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Antitrust Considerations in Pharmaceutical Life Cycle Management

BY CARL W. HITTINGER AND M. MITCHELL OATES

E fforts to extend the life cycle of pharmaceutical
products frequently involve challenging innova-
tions and creative improvements in product de-

sign, formulation, route of administration, and treat-
ment indications. In addition, negotiation of agree-
ments with competitors, including generic and
biosimilar manufacturers, is frequently employed as
part of a life cycle management strategy. However, re-
cent changes in patent, regulatory, and antitrust laws
have introduced greater complexity and problematic
risks into these strategies.

Settlement of ANDA Litigation Under the
Hatch-Waxman Act

Industry participants should be aware of the antitrust
considerations raised by some common pharmaceutical
life cycle management strategies. The fact that antitrust
concerns might be implicated by these strategies should
not be surprising in light of the inherent historic tension
between market exclusivity—which may be the goal of
a life cycle management program—and antitrust law,
which in part seeks to prevent or control monopolies.
The potential for tension between patent exclusivity
and antitrust law was addressed by the U.S. Supreme

Court in its game-changing FTC v. Actavis opinion in
2013. In Actavis, the Court addressed the antitrust im-
plications of ‘‘reverse payment’’ settlements of Abbrevi-
ated New Drug Application (ANDA) litigation under the
Hatch-Waxman Act. This type of settlement involves
payment from the plaintiff (the patent holder) to the de-
fendant (the generic company accused of
infringement)—even though the defendant has no claim
for damages. The Federal Trade Commission (FTC) has
long believed such settlements are often anticompeti-
tive because they are, in substance, agreements be-
tween competitors to share a branded company’s mo-
nopoly profits in exchange for a generic challenger’s
agreement to abandon its patent challenge and stay out
of the market. In a 5-4 opinion, the Actavis Court held
that such settlements may violate the antitrust laws, re-
jecting the view adopted by some Circuit Courts of Ap-
peals that settlements within the ‘‘scope of the patent’’
were immune from antitrust scrutiny. The import of the
decision was perhaps best reflected in the powerful dis-
sent by Chief Justice John Roberts, who believed that
the decision undermined established relationships be-
tween patent law and antitrust law and would weaken
incentives to innovate.

Since that decision, courts have addressed the ques-
tion of whether Actavis applies to other settlement ar-
rangements involving non-cash payments. Both the
First and Third Circuits have held that Actavis does ap-
ply to a non-cash settlement involving a branded com-
pany’s agreement not to market its own ‘‘authorized ge-
neric’’ during the first ANDA filer’s 180-day exclusivity
period. Such an agreement may have extremely signifi-
cant financial value to the generic company, though it
is not a straightforward transfer of money. In light of
these post-Actavis rulings, companies should be pre-
pared to justify ‘‘side deals’’ accompanying settlement.
Such deals may be scrutinized by the FTC to assess
whether they are truly related to a good-faith settlement
of the pending litigation and, as such, reflect genuine
business transactions for fair value, rather than a one-
sided deal that might be viewed in substance as an an-
ticompetitive non-cash payment to the challenger to
stay out of the market.

Of note, the Actavis analysis might also be implicated
by settlements between competitors of challenges to
patent validity via inter partes review or post-grant re-
view under the America Invents Act. Similar to the
Hatch-Waxman context, such settlements potentially
involve a transfer of value from the patentee to a chal-
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lenger with no damages claim, suggesting a pay-off by
the patentee due to concerns about the viability of its
patent.

When Do Changes to a Product Line
Become Anticompetitive ‘Product Hopping?’

There have also been several antitrust cases brought
recently relating to ‘‘product hopping’’—a term used to
describe the strategy of moving customers from an
older drug product losing exclusivity to a similar modi-
fied product for which exclusivity is still available. The
key case in this area remains the Second Circuit’s deci-
sion last year in New York v. Actavis, involving the Na-
menda franchise of Alzheimer’s drugs. In that case,
Forest Laboratories, the manufacturer of Namenda, had
removed from the market an older, immediate-release
version of the drug in connection with the launch of a
new, extended-release version with patent protection
until 2029. Notably, the older product was withdrawn
from the market before generic competition entered.
This withdrawal would have prevented existing Na-
menda patients from automatically receiving a generic
version of the drug under states’ ‘‘automatic substitu-
tion’’ laws, which require dispensation of a generic
when one is available. Instead, patients using Namenda
would need to be moved to the extended-release form,
which would not be subject to generic competition for
many years. The Second Circuit upheld an injunction
issued by the district court that required the manufac-
turer to continue to make the older product available.
While noting that courts are generally skeptical about
claims that product design changes are anticompetitive,
the Second Circuit held that such a change may raise
antitrust issues when it ‘‘coerces customers and im-
pedes competition.’’ The court found that generic com-
panies were entitled to a fair opportunity to take advan-
tage of generic substitution laws. Importantly, the court
suggested that certain ‘‘soft switch’’ tactics, such as dis-
counts, rebates, or a reallocation of promotional efforts,
would be permissible. The takeaway of the case is that
actions taken to move customers to a new, modified
product must be persuasive, not coercive.

‘‘Product hopping’’ was also addressed in a 2014 de-
cision from the U.S. District Court for the Eastern Dis-
trict of Pennsylvania involving the drug Suboxone (In
re Suboxone). In the Suboxone case, an antitrust claim
based on a switch to a new dosage form survived a mo-
tion to dismiss even though the older version of the
drug was not taken off the market before generic entry.
The plaintiff also alleged various other actions, includ-
ing filing a ‘‘sham’’ citizens’ petition that raised false
safety concerns about the older drug. In the aggregate,
the court believed, these allegations sufficiently evi-
denced conduct intended to stymie competition in vio-
lation of the antitrust laws. By contrast, in Mylan Phar-
maceuticals, Inc. v. Warner Chilcott Public Ltd. Co., a
2015 decision also from the Eastern District of Pennsyl-
vania, the court dismissed the generic plaintiff’s anti-
trust claims premised on a series of incremental
changes over several years to the acne medication Do-
ryx, coupled in some cases with the withdrawal of the
earlier product from the market. That dismissal is now
on appeal to the Third Circuit.

In considering whether a product change might raise
antitrust issues, it is also worth considering the views of
the FTC, which has demonstrated an acute interest in
this area, including the submission of an amicus brief to

the Third Circuit that is highly critical of the district
court’s decision in the Mylan v. Warner case discussed
above. During a panel discussion last year on product
hopping, an FTC official identified two elements of a
product hopping scheme that may attract the agency’s
scrutiny—product changes that are ‘‘only minor’’ and
conduct by the drugmaker that is intended to destroy
the market for the older product. While the FTC has yet
to bring an enforcement action related to product hop-
ping, it would not be surprising to see one. The FTC has
broader powers than the Justice Department or private
litigants under the Sherman Act because it can act
against ‘‘unfair methods of competition’’ under Section
5 of the FTC Act, which, the agency maintains, reaches
some conduct that would not otherwise constitute an
antitrust violation under established Sherman Act prec-
edent. Given the unsettled nature of the law in this area,
this ‘‘standalone’’ Section 5 authority may be useful to
the agency in pursuing action against what it views as
anticompetitive ‘‘product hopping’’ schemes.

Antitrust Issues Based on Alleged ‘Abuses’
of REMS Programs

Finally, pharmaceutical companies should be careful
when operating under a Risk Evaluation and Mitigation
Strategy (REMS). The FDA may require a REMS pro-
gram if it determines that additional measures beyond
the required product labeling are needed to address
particular safety concerns associated with the drug. For
example, a REMS program might include restrictions
on distribution of the drug. In recent years, plaintiffs
have brought antitrust claims based on allegations that
a branded manufacturer used its REMS restrictions as
a pretext to refuse to provide drug samples to potential
generic competitors, who needed the samples to under-
take bioequivalence testing required for FDA approval.
Two such cases filed in the U.S. District Court for the
District of New Jersey have survived motions to dis-
miss. By contrast, in the Suboxone case, discussed
above, the court dismissed the antitrust claim to the ex-
tent it was based on the defendant’s alleged refusal to
cooperate in good faith with the plaintiff, a generic
competitor, in developing a shared REMS program, as
the FDA had instructed. The Suboxone court pointed
out that the governing statute expressly prohibits ma-
nipulating the REMS process for purposes of delay and
found that this provision lessens the need for judicial
antitrust scrutiny. Companies operating under certain
REMS restrictions are stuck between a rock and a hard
place, to some extent, since they are not truly free to re-
lease the drug to any competitor upon request, at least
not on the competitor’s desired timetable. Companies
facing this issue should be cautious not to engage in ac-
tions that might be seen as using the REMS restrictions
as an excuse to obstruct competitors.

Conclusion
Recent legal developments have complicated the

landscape with respect to lifecycle management pro-
grams and regulatory issues. In particular, recent cases
involving ‘‘product hopping’’ and alleged abuses of
REMS programs demonstrate that antitrust issues may
be lurking in unexpected places. Companies should
consider being proactive and asking for the FTC’s views
through available procedures before engaging in ques-
tionable conduct. While this approach might seem
counterintuitive, it might spare the company the battle
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and expense of litigation. Court review and approval of
settlements should also be weighed, even though doing
so may make such settlements public. In any event, be-
fore entering into settlements or other actions involving

or affecting competitors, when antitrust issues might be
implicated, it remains important to seek antitrust coun-
seling.
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