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C

ONGRESS PASSED THE FOOD AND
Drug Administration Amendments Act of 2007
(FDAAA) to address potential serious side effects
of beneficial drugs. Under the FDAAA, the Food
and Drug Administration may require the use of
risk evaluation and mitigation strategies (REMS) over and
above professional labeling, to ensure that a drug’s benefits
outweigh its risks.
The Federal Trade Commission and the generic drug
industry have raised concerns that branded drug companies
are using these REMS to delay or prevent generic entry. They
assert that branded firms are using REMS-mandated distribution restrictions to inappropriately limit access to product
samples generic drug developers need for bioequivalence testing, a predicate for FDA approval of generic drugs.
Though the FTC has not yet brought an enforcement
action, the agency has identified REMS misuse as an enforcement priority, has opened several investigations, and has filed
an amicus brief in private litigation explaining its concerns.1
For their part, generic drug companies have filed several
antitrust claims against branded drug companies and raised
their concerns with the FDA.
While two district courts have permitted antitrust claims
to proceed, the extent to which the antitrust laws require
branded drug companies to provide generic firms access to
product samples for REMS-restricted drugs is unclear. This
issue is of growing importance, given that nearly 40 percent
of new drugs are subject to REMS restrictions, many of
which include distribution restrictions.2
An Overview of REMS
In 1984, Congress enacted the Hatch-Waxman Act, or the
Drug Price Competition and Patent Term Restoration Act, to
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expedite and streamline generic drug approvals and related
patent litigation.3 The Act made it easier for generic drug
manufacturers to demonstrate the safety and efficacy of their
products, while also protecting branded manufacturers’
patent rights. In doing so, Hatch-Waxman intended to foster competition between branded and generic drugs, to the
ultimate benefit of consumers.4 Under the Hatch-Waxman
Act, generic firms seeking FDA approval must demonstrate,
inter alia, that a generic formulation is bioequivalent to the
brand drug (often referred to as the Reference Listed Drug
(RLD)); this testing requires access to a limited amount of the
brand product.
Under the FDAAA, the FDA may require the sponsor of
a New Drug Application (NDA) to implement a REMS if
“necessary to ensure that the benefits of the drug outweigh
the risks of the drug.” 5 The REMS may include a medication
guide, a patient package insert, a communication plan, and,
for drugs associated with serious risks, elements to assure
safe use (ETASU). ETASU are special medical interventions
or other actions intended to mitigate a drug’s risks and may
include, for example, requirements that the drug is dispensed
with evidence of safe-use conditions, such as laboratory test
results, or that the drug is dispensed only in certain health
care settings (e.g., infusion settings or hospitals).6 An abbreviated new drug application (ANDA) for a listed drug subject to a REMS must include a comparable REMS to that
required of the brand drug equivalent.7
The FTC and generic drug companies have alleged that
some branded firms have used REMS-restricted distribution
systems to prevent generic firms from obtaining product
samples through customary distribution channels. At the
same time, these branded firms have refused to sell to the
generic firms directly, thereby precluding them from satisfying FDA approval requirements. In the generic companies’
view, these practices run afoul of the FDAAA, which prohibits branded drug companies from using ETASU “to block
or delay approval” of an ANDA.8 Although the mechanism
is different, the FTC’s concern is similar to its objection to
“pay-for-delay” settlements: in the agency’s view, they both
involve branded firms impeding generic entry.
To date, three private antitrust lawsuits have been brought
over branded drug companies’ refusal to sell product samples
to their would-be generic rivals:
䡲 In 2008, Lannett Co. sued Celgene Corp. under the essential facilities doctrine seeking samples of Thalomid, a leprosy treatment.9 The case settled after the district court
denied Celgene’s motion to dismiss.10
䡲 In 2012, Actelion Pharmaceuticals filed an action against
Apotex and other generic firms seeking a declaratory
judgment that it had no obligation to supply samples of
Tracleer, which is used to treat pulmonary arterial hypertension.11 The generic firms counterclaimed, asserting
Sherman Act and other violations.12 The case settled in
February 2014, a few months after the district court judge
stated at oral argument that he intended to deny Actelion’s
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motion for judgment on the pleadings seeking dismissal of
the counterclaims.13
䡲 In April 2013, Accord Healthcare and other generic firms
sued Acorda over that firm’s alleged refusal to provide
samples of Ampyra, a multiple sclerosis treatment.14 The
case settled a month later.
In addition, generic drug companies have sought the
FDA’s assistance. In August 2013, the FDA, in response to
a 2009 citizen petition, stated that REMS requirements
should not preclude branded firms from selling product samples to potential generic rivals.15 The FDA noted that it had
approved several generic firms’ proposed bioequivalence
“study protocols and related documents . . . to ensure that
they contain safety protections” comparable to those required
by the branded drug’s REMS.16 Where generic firms have
“report[ed] difficulty obtaining samples of the RLD to complete necessary testing, [the] FDA has sent letters” to the
branded firms that confirm the review of the bioequivalence
protocols.17 Nevertheless, the FDA appeared to disavow
bringing any enforcement actions and asserted that “issues
related to ensuring that marketplace actions are fair and do
not block competition would be best addressed by the FTC,
which is the Federal entity most expert in investigating and
addressing anticompetitive business practices.” 18
Are Refusals to Supply a REMS-Restricted Drug a
Form of Exclusionary Conduct?
The FTC and generic drug companies have alleged that the
refusal to supply product samples for certain REMS-restricted drugs can constitute a violation of Section 2 of the
Sherman Act. To state a Section 2 claim under this theory, the
plaintiff would have to show that the branded firm possessed
monopoly power in the relevant market and acquired or
maintained that monopoly power through exclusionary conduct.19 We start our analysis with the assumption that the
branded firm has monopoly power and focus on the question
of whether the branded firm’s refusal to deal could constitute
exclusionary conduct.
The Supreme Court has held that firms do not have a duty
to assist rivals except under narrow circumstances.20 However,
the “high value” placed on the right “to refuse to deal with
other firms does not mean that the right is unqualified.” 21 At
the Supreme Court, the high water mark for refusal-to-deal
claims occurred in Otter Tail 22 and Aspen Skiing.23
In its most recent refusal-to-deal case, Trinko, the Supreme
Court appeared to retrench, describing Aspen Skiing as a
“limited exception” that is “at or near the outer boundary of
§ 2 liability.” 24 The Court identified two characteristics that
supported finding that the Aspen Skiing refusal to deal was
anticompetitive. First, in Aspen Skiing, “[t]he unilateral termination of a voluntary (and thus presumably profitable)
course of dealing suggested a willingness to forsake short-term
profits to achieve an anticompetitive end.” 25 In Trinko, there
was no voluntary course of dealing, so the defendant’s “prior
conduct sheds no light upon the motivation of its refusal

to deal.” 26 Second, while in Aspen Skiing, “the defendant’s
unwillingness to renew the ticket even if compensated at
retail price revealed a distinctly anticompetitive bent,” in
Trinko, the defendant could only obtain statutory, cost-based
compensation, so its reluctance to sell at that price “tells us
nothing about dreams of monopoly.” 27
Lastly, the Trinko Court identified three policy reasons
why compelling a monopolist to deal with its rivals is disfavored. Forced sharing “may lessen the incentive for the
monopolist, the rival, or both to invest” in developing economically beneficial facilities.28 It also “requires antitrust
courts to act as central planners, identifying the proper price,
quantity, and other terms of dealing—a role for which they
are ill-suited.” 29 Finally, compelling cooperation between
competitors could, perversely, lead them to collude, which
the Court described as “the supreme evil of antitrust.” 30
Trinko’s “Voluntary . . . Course of Dealing” Language. Both before and after the Trinko decision, there has
been a robust debate regarding the circumstances under
which a monopolist has a duty to deal with rivals. Every
U.S. court of appeals to address the issue after Trinko has held
or suggested in dicta that a Section 2 refusal to deal claim
requires the monopolist to have terminated a voluntary prior
course of dealing, as in Aspen Skiing;31 although at least one
lower court has held to the contrary.32
Under this interpretation, it would be difficult in most
cases for a generic firm to state a Section 2 claim for a branded firm’s refusal to supply RLD samples for bioequivalence
testing. In theory, a prior course of dealing could arise if the
branded firm had a pre-existing supply agreement with the
generic firm for the drug at issue. Absent that unlikely scenario, the generic firm might be able to establish a prior
course of dealing by showing that the branded company had
sold samples of other drugs to the same generic or had sold
the drug at issue to distributors, retailers, independent testing organizations, or other generic manufacturers.
A potential stumbling block for those arguments is language in Trinko referring to a “course of dealing with its
rivals.” 33 Likewise, lower courts that have adopted a prior
course of dealing requirement have held that a prior course
of dealing with retail customers, as opposed to the putative
rivals, is insufficient under Trinko.34
Otter Tail/Profit Sacrifice Tests. Some have asserted
that a prior course of dealing is not required under Trinko
and Aspen Skiing. The FTC endorsed this view in its amicus
curiae brief in Actelion. There, the Commission argued in a
brief endorsed by all four sitting commissioners that “neither
the Supreme Court nor the Third Circuit has ever held that
a prior course of dealing is an essential element of a refusal to
deal claim.” 35
Under one view, a refusal to deal claim is viable where the
monopolist forsakes short-term profits to maintain a longrun monopoly, i.e., when the monopolist’s refusal to deal fails
the profit-sacrifice test. Under that approach (and its “no economic sense” cousin), conduct is deemed exclusionary where
S P R I N G
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it would not be economically rational (i.e., profit maximizing) for the defendant absent a reduction in competition.
Support for this test can be found in the Trinko Court’s
explanation that liability in Aspen Skiing was predicated on
the defendant’s “willingness to forsake short-term profits to
achieve an anticompetitive end.” 36
Under another view, which finds its support in Otter Tail,
a monopolist cannot refuse to sell a product to rivals that it
voluntarily sells to other customers. In Otter Tail, the
Supreme Court upheld an injunction requiring upstart competitors’ access to the monopolist’s power supply infrastructure, which they needed to compete in the market, even
though there was no prior course of dealing.37 Far from limiting or overruling Otter Tail, Trinko favorably cited Otter
Tail, describing it as a situation where “the defendant was
already in the business of providing a service to certain customers (power transmission over its network), and refused to
provide the same service to certain other customers.”38 What
distinguished Trinko from both Otter Tail and Aspen Skiing
was not the termination of a prior course of dealing, but
instead the fact that “the services allegedly withheld [were]
not otherwise marketed or available to the public.”39
Under either interpretation, a generic firm that has proposed purchasing RLD samples at full retail price would
appear to have a basis for a Section 2 claim. As in Aspen
Skiing, the generic firm’s willingness to compensate the
branded firm at full retail price supports an inference that the
refused sales would have been profitable for the branded
firm. And, like the defendant in Otter Tail, the branded firm
is already voluntarily selling the product to non-competitors
and only refusing to sell to customers that it believes will be
rivals.
Because the branded firm already sells at retail, many of
the problems with “forced sharing” that concerned the
Trinko Court would appear to be minimized in this context.
Requiring sales of RLD samples would be unlikely to reduce
the monopolist’s incentive to innovate because generic access
to product samples and, ultimately, generic competition was
contemplated under the Hatch-Waxman Act.
Requiring a one-time sale of RLD samples at the branded company’s pre-existing retail price would also limit the
extent to which a court would have to oversee the parties’
commercial relationship. That relationship would be relatively minimal and of short duration, reducing the risk of collusion.
There is, however, a question of whether the branded
drug’s retail price is the appropriate benchmark for the profit-sacrifice test. Proper application of that test in this context
may need to reflect the costs to the branded firm of any
adverse events from the generic firm’s testing or ultimate
sale of the product. For example, in some states, a branded
firm can be liable to users who only took the generic product.40 In response to any adverse events from the generic, the
FDA could institute a more demanding REMS for both the
branded and generic firm, which could result in higher dis7 6
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tribution costs or lower sales to the branded firm.41
Although these risks are to some degree inherent in a
branded firm’s retail sales, those costs are spread out over all
of the branded units sold. The risks are magnified in the
context of sales to a generic firm because the branded firm
will receive revenue associated with sales of several hundred
branded units but may be faced with risks associated with the
sale of millions of generic units. Because the branded firm’s
retail price to consumers may not allow it to recoup all of the
costs from sales to a generic competitor, branded firms could
argue that a generic firm should be required to pay substantially above the retail price for the RLD to satisfy the profitsacrifice test.
Generic firms could counter that Congress already
accounted for these costs when it adopted the Hatch-Waxman
Act and assumed that generic firms would have access to the
RLD for bioequivalence testing purposes. In other words, the
risks to the branded firm from generic testing or sales are
deliberate byproducts of the Hatch-Waxman Act and are not
unique to REMS-restricted drugs.
As an alternative to paying more than the retail price, a
generic firm could attempt to mitigate potential costs by
agreeing to indemnify the branded firm. Such an agreement
would have the benefit of ensuring that the generic’s proposed retail purchase of RLD samples covers all of the branded firm’s reasonable costs associated with that sale, without
requiring that the parties negotiate, or that a court determine
on an ex post basis, what specific costs should be covered by
the generic, how to measure those costs, and how to fairly
reflect them in a price for a small batch of drug samples.
The Essential Facilities Doctrine. A branded firm’s
refusal to supply REMS-restricted drug samples to a putative
generic competitor could also be challenged under the essential facilities doctrine, which generally requires (1) a monopolist’s control over an essential facility; (2) the competitor’s
inability to reproduce the facility; and (3) the monopolist’s
denial of access to the facility to a competitor when (4) it is
feasible to do so.42 To state a claim under this theory, the
generic firm would argue that it is impossible to enter the
market for a particular drug without samples from the branded firm, rendering the monopolist’s control over samples an
essential facility subject to compulsory sharing under the
antitrust laws.
In Trinko, the Supreme Court described “essential facilities” as a “doctrine crafted by some lower courts” that the
Court had “never recognized.” 43 While Trinko expressly
declined “to either recognize . . . or repudiate” it,44 many
lower courts have interpreted that decision as expressing
skepticism about the continuing vitality of a Section 2 claim
based on the essential facilities doctrine.45 Nevertheless,
Lannett v. Celgene was pled only as an essential facilities case,
and the court denied the defendant’s motion to dismiss in
summary fashion.46
Even where courts accept the essential facilities doctrine,
the standard can be challenging to satisfy in practice,

particularly in showing that a facility is truly essential. Most
successful cases invoking the doctrine involve physical infrastructure that would be prohibitively expensive (or impossible) to replicate, i.e., a natural monopoly.47 Given that
bioequivalence testing is an absolute barrier for a successful
ANDA application, generic drug companies could argue
that the branded firm’s RLD product samples are analogous
to those physical facilities.
Branded firms have argued that there are other means to
enter the market, such as by filing a NDA for an equivalent
compound. Generic firms counter that requiring resort to the
more expensive NDA path involves substantially increased
costs and delay compared to an ANDA, and undermines the
Hatch-Waxman Act’s goal of encouraging generic entry.48
Branded firms could also argue that the denial of access to
the essential facility must be used to harm competition in a
downstream market, a position that some courts have accepted.49 A branded firm’s refusal to supply RLD samples would
appear to only affect competition in the market that includes
that drug, as opposed to allowing the branded firm to extend
its monopoly into another market.
With respect to the last element of the essential facilities
test—whether providing access is feasible—branded companies argue that generic access to the RLD is not permissible
under FDA-imposed REMS distribution requirements. We
are not aware of any REMS to date that restrict sales from a
branded to generic drug company for the purpose of conducting bioequivalence or other testing. In addition, the
FDA has issued letters confirming that a branded firm’s provision of RLD samples to a generic firm for bioequivalence
testing does not violate a REMS distribution protocol.
A New Duty to Deal? Even if branded firms’ conduct
does not violate existing Section 2 precedent, the courts
could craft a new duty to deal for REMS-restricted drugs.
The Trinko Court acknowledged that there might be new situations under which a monopolist has a duty to deal with
rivals, especially as “[a]ntitrust analysis must always be
attuned to the particular structure and circumstances of the
industry at issue.” 50
The Hatch-Waxman Act was intended to improve consumer access to lower-cost generic drugs by allowing the
generic firm to rely on the branded firm’s safety and efficacy testing. To work, that statutory framework requires that
the generic firm use the RLD for bioequivalence testing. In
adopting the REMS regime, Congress further provided that
branded firms shall not use the REMS to “block or delay”
generic competition. It did not, however, provide a statutory mechanism to compel the branded firm to provide samples to the generic firm. To the extent that existing Section 2
precedent does not compel access to RLD samples, generic
firms could argue that recognizing a new duty to deal may be
the only way to effectuate Hatch-Waxman.
Although the Trinko Court did not explain when a new
duty to deal would be appropriate, it did find that a “regulatory structure designed to deter and remedy anticompeti-

tive harm” weighed against creating a new duty to deal.51
Where, however, “there is nothing built into the regulatory
structure which performs the antitrust function, the benefits
of antitrust are worth its sometimes considerable disadvantages.” 52
Pharmaceutical companies operate in a heavily regulated
environment, including REMS programs. The FDAAA prohibits a branded firm from using ETASU requirements within a REMS protocol “to block or delay approval” of a generic firm’s ANDA.53 The FDA has tools to enforce this and
other REMS-related regulations, including deeming drugs
“misbranded” 54 and seeking civil penalties of up to ten million dollars.55 This extensive regulatory oversight suggests
that the courts may hesitate to create a new duty to deal.
Whether the FDA has actually exercised that regulatory
authority is arguably irrelevant under Trinko.56
Nevertheless, it is not clear that this regulatory structure
is “designed to deter and remedy anticompetitive harm” or
that the FDA is “perform[ing] the antitrust function” of promoting competition. To date, the FDA has not undertaken
any enforcement actions and has stated that it believes that
it lacks authority to compel sales of RLD samples to a generic firm and that market competition issues “would be best
addressed by the FTC.” 57 Thus, the FDA’s actions and statements generally suggest that its enforcement intentions are
limited to the health-and-safety aspects of REMS protocols
and do not promote the “antitrust function,” unlike the regulators in Trinko.
Justifications for a Refusal to Deal
Even if refusal to supply REMS-restricted product samples
could form the basis for a Section 2 claim, a branded firm
may have legitimate business justifications for its refusal to
deal. A monopolist’s conduct that is deemed exclusionary
under Section 2, including refusals to deal, can be justified by
a legitimate business reason.58
Branded firms have typically justified their refusals to sell
samples by arguing that the generic firm will not ensure the
safe use of the drug. REMS-restricted drugs—particularly
those with ETASU—are likely to be more dangerous or more
prone to abuse than other drugs. Any injuries caused by the
generic could lead to product liability for the branded firm,
and could cause the FDA to require additional REMS elements or, in extreme cases, withdrawal of the drug from the
market.59 Adverse events associated with the generic product
could also hurt the branded firm’s reputation, a concern that
courts have recognized as a valid business justification.60
As the Actelion court found,61 these safety concerns should
not automatically preclude liability for the branded firm’s
refusal to deal. The Hatch-Waxman Act presumes that generic firms will obtain RLD samples for bioequivalence testing,
and the FDAAA does not create a separate testing protocol
for drugs subject to REMS. The FDA regulates that testing
process and has increasingly been reviewing and approving
generic firms’ testing protocols. Courts are unlikely to secS P R I N G
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ond-guess the FDA’s approval of those protocols. The generic firm might offer to indemnify or otherwise compensate the
branded firm for any costs associated with the generic’s bioequivalence testing, which should help alleviate any safety
concerns. Generic firms may also be able to raise questions
about a safety defense being pretexual where the branded
firm provides product samples to other third parties. Thus,
whether a health or safety defense applies is likely to turn on
a fact-intensive analysis.
Allowing the branded firm to conduct due diligence into
the generic’s proposed testing protocols may also help alleviate any legitimate safety concerns. But this path also presents
several downsides, including potential costs for the branded
firm that it, quite reasonably, may not be interested in bearing. And encouraging this sort of cooperative relationship
could lead to illegal collusion among potential competitors.62
Branded firms have asserted that they have an additional
justification for their refusal to sell to competitors when a
drug is patented. The Supreme Court has held that the unilateral refusal to sell a patented product is not actionable
under the antitrust laws.63 The FTC and the Department of
Justice have similarly concluded “that liability for mere
unconditional, unilateral refusals to license will not play a
meaningful part in the interface between patent rights and
antitrust protections.” 64
The issue is more complex in the pharmaceutical industry,
however. The Bolar Amendment allows generic firms to perform the testing required to submit an ANDA for FDA
approval without giving rise to an infringement claim.65
Thus, the fact that a product may be patented does not
appear, in this context, to lend anything to the refusal-to-deal
analysis, because the generic firm’s proposed use of the product would not infringe the branded firm’s patent.
Injury and Causation
For either private litigants or the government, plaintiffs bear
the burden of showing an anticompetitive effect and causation between the refusal to deal and competitive injury.66 It
is unlikely that a generic firm could establish anticompetitive
effects solely from being denied the opportunity to conduct
bioequivalence testing. Instead, a plaintiff would likely have
to show a causal chain that links the generic’s inability to
obtain samples for bioequivalence testing to injury to competition, which would to require the generic firm to show the
following:
First, the generic would need to establish that it is both
capable of and actually intends to conduct bioequivalence
testing and submit an ANDA. For experienced generic drug
companies, satisfying this requirement should not be particularly difficult.
Second, the generic would have to show that it was unable
to procure the branded drug from other legitimate sources,
such as U.S. distributors. Where the branded firm and its distributors have resolutely refused to sell to the generic, satisfying this requirement will be straightforward. However,
7 8
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Beyond potential antitr ust exposure under Section 2,
refusal to provide REMS-restricted product samples
to a generic dr ug company could raise concer ns
under Section 5 of the FTC Act.

where the branded firm has not refused to sell, but has instead
demanded information or particular terms of sale, showing
an inability to procure will be more challenging. Under those
circumstances, the generic firm would likely have to demonstrate that further efforts to negotiate would be futile.
Third, the generic may need to show that there are no
other impediments to the FDA approving its ANDA, such as
marketing exclusivity for the branded firm. For example, the
branded product may hold exclusivity under the Orphan
Drug Act,67 or the five-year exclusivity period for a New
Chemical Entity.68 If the potential generic entrant was legally precluded from entering even if it had product samples,
courts may find it difficult to conclude that the refusal to provide testing samples had any anticompetitive effect.69
Liability Under Section 5 of the FTC Act
Beyond potential antitrust exposure under Section 2, refusal
to provide REMS-restricted product samples to a generic
drug company could raise concerns under Section 5 of the
FTC Act.70 Presumably, a proceeding under Section 5 would
be predicated on harm to the competitive process established
by Congress in the Hatch-Waxman Act and reinforced by the
explicit language of FDAAA prohibiting the use of REMS to
impede generic entry. To our knowledge, the FTC has not
publicly discussed the potential application of Section 5 in
this context, but the number of recent Section 5 cases involving novel conduct suggests at least the possibility for such
action.71
For the FTC, the principal advantage to proceeding under
Section 5 would be the ability to base a case on the “block or
delay” language in the FDAAA rather than under the likely
more demanding Section 2 refusal-to-deal standards. Nevertheless, even under a standalone Section 5 case, the FTC
would still need to establish clear harm to competition and
consumers,72 and the branded firm would have the opportunity to justify its conduct.73
The FTC could plausibly argue that Congress’s clear
intent in the FDAAA offers a limiting principal for use of its
Section 5 authority. Likewise, the business community has
been on notice since the enactment of the FDAAA in 2007
that the use of REMS to prevent generic entry is prohibited.
In addition, the FTC has made clear in Congressional testimony, its Actelion amicus brief, speeches, and interviews
going back to at least 2008 that the agency views this practice as potentially problematic under the antitrust laws.
Finally, the agency could assert that use of Section 5 would

be appropriate here given the agency’s institutional advantages in evaluating Hatch-Waxman-related competition
issues. The agency has studied competition in the pharmaceutical sector and has been investigating and challenging
alleged anticompetitive conduct under the Hatch-Waxman
Act for over a decade—its views largely being vindicated in
the Supreme Court’s Actavis decision.74 Based on the agency’s
public statements, the FTC has been monitoring pharmaceutical distribution restrictions and related legal and regulatory developments for a number of years as well.
Application of Section 5 in this context appears to be consistent with several of the criteria set forth by Commissioners
Joshua D. Wright and Maureen K. Ohlhausen in their recent
Section 5 policy statements.75 For example, both point to
injury to competition as the sine qua non for a standalone
Section 5 claim. The FTC has asserted that the improper use
of restricted distribution programs “may impede generic
competition,” “preserve a brand firm’s monopoly indefinitely,” and lead to higher prices for consumers—each of
which suggests possible injury to competition.76 Use of
Section 5 would not appear to raise any risks of institutional conflict, a concern cited in Commissioner Ohlhausen’s
policy statement, because the FDA has stated its intention to
defer to the FTC in REMS-related competition enforcement
matters.
Nevertheless, application of Section 5 in this context could
raise a number of concerns, in particular that it could be
viewed as an end run around the standards for refusals to deal
set forth by the Supreme Court in Trinko and Aspen Skiing.77
Former FTC Commissioner J. Thomas Rosch, a strong proponent of the use of the FTC’s standalone Section 5 authority, acknowledged that Section 5 should not be used to prosecute conduct “clearly covered by the Sherman or Clayton
Acts . . . just because there is a failure of proof of one of the
elements of those statutory offenses.” 78 And in its own investigations, the Commission has at times been cautious of
overextending the reach of Section 5 in situations where a
Section 2 claim under the Sherman Act could not be
proven.79
Use of Section 5 would also raise concerns that liability
could be based on the violation of nearly any federal statute,
even one enforced by another federal agency. That type of
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redundancy seems to be precisely the type of interagency
conflict the FTC should avoid, according to Commissioner
Ohlhausen’s policy statement, and may not have been
intended by Congress in enacting the governing legislation.
Commissioner Ohlhausen’s policy statement also requires
Section 5 cases to be predicated on the use of robust economic evidence to establish negative effects on consumer
welfare and to be preceded by clear guidance to the business
community. These factors appear to weigh against the use of
Section 5, at least until the FTC develops empirical data on
the alleged injury to competition from blocking generic
access to product samples through a REMS program and
advising the business community that this conduct may violate Section 5.
Conclusion
The questions addressed by this article are unlikely to be the
only antitrust issues arising from REMS-related distribution
systems. In the Actelion case, for example, the generic firms
alleged a Section 1 conspiracy between the branded firm and
its distributor, as well as a broader “course of conduct” claim.
In theory, antitrust issues could arise regarding the REMS
itself or access to the branded firm’s REMS program, which
is ordinarily supposed to be shared by the branded firm with
any generic rivals.80
In addition, even the question of a branded firm’s duty to
deal under Section 2 for REMS-restricted drugs may involve
more complex circumstances than addressed in this article.
For example, if a branded firm supplies a REMS-restricted
drug to a single generic drug company but refuses to supply
other firms, has there been a refusal to deal and, if so, does
the prior sale create a prior course of dealing under Trinko?
What if a branded firm refuses outright to supply REMSrestricted product samples but one or more generic rivals
obtain samples anyway? Finally, what if the REMS has no
limitations on distribution (or there is no REMS) but the
branded firm prohibits its distributors from selling to rivals?
As the number of drugs covered by REMS program continues to expand, the courts, the FTC, and the pharmaceutical
industry will need to grapple with increasingly complex
competition issues involving pharmaceutical distribution
systems. 䡵
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wanted to ensure that brand-name (also known as innovator) drug manufacturers would have meaningful patent protection and a period of marketing exclusivity to enable them to recoup their investments in the development of valuable new drugs. Second, Congress sought to ensure that, once
the statutory patent protection and marketing exclusivity for these new
drugs has expired, consumers would benefit from the rapid availability of
lower priced generic versions of innovator drugs.” Drug Price Competition
and Patent Term Restoration Act of 1984 (Hatch-Waxman Amendments):
Hearing Before the S. Comm. on the Judiciary, 108th Cong. (2003) (statement of Daniel E. Troy, Chief Counsel, U.S. Food & Drug Admin.).
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