the development of generic drugs
by offering an abbreviated pathway for approval by the
FDA, as an alternative to proving that a generic drug is
safe and effective through clinical trials. Under the Act, a
generic drug company can file an Abbreviated New Drug
Application (ANDA) that relies on the safety and efficacy
research performed by the brand-name drug manufac-
turer in connection with the branded product’s approval.®
As a result, generic drugs can receive expedited FDA re-
view and approval so long as the FDA is satisfied that the
generic product is bioequivalent to the brand product.” A
generic drug is considered bioequivalent or “AB-rated” if
it contains the same active ingredient, is the same dosage
and form (e.g., tablet, capsule, etc.), and is absorbed into
the bloodstream at the same rate and to the same extent as
the brand-name drug.®




lll. REMS and the Food and Drug
Administration Amendments Act of 2007
The Food and Drug Administration Amendments
Act of 2007 (FDAAA) authorizes the FDA to require
brand-name drug manufacturers to implement safety
measures beyond routine professional labeling where the
agency “determines that [such measures are] necessary
to ensure that the benefits of the drug outweigh the risks
of the drug.”? These REMS include requiring a medica-
tion guide, including a patient packet insert to inform
patients of potential risks and side effects,!® or imple-
menting communication plans to healthcare providers
concerning the drug’s risks.!! If a drug’s potential risks
or side effects are particularly dangerous, the REMS also
may include distribution restrictions, known as Elements
to Assure Safe Use (ETASU), which restrict the ability
of doctors to prescribe the drug, and of wholesalers and
pharmacies to distribute it. In addition, an ETASU may
require (1) that the drug only be dispensed in certain
healthcare settings such as hospitals or infusion centers,
and (2) that patients using the drug be monitored or
enrolled in a registry.}2

IV. The Hatch-Waxman/REMS Intersection

To file an ANDA under the Hatch-Waxman Act, a
generic manufacturer needs to demonstrate the bio-
equivalency of its product, and that requires the generic
to secure a limited amount of the branded product for
testing. Thus, branded product samples for testing are
essential to the generic manufacturer obtaining FDA
approval of its ANDA, a prerequisite to marketing the
generic drug. Ordinarily, a would-be generic competi-
tor can purchase necessary quantities of the brand drug
from wholesale distributors or specialty pharmacies. But
where a drug is subject to REMS, distribution restric-
tions may make the brand-name drug manufacturer
the only available source for product samples. Hence,
the opportunity for brand-name drug manufacturers to
delay entry of the generic.

The FDAAA explicitly prohibits a brand-name drug
manufacturer from using REMS to “block or delay ap-
proval” of a would-be generic competitor’s ANDA.13
Moreover, the FDA has assured generic manufacturers
that REMS cannot be used as a shield against generic
competition.* Indeed, the FDA has issued draft guidance
procedures by which a generic drug company can obtain
an FDA letter stating that (1) the generic’s bioequivalence
protocol complies with the applicable REMS and (2) the
FDA will not consider it a violation of the REMS for the

brand-name drug manufacturer to provide the requisite
branded samples needed to perform bioequivalence test-
ing in support of the generic’s ANDA.!® Once the generic
receives such a letter, it can request the FDA to advise the
brand-name drug manufacturer of the agency’s conclu-
sions.!6 Despite its tough talk and draft guidance, how-
ever, the FDA has disclaimed any ability to enforce REMS
abuse, publicly stating that “issues related to ensuring
that marketplace actions are fair and do not block compe-
tition would be best addressed by the FTC.”%7

Indeed, the FTC and other antitrust enforcers have
expressed concerns that brand-name drug manufacturers
may use REMS as a pretext to exclude generic competi-
tion.18 Recently, FTC Chair Edith Ramirez testified before
Congress that “we continue to be very concerned about
potential abuses by branded pharmaceutical companies
of safety protocols known as REMS...to impede generic
competition” by using “REMS-mandated distribution
restrictions to inappropriately limit access to product
samples.”?? Similarly, Connecticut’s Attorney General
described “a disturbing, broader trend by certain branded

drug manufacturers” to use the REMS program “as a
weapon to blunt the development of generic drugs.”?

The FTC has twice filed amicus briefs supporting ge-
neric manufacturer suits, discussed below, which alleged
that brand-name drug manufacturers took advantage of
REMS requirements to block generic competition.”! The
agency also has issued at least one civil investigative
demand to a brand-name drug manufacturer. 2 However,
to date, no government enforcer has initiated litigation
against a brand-name drug manufacturer alleging anti-
trust or any other claim stemming from branded compa-
nies” distribution restrictions.

A 2014 analysis concluded that brand-name drug
manufacturer abuse of restricted access programs to pre-
vent generic competition costs the health care system $5.4
billion annually, including $1.8 billion to the federal gov-
ernment.?® To date, legislation to remedy this abuse has
stalled in Congress.? Therefore, as things now stand, we
can expect litigation to increase—and to become increas-
ingly important in addressing claims of REMS abuse.?

V. Private Antitrust Litigation:
The REMS Overview
Although government enforcers have not sued
brand-name drug manufacturers alleging REMS abuse,
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generic manufacturers and other private plaintiffs have.
The common thread of these cases is that the brand-name
drug manufacturer violated the antitrust laws by refusing
to sell its generic competitor the REMS-restricted drug
samples necessary for bioequivalence testing. And while
none of the cases has produced a merits ruling based on
a factual record, courts have come out both ways on pre-
trial motions.

Plaintiffs have made several arguments why such
conduct is anticompetitive. The most successful one thus
far is that REMS restrictions prevent generic companies
from purchasing branded product in normal distribution
channels of distribution—specifically, wholesale distribu-
tors or specialty pharmacies. Therefore, a generic firm's
only option is to buy product directly from the brand-
name drug manufacturer, which can shut out the generic
by simply refusing to sell the required samples. Plaintiffs
have thus argued that the brand-name drug manufac-
turer, as a monopolist, has a duty to sell branded prod-
uct samples to its generic competitor on commercially
reasonable terms.?

This approach bumps up against the principle that a
business should generally be free to choose to deal with
whomever it pleases.?” As the Supreme Court wrote in
its seminal ruling on the point, “[iJn the absence of any
purpose to create or maintain a monopoly, the [Sherman]
[A]ct does not restrict the long recognized right of trader
or manufacturer engaged in an entirely private business,
freely to exercise his own independent discretion as to
parties with whom he will deal.”?® Nevertheless, that
right is not absolute: “[u]nder certain circumstances a
refusal to cooperate with rivals can constitute anticom-
petitive conduct and violate § 2 [of the Sherman Act}.”?
Determining when and under what circumstances a
monopolist has a duty to deal with its rivals is “one of the
most unsettled and vexatious [questions] in the antitrust
field.”®0 Thus, this is a primary battleground in REMS
cases: in what circumstances must a brand-name drug
manufacturer sell to its would-be generic rival to enable
the rival to seek FDA approval of the rival’s ANDA?

VI. The Antitrust Duty to Deal Framework

As a general matter, an antitrust plaintiff asserting
a Sherman Act § 2 refusal-to-deal claim must demon-
strate that the defendant (1) has monopoly power in
the relevant market and (2) acquired or maintained that
monopoly power through exclusionary or predatory
conduct—conduct that, broadly speaking, tends to impair
the opportunities of rivals or customers, and does so ei-
ther on a basis other than product price or merit, or in an
unnecessarily restrictive way.3! In addition, in the REMS
cases discussed below, the brand-name drug manufactur-
er defendants have argued that an additional element is
essential to state a refusal-to-deal claim under Section 2:
the defendant’s termination of a prior course of dealing
with its rival.

NYSBA NYlitigator | Fall 2016 | Vol. 21 | No. 2

Here, we focus on the second element—whether a
brand-name drug manufacturer’s company’s refusal to
provide samples to its generic competitor in the REMS
context constitutes exclusionary conduct—and whether
the termination of a prior course of dealing is also a nec-
essary feature of such a claim.®

Four Supreme Court decisions provide the frame-
work for analyzing refusal-to-deal claims:

Otter Tail: An electric power company, Otter Tail,
denied access to its power transmission lines to several
towns that sought to offer their own electrical power
to consumers in competition with Otter Tail.3® Without
access to Otter Tails lines, the towns could not compete
with Otter Tail in the retail power market. Otter Tail
did, however, provide its power transmission lines to
non-competing customers, and no capacity or technical
restrictions prohibited it from selling the same services to
the towns.3* The Supreme Court found that Otter Tail’s re-
fusal to deal was motivated “solely to prevent municipal
power systems from eroding its monopolistic position,”
and Otter Tail thus violated Section 2.3

Aspen Skiing: In Aspen Skiing, defendant Ski Co.
owned three of the four ski resorts in Aspen, Colorado,
and also sold ski passes to Highlands, which owned the
fourth ski resort, so that both resorts could offer a multi-
day pass covering all four mountains.3¢ Ski Co. stopped
doing business with Highland, which responded by
trying to offer a four-mountain pass by itself. Ski Co.,
however, refused to sell Highland’s passes to its three
mountains, even at retail prices; nor would it honor
vouchers from Highland’s customers.?” By eliminating the
four-mountain pass, Ski Co. adversely affected consumer
choice and had a negative impact on Highland’s ability to
compete.3

The Supreme Court held that Ski Co. violated the
Sherman Act because its refusal to deal was motivated by
anticompetitive goals. As the Court wrote, “[i]f a firm has
been ‘attempting to exclude rivals on some basis other
than efficiency,” it is fair to characterize its behavior as
predatory.”% Moreover, Ski Co.’s refusal to sell ski tickets
to Highland at full retail price “supporte[d] an inference
that Ski Co. was not motivated by efficiency concerns
and that it was willing to sacrifice short-run benefits...in
exchange for a perceived long-run impact on its smaller
rival.”# Although Ski Co. offered business justifications
for its conduct, the Supreme Court found them pretex-
tual.4! It should be noted also that Highland’s claim arose
after Ski Co. had ended the two companies’ prior busi-
ness relationship—a circumstance that, as we will see,
factors into the Supreme Court’s subsequent Trinko ruling,
as well as the more recent REMS-based cases.

Trinko: This more recent case arose from Verizon's
failure to share its telephone network with its rivals as
required by the Telecommunications Act. 4 Distinguish-
ing Aspen Skiing, the Supreme Court held that Verizon’s
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refusal to deal did not constitute monopolization under §
2 of the Sherman Act for several reasons.

First, both the Federal Communications Commission
(“FCC”) and state public utilities had extensive statu-
tory enforcement authority to ensure that Verizon made
its network available to potential competitors.*3 Thus,
unlike Ski Co., Verizon’s duty to deal was mandated and
enforced by legislation separate from the Sherman Act.
Indeed, the FCC fined Verizon $3 million for failing to
share its network with potential competitors.4

Second, Ski Co. unilaterally terminated “a voluntary
(and thus presumably profitable) course of dealing” with
Highland, and refused “to renew the [ski] ticket even if
compensated at retail price.”% Ski Co.’s conduct “suggested
a willingness to forsake short-term profits to achieve an
anticompetitive end,” as well as “a distinctly anticom-
petitive bent.”46 On the other hand, there was no reason
to presume that Verizon’s dealings with its rivals would
have been profitable, because its duty to deal was com-
pelled by statute, not voluntary.

Third, Ski Co., refused to sell to Highland a product
(its three-mountain pass) that it sold to others at retail.
By contrast, rivals sought services that Verizon had not
previously offered to the public.*

Linkline: Trinko involved a claim that Verizon had
refused to make its network available to the plaintiff, a
competing telephone company. In a more recent decision,
the Supreme Court applied Trinko’s duty-to-deal analysis
where the competitor challenged the supplier’s price
terms to do business.*® In Linkline, a competing phone
company alleged that the wholesale price terms on which
the defendant, AT&T, was prepared to deal were so oner-
ous that they “squeezed” the plaintiff out of the retail
market. The Supreme Court rejected the claim:

. Trinko . . . makes clear that if a firm has
no antitrust duty to deal with its com-
petitors at wholesale, it certainly has no
duty to deal under terms and conditions
that the rivals find commercially advan-
tageous. . . . If AT&T had simply stopped
providing DSL transport service to the
plaintiffs, it would not have run afoul of
the Sherman Act. Under these circum-
stances, AT&T was not required to offer
this service at the wholesale prices the
plaintiffs would have preferred.#’

VIl. The REMS Refusal-to-Deal Cases

As previewed above, brand-name drug manufactur-
ers in REMS cases have cited Trinko for the proposition
that to plead a Section 2 refusal to deal claim, the plaintiff
must plausibly allege that the brand terminated a prior
course of dealing without a legitimate business reason
for doing so. This argument, if credited, would create a

significant hurdle for plaintiffs, however, because in many
instances, the brand-name drug manufacturer does not
have a pre-existing business relationship with its generic
competitor for any drug, let alone for the REMS-restricted
drug for which samples are needed to do bioequivalent
testing.™

In response, plaintiffs have maintained they need
allege only that the brand-name drug manufacturer’s
conduct was economically irrational absent an exclusion-
ary motive. In other words, the brand-name drug manu-
facturer’s refusal to provide samples was predicated on
its “willingness to forsake short-term profits to achieve an
anticompetitive end.”>! To support this allegation, plain-
tiffs have pleaded that (1) the brand-name drug manufac-
turer sold the REMS-restricted drug to wholesaler dis-
tributors, specialty pharmacies and independent testing
organizations on commercially reasonable terms and
(2) the FDA has advised brand-name drug manufacturers
in writing that the FDA has approved the generic com-
pany’s safety protocols and that the sale of the samples to
the generic would not violate the applicable REMS.

District courts have directly addressed this question
in five cases. In three of those cases, district courts in the
Third Circuit held that a prior course of dealing between
brand and generic was not required.

The Thalomid & Revlimid Cases. There have been
two decisions in the District of New Jersey to address the
refusal by a brand-name drug manufacturer (Celgene)
to sell REMS-restricted samples to a generic rival. Both
decisions—one in a case brought by Mylan, a generic
drug company, and the other in a case by a putative class
of third-party payors and end-users—involve Thalomid
and Revlimid, two drugs that can be used to treat certain
forms of blood cancer, among other conditions.>? The
plaintiffs in both cases alleged that Celgene engaged in
anticompetitive conduct to perpetuate its Thalomid and
Revlimid monopolies, including refusing to sell potential
generic competitors samples of the drugs under the pre-
text of its REMS program.

In the Mylan case, the court issued a thorough oral
opinion, replete with citation to applicable case law,
after full briefing and oral argument of Celgene’s mo-
tion to dismiss.” The court concluded that Mylan was
not required to plead a prior course of conduct to state a
duty to deal claim. Discussing both Aspen Skiing—where
there was a prior course of dealing—and Trinko—where
there was not—the court said: “the Trinko Court consid-
ered [that] fact[] not for [its] independent significance, but
rather for what [it] suggest[s]: A willingness to engage in
irrational, anticompetitive conduct.”*

The Mylan court also interpreted several prior Third
Circuit decisions to “suggest that a ‘prior course of deal-
ing’ is relevant—but not dispositive—in determining
whether such a duty applies.”® It further observed that
“the Supreme Court has ‘never held that termination of a
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preexisting course of dealing is a necessary element of an
antitrust claim,” and there remains valid Supreme Court
law imposing an affirmative duty to deal when no prior
course of dealing was alleged.”5¢ The court found par-
ticular support for its conclusion in Otter Tail, noting that
the Trinko court discussed Otter Tail without overruling it.
Indeed, although Celgene had not previously dealt with
Mpylan, Celgene—like Otter Tail—had sold product at
retail to non-competitors (here, research organizations).>”

The court also denied the motion to dismiss the
class action brought by customers in In re Thalomid and
Revlimid Litigation.®® According to the court, both Aspen
Skiing and Trinko demonstrate that, in a Section 2 refusal-
to-deal case, the defendant’s “motivation is central.”>®
A prior course of dealing, the court noted, was only one
means of “circumstantial evidence” demonstrating “anti-
competitive motivation, along with [a] lack of legitimate
business justifications” for refusing to deal.®? The court
further concluded that the plaintiffs’ complaint “raise[d]

a plausible inference that Celgene’s reliance on its distri-
bution programs [was] pretextual”®! because (1) Celgene
sold drug samples to researchers who were not seeking
to enter the market, while denying samples to would-be
competitors and (2) potential generic competitors seeking
to buy product had provided Celgene with FDA letters
stating that Celgene could supply samples without vio-
lating REMS.

Tracleer. Unlike the Thalomid and Revlimid cases,
the litigation involving Tracleer’s REMS program was
initiated by the brand-name drug manufacturer, Actelion
Pharmaceuticals. Actelion sought a declaratory judg-
ment in the District of New Jersey that, under its REMS
distribution program, it had no duty to sell to its rivals
samples of Tracleer, a treatment for pulmonary (lung)
artery hypertension that is also linked to severe liver
problems.®? After oral argument on Actelion’s motion for
judgment on the pleadings and to dismiss antitrust coun-
terclaims by Actelion’s generic competitors, the court
denied relief in an oral opinion.®

The Actelion court held that Trinko did not require
plaintiffs to plead a prior course of dealing to state a
refusal-to-deal claim in all circumstances. Like the Rev-
limid/Thalomid opinions, the Actelion court considered
Actelion’s motivation in refusing to sell samples to the
generics central to whether the rivals had stated an ac-
tionable antitrust claim. Because the generics had pleaded
facts demonstrating that the brand-name drug manufac-

turer was “motivated by the desire to use the REMS . . .
to maintain and extend a monopoly,”%* the court denied
Actelion’s motion to dismiss the plaintiffs’ counterclaims.
Issuing the ruling, the court stated that a written opinion
would follow, but the case settled first.65

Suboxone. The only decision from a court in the Third
Circuit dismissing a REMS-based refusal-to-deal claim
comes from the Eastern District of Pennsylvania in In
re Suboxone (Buprenorphine Hydrochloride and Naloxone)
Antitrust Litigation.% Unlike all other cases to date, the
plaintiffs in Suboxone—direct and indirect purchasers of
the drug—did not allege that the brand-name drug manu-
facturer failed to sell its generic competitors samples
necessary for bioequivalence testing. Instead, they alleged
a refusal to deal arising from the defendant’s failure to
cooperate with its generic competitors to develop and
implement a shared REMS program, as instructed by the
FDA.% The Suboxone court appeared to interpret Trinko
as requiring a prior course of dealing,%® although the
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court recognized that other district courts in the Third
Circuit had previously upheld antitrust claims alleging
abuse of REMS distribution restrictions even without a
prior course of dealing.%’ The Suboxone court concluded
that these prior decisions were distinguishable, however,
because, unlike the generics in those cases, the plaintiffs
in Suboxone were able to create a REMS program without
Reckitt’s cooperation—and ultimately did just that.”

Letairis. In addition to the decisions from district
courts in the Third Circuit, one other district court deci-
sion, Natco Pharma Ltd. v. Gilead Sciences, Inc.,”* is worthy
of mention. Granting the defendants’ motion to dismiss,
the court held that Natco, the generic company, failed to
state a refusal-to-deal claim because Natco could ob-
tain samples of the drug by following the distribution
procedures set forth in the brand-name drug manufac-
turer’s FDA-approved REMS program, which included
obtaining a prescription from a REMS-certified doctor.”?
The court also held that “complying with FDA require-
ments . . . constitutes a valid business reason to refuse to
dispense Letairis.””® Although not explicitly referred to
in the district court’s opinion, Natco, unlike the generics
in the other refusal to deal cases, never obtained an FDA
letter approving its bioequivalence safety protocol.”

Viil. Refusal to Deal: Business Justification or
Pretext?

Although some of the plaintiffs in the REMS-related
cases have survived motions to dismiss, they have only
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scratched the litigation surface. A defendant can rebut a
refusal to deal case or, indeed, any case alleging facially
anticompetitive unilateral conduct, by demonstrating a
legitimate procompetitive justification for the restraint.”
In the REMS cases to date, brand-name drug manufactur-
ers have offered several justifications for refusing to sell
drug samples to their generic competitors, such as safety
concerns, enhanced risk of product liability exposure,
and patent exclusivity. Plaintiffs, in turn, have countered
that the justifications are pretextual.”® We examine these
justifications, which—once a motion to dismiss is de-
nied—can be resolved only after discovery on summary
judgment or at trial.

A. Safety Concerns

Brand-name drug manufacturers have argued that
selling samples to their generic competitors would vio-
late the terms of the REMS program, which, in the inter-
est of safety, can limit drug distribution to REMS-certified
pharmacies or distributors. This argument may ultimate-
ly gain little traction, however, because FDAAA statutory
provisions explicitly provide that no brand-name drug
manufacturer of a REMS-restricted drug shall use the
program to “block or delay approval” of a generic drug
manufacturer’s ANDA.”” Moreover, as discussed above,
the FDA has approved generic company safety protocols
and so informed brand-name drug manufacturers in
writing that their sale of samples would not violate the
applicable REMS.”® While at least one court has recog-
nized that safety concerns may constitute a legitimate
reason for a brand-name drug manufacturer to refuse
to provide samples to its generic competitors,” demon-
strating that the justification is not pretextual may prove
difficult where (1) there is appropriate FDA approval and
(2) the brand-name drug manufacturer has previously
sold the drug to third parties, such as research organiza-
tions operating under safety protocols comparable to
those offered by the generic.

B. Enhanced Risk of Products Liability Exposure

Brand-name drug manufacturers also have argued
that it would enhance their exposure to product liability
lawsuits to sell potentially dangerous drugs to generic
competitors. This is so, they maintain, because some
courts have held brand-name drug manufacturers liable
for the injuries caused by generic versions of their drugs.
At least one court has rejected this justification as a mat-
ter of law, however: -

Those states holding brand name
manufacturers liable do so on a failure-
to-warn theory. These decisions rely

on the laws regulating a generic drug’s
labeling, which require it to use the
identical labeling that was approved for
the brand name drug. These courts held
that a brand name manufacturer owes a
duty to a consumer injured by a generic
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manufacturer’s drug when a risk of that
drug is not adequately disclosed on its
labeling because the generic drug must
use the same labeling as the brand name
drug. A brand name manufacturer would
not be liable for defects in the generic’s
formulation or manufacture. In fact, a
failure-to-warn claim relies on the fact
that the brand name and generic drugs
are bioequivalents, having the same
formulation. The possibility that Celgene
could be liable for a generic drug’s harm
is therefore not a legitimate justification
that would support its refusal to supply
generic manufacturers with samples of
Thalomid and Revlimid.%

Defendants might argue that the cost-benefit analysis
of providing product samples to generic manufacturers
favors withholding the sample. While the brand-name
manufacturer would not profit from generic sales, it could
be exposed to damages to patients injured from use of the
generic product were they to prevail on a failure-to-warn
theory. However, potential generic competitors could
eliminate this risk by offering to provide indemnity to the
brand-name drug manufacturer for damages arising from
any potential liability associated with the generic manu-
facturer’s eventual drug distribution.8!

¢. The Brand Manufacturer's Patent Exclusivity

Finally, brand-name drug manufacturers also have as-
serted that drug patents justify their refusal to sell product
samples. The exclusivity conferred by the patent is said to
legitimize refusing to help the would-be generic competi-
tor to gain ANDA approval for the drug, a step that itself
often leads to protracted patent validity litigation. Indeed,
the brand-name manufacturers assert a central principle
of the patent and antitrust laws: that, “[iln the absence
of any indication of illegal tying, fraud on the Patent and
Trademark Office, or sham litigation, the patent holder
may enforce the statutory right to exclude others from
making, using, or selling the claimed invention free from
liability under the antitrust laws.””

But this argument seems contrary to the clear policy
underlying the Hatch-Waxman Act, which was ad-
opted to encourage development of generic versions of
brand-name drugs and their submission to the FDA for
approval, even during the period of patent protection
and exclusivity. The ANDA process itself requires the
generic manufacturer to perform the bioequivalency tests
that will allow the FDA to approve market entry by the
generic.3

Moreover, the “Bolar Amendment” to the Hatch-Wax-
man Act provides that it “shall not be an act of infringe-
ment to make, use, offer to sell, or sell . . . a patented
invention . . . solely for uses reasonably related to the
development and submission of information” for FDA ap-
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proval.# The Amendment addresses Congress’s concern
that if generic companies could not begin the testing
necessary to submit an ANDA until after the brand-name
drug manufacturer’s patents had expired, “the patentee’s
de facto monopoly would continue for an often substantial
period until regulatory approval was obtained,” amount-
ing to an “effective extension of the patent term.”8

Accordingly, the brand-name drug manufacturer’s
interest in avoiding challenges to its drug patents seems
unlikely to be a legally cognizable justification for refus-
ing to sell samples of REMS-restricted drugs to potential
generic competitors.

IX. Causation and Antitrust Injury

Business justification issues aside, brand-name drug
manufacturers also have argued on motions to dismiss
that would-be generic competitors and direct and indirect
customers cannot satisfy the threshold showing of “but
for” causation—that, but for the brand-name drug manu-
facturer’s refusal to sell, the generic company would have
brought the generic drug to market by a date certain.

This argument posits that, besides obtaining samples
necessary for bioequivalence testing, the generic must
overcome other hurdles before it can begin marketplace
sales. For example, the generic must (1) develop its own
version of the drug, (2) perform and successfully com-
plete studies demonstrating that its drug is bioequivalent
to the brand-name manufacturer’s drug, (3) file an ANDA
and obtain FDA approval to market and sell the drug,
and (4) establish that the generic drug does not infringe
the brand-name drug manufacturer’s patent, or that the
patent is invalid—often the greatest challenge the generic
faces.B

The D.C. Circuit addressed a similar argument in
upholding Microsoft’s Section 2 liability for preventing
Netscape from competing against Microsoft’s Internet
Explorer browser:

We may infer causation when exclusion-
ary conduct is aimed at producers of
nascent competitive technologies as well
as when it is aimed at producers of es-
tablished substitutes. Admittedly, in the
former case there is added uncertainty,
inasmuch as nascent threats are merely
potential substitutes. But the underly-
ing proof problem is the same—neither
plaintiffs nor the court can confidently
reconstruct a product’s hypothetical tech-
nological development in a world absent
the defendant’s exclusionary conduct. To
some degree, “the defendant is made to
suffer the uncertain consequences of its
own undesirable conduct.”¥

Here too, a brand-name drug manufacturer might
not be heard to complain about causation when its own
refusal to sell samples denies nascent competition the

NYSBA NYLitigator | Fall 2016 | Vol.21 | No. 2

opportunity even to germinate. Both the Hatch-Waxman
Act—designed to promote generic competition—and the
REMS provision—prohibiting REMS abuse—favor the
Microsoft court’s approach.®

In a related vein, brand-name drug manufacturers
also have argued that “antitrust injury” cannot be alleged
in a REMS case. Antirust injury—that is, “injury of the
type the antitrust laws were intended to prevent and that
flows from that which makes defendants’ acts unlaw-
ful”®—is, of course, a prerequisite in a private antitrust
claim. Thus, Celgene—the brand manufacturer—argued
that because Mylan failed to plead that its intended
generic drug would not infringe Celgene patents—and
thus would be a bona fide competitor of Celgene—the
absence of a cognizable antitrust injury doomed the
complaint. The district court rejected Celgene’s argument,
reasoning that, with discovery, Mylan could develop
facts to demonstrate that Celgene’s patents were invalid,
or that Mylan could enter the market with a competing,
non-infringing product.’® Moreover, even if Mylan were
unsuccessful in proving patent invalidity or non-infringe-
ment, it still could satisfy antitrust injury by showing that
Celgene’s refusal to deal “prevent[ed] it from entering the
market immediately upon the expiration of [Celgene’s]
patents.”!

In sum, courts that have addressed this issue thus far
have held that antitrust injury is not susceptible of reso-
lution on a motion to dismiss, but must, instead, await
discovery permitting a factual record to be developed. As.
more REMS-related cases are litigated, there may be op-
portunities to explore possible “workable surrogate[s],”??
such as presumptions and burden shifting, to facilitate
resolving patent validity and infringement issues under-
pinning arguments regarding a potential absence of a cog-
nizable antitrust injury.

X. Conclusion

If brand-name drug manufacturers increasingly at-
tempt to use REMS restrictions to block or delay generic
competition, challenges to their conduct are likely to play
out in the courtroom. As with the health care industry in
general, there are big bucks—and important questions of
antitrust doctrine—at stake.
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