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Recent court decisions and statements by federal 
and state antitrust enforcers regarding “product 
hopping”— the practice of introducing a new 

version of an existing drug allegedly to discourage generic 
substitution—raise significant antitrust risks for pharma-
ceutical companies marketing new drugs.

New drugs, which can only be approved by the Food and 
Drug Administration (FDA) if safe and effective, typically 
bring considerable benefits to consumers. As a result, phar-
maceutical companies may not instinctively think about 

antitrust risks when crafting product development strategies. 
In light of recent developments, however, firms are well- 
advised to keep this developing antitrust law on the radar.

In one high-profile case, the New York Attorney  
General filed suit and the Second Circuit last year, in New York 
v. Actavis, upheld an injunction against Actavis to prevent 
alleged illegal product hopping. Actavis had introduced an 
extended release version of an Alzheimer’s drug shortly before 
its patent expired on its immediate release formulation. The 
injunction required that Actavis continue to make the older 
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version available until generics could 
enter, on the theory that withdrawing the 
older drug would have limited generic 
competition and constituted illegal mo-
nopolization.1

To some, the Second Circuit’s decision 
was an overreach of the antitrust laws, 
both because it compelled a company to 
continue to offer a legacy product to aid 
competitors, and seemingly faulted the 
company for developing and introducing 
an improved product. The Second Circuit 
reasoned, however, that while “neither 
product withdrawal nor product im-
provement alone is anticompetitive,” in 
this instance the combination “cross[ed] 
the line.”2

The Second Circuit’s endorsement of 
product hopping as an antitrust  
theory has encouraged others to  
challenge similar conduct. In Septem-
ber 2016, the attorneys general of 35 
states and the District of Columbia filed 
suit against Indivior, alleging the firm 
delayed generic competition by with-
drawing a tablet version of Suboxone, 
used to treat patients addicted to heroin 
and other drugs, to convert the market 
to a dissolvable oral strip or film version. 
The AGs also sued the company that 
licensed the film technology, alleging an 
illegal restraint of trade and conspiracy 
to monopolize as well as monopolization 
and attempted monopolization. 

On September 28, 2016 the Third 
Circuit weighed in on alleged product 
hopping, or what it characterized as 
“insignificant modifications to a drug to 
keep generic competitors out of the mar-
ket.” The Mylan v. Warner Chilcott court 
rejected plaintiff’s antitrust claims on the 
facts but did not “rule out the possibility” 
that “insignificant design or formula 
changes, combined with other coercive 
conduct” could present “a closer call” 
and establish liability in future cases.3

In this article, we distill key principles 
from this budding area of the law to help 
companies assess potential antitrust risks 
as they develop strategies for introducing 
new versions of existing drugs.

Legal Framework for 
Assessing Product Hopping
U.S. antitrust law prohibits both “agree-
ments in restraint of trade” (Sherman 
Act § 1) and monopolization, attempts to 
monopolize and conspiracies to monop-
olize (Sherman Act § 2). 

Congress did not intend the Sher-
man Act to “delineate the full mean-
ing of the statute or its application in 
concrete situations.” The Supreme Court 
has explained that Congress, instead, 
expected courts “to give shape to the 
statute’s broad mandate.”4 Today’s under-
standings have been developed through 
common law case development over the 
last 100 years.

The Supreme Court, for instance, 
has recognized that “the legality of an 
agreement . . . cannot be determined by 
so simple a test, as whether it restrains 
competition [since e]very agreement con-
cerning trade . . . restrains.”5 The Court 
has thus construed Section 1 to render 
unlawful only those restraints that un-
reasonably restrict competition.

The Supreme Court has also inter-
preted the offense of monopolization to 
require proof of both monopoly power 
and anticompetitive conduct, “[t]o 
safeguard the incentive to innovate.”6 
Courts continue to struggle to define 
conduct that is “exclusionary,” applying 
such tests as whether the conduct “has 
impaired competition in an unneces-
sarily restrictive way” or whether the 
defendant “attempt[ed] to exclude rivals 
on some basis other than efficiency” or 
“elected forgo . . . short-run benefits be-
cause it was more interested in reducing 
competition.”7

Anticompetitive Product 
Hop—or Procompetitive 
Product Improvement?
Pharmaceutical companies typical-
ly have procompetitive reasons for 
researching, developing, and marketing 
new versions of existing drugs—wheth-
er based on a new delivery mechanism, 
different dosage, extended release, a 
combination with other drugs, reduced 
side-effects, longer shelf-life, or similar 
change. Their costly and risky efforts 
usually are of considerable value to pa-
tients, their care givers, and third-party 
payers—leading to drugs that are often 
safer, more effective, or easier to admin-
ister or take.

As a result, courts are “properly very 
skeptical about claims that competition 
has been harmed by a dominant firm’s 
product design changes,” which per-
versely risk condemning the very sort 
of procompetitive conduct the antitrust 
laws are intended to encourage.8

New versions of existing drugs can 
also benefit pharmaceutical companies 
by helping to grow or preserve revenues 
as patents on legacy products expire 
and they face the threat of generic 
competition. Pharmaceutical compa-
nies have understandable incentives to 
switch patients to newer, patent-pro-
tected products.

The antitrust risk from introducing a 
next-generation drug is smallest where 
(i) the drug offers potential benefits and 
(ii) doctors and pharmacists are able to 
choose between the new version of the 
drug and the legacy product, typically 
at a significantly discounted, post-ge-
neric entry price.

An illustrative decision is Walgreen 
Co. v. AstraZeneca. There, plaintiffs 
challenged AstraZeneca’s efforts to 
move patients from its $4 billion a year 
heartburn drug Prilosec to a new, pat-
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ent-protected drug, Nexium. According 
to plaintiffs, Nexium was “virtually 
identical to and no more effective than 
Prilosec” and efforts to switch patients 
from Prilosec—such as aggressive pro-
motion of Nexium—amounted to un-
lawful monopolization. While aggres-
sively promoting Nexium, AstraZeneca 
did continue to sell Prilosec.9

AstraZeneca argued that by launch-
ing a new product, its conduct was 
procompetitive, and the court agreed, 
granting the company’s motion to 
dismiss for failure to state a claim. The 
court contrasted cases in which a defen-
dant had eliminated consumer options 
by withdrawing the old drug, and found 
that in this instance AstraZeneca had 
instead “added choices. It introduced a 
new drug to compete with already-es-
tablished drugs—both its own and 
others.’”10 

The court rejected outright the theory 
that AstraZeneca violated antitrust law 
by transferring its “considerable sales 
efforts” to Nexium, finding that, short 
of “false representations or fraud,” a 
producer is entitled to “bathe its cause 
in the best light possible.” The court 
similarly rejected plaintiff ’s theory 
that Nexium’s introduction anticom-
petitively “depressed” generic Prisolec 
sales, finding plaintiffs remained “free 
to compete with Prilosec” and the mere 
fact a new product “siphon[s] off ” sales 
“does not create an antitrust cause of 
action.”11 

AstraZeneca underscores that phar-
maceutical companies are best posi-
tioned to fend off antitrust claims when 
their challenged conduct adds choices 
to the market, even where there may be 
questions as to whether the new prod-
uct is actually an improvement. 

Indeed, the AstraZeneca court 
emphatically rejected the plaintiff ’s 

reliance on the alleged equivalence 
between Prilosec and Nexium, rea-
soning that nothing in antitrust law 
“requires a product new on the market 
. . . to be superior to existing products.” 
It explained: “Courts and juries are not 
tasked with determining which product 
among several is superior. Those deter-
minations are left to the marketplace.”12 

Another district case recently ad-
vised, “[a]lthough the issue of prod-
uct-hopping is relatively novel, what is 
clear from the case law is that simply 
introducing a new product on the 
market, whether it is a superior product 
or not, does not, by itself, constitute 
exclusionary conduct.”13

Clear evidence that a new product 
offers no benefit, but was instead intro-
duced for the sole purpose of switching 
customers to avoid competition, howev-
er, may give rise to antitrust risk. 

An example of such an extreme case 
is CR Bard v. M3 Systems. There, M3 al-
leged Bard had modified a biopsy gun, 
a medical device used to extract body 
tissue, for the purpose of excluding rival 
manufacturers. Relying on the com-
pany’s internal documents indicating 
that the modifications “had no effect on 
gun or needle performance,” the court 
found that the “real reasons” for the 
modification were to increase the cost 
of entry and exclude rival suppliers. The 
court found this to constitute “restric-
tive or exclusionary conduct.”14 

The Bounds of Permissible 
Product Hopping Conduct
Where the introduction of a new ver-
sion of a drug is coupled with conduct 
that forces users to switch to that drug, 
antitrust risk increases.

At the far end of the spectrum is new 
product introduction combined with 
conduct that restricts the generic drug 
from even coming to market, so that 

customers have no choice but to switch.
The paradigmatic example of this 

sort of conduct was at play in Abbott v. 
Teva. There, plaintiffs alleged that after 
introducing a new formulation of its 
fenofibrate drug TriCor, which helps 
reduce cholesterol and triglycerides, the 
defendant not only stopped offering the 
legacy formulation, but also changed 
the National Drug Data File (NDDF) 
to obsolete. According to plaintiffs, this 
effectively blocked generic fenofibrate 
entry, thereby compelling consumers to 
switch to the new product and reducing 
consumer choice.15

The Second Circuit in New York v. 
Actavis found that restricting access 
to the legacy product before generic 
entry could be similarly condemned. 
The court reasoned that after switching 
to a new drug, patients rarely make 
the “reverse commute” back to generic 
offering (upon its entry) due to “high 
transaction costs,” such as obtaining a 
new prescription. The court thus con-
cluded that defendant’s so-called “hard 
switch”—introducing an extended re-
lease product coupled with withdrawal 
of the immediate release version before 
generic entry—impermissibly risked 
permanent damage to competition in 
the generic market.16

Defenses to Product  
Hopping: Successful  
Strategies
There are good arguments why prod-
uct hopping should not amount to a 
violation. Under U.S. antitrust law, “any 
firm, even a monopolist, may bring its 
products to market whenever and how-
ever it chooses” and there is no general 
“duty to aid competitors.”17 And patent 
owners are generally free to choose 
whether or not to practice a patent as 
well as to exclude others from infring-
ing a valid patent. 
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Thus, so long as generics are able 
to enter and compete upon patent 
expiration, pharmaceutical companies 
arguably have no duty to aid generic 
competitors by facilitating free-riding 
through reliance on state drug substitu-
tion laws, which allow or require phar-
macists to dispense AB-rated generic 
bioequivalent drugs to pioneer brand-
name drugs. Nothing prevents generic 
firms, which are able to sell generic 
versions of previously marketed brand 
drugs, from promoting their drugs as 
good substitutes for newly introduced 
drugs, particularly in an era where 
managed care has increasing influence 
over prescribing practices of doctors.18

Proof of No Actual 
Exclusion
Defendants have been most successful 
defending antitrust claims where the 
evidence shows that generic compet-
itors were not actually excluded by 
the product reformulation. In Mylan 
v. Warner Chilcott, for instance, the 
Third Circuit was faced with evidence 
suggesting that, at least in part “in an 
effort to transition the market” and 
“protect[] their name-brand franchise,” 
defendants had introduced reformulat-
ed versions of the acne drug Doryx and 
took steps to restrict sales of the legacy 
versions including destroying and buy-
ing back inventory.19

Nevertheless, the court was persuad-
ed by evidence that despite the alleged 
exclusionary conduct Mylan was able to 
enter, earn “generous profits,” and for at 
least some time, charge a higher price 
than branded Doryx. The court found 
no evidence of “consumer coercion” 
and concluded that defendant’s “prod-
uct modifications had no anticompeti-
tive effects on the market.”20

The Ninth Circuit, in 2010, similar-
ly rejected a claim that Tyco violated 

antitrust law by introducing a new pulse 
oximetry system that was incompatible 
with generic sensors, just as its legacy 
system was about to go off patent. Even 
though Tyco discontinued its legacy 
product, the generic entrants were able 
to enter the market, and took market 
share from Tyco.21

By contrast, in New York v. Actavis 
the Second Circuit found that the plain-
tiff was likely to prevail on its antitrust 
theory, even though generic entry could 
occur following patent expiration. The 
court reasoned that withdrawing the 
legacy drug from the market before 
generic entry was exclusionary be-
cause it was likely to “impede generic 
competition” by foreclosing reliance on 
state substitution laws, which the court 
deemed the “only cost-efficient means 
of competing available to generic man-
ufacturers.”22

While a pro-defendant decision by 
the Third Circuit in Mylan could have 
set the stage for a circuit split prime for 
Supreme Court review, and the Mylan 
court did side with the defendants, 
it distinguished New York v. Actavis 
on the facts. The court relied on the 
absence of market power and evidence 
of actual generic entry, as well as the 
different procedural posture, leaving 
some room for plaintiffs to challenge 
product hopping in future cases.23

Notably, the Federal Trade Commis-
sion (FTC) argued in an amicus brief 
in Mylan for a standard that would 
condemn conduct that deprives rivals 
of their “most efficient distribution 
mechanisms . . . impeding . . . rivals’ 
competitive ability to discipline monop-
oly prices” or “damage[s] the market for 
the original formulation.”24

The extent to which pharmaceuti-
cal companies can engage in conduct 
designed to shift demand to a new drug 

before generic entry of the firm’s legacy 
drug is likely to remain a contested 
issue for the foreseeable future. 

Room for Procompetitive 
Justifications
Both the Mylan and New York v. Actavis 
decisions employed a burden shifting 
framework for evaluating monopoli-
zation claims. Under that framework, 
the plaintiff bears the initial burden of 
establishing defendant’s conduct is anti-
competitive or exclusionary. The defen-
dant is then afforded the opportunity 
to come forward with non-pretextual, 
procompetitive justifications for its con-
duct. If it does, the plaintiff may rebut 
those justifications or demonstrate that 
the anticompetitive harm outweighs 
any procompetitive benefit.

In Mylan, the Third Circuit focused 
on the product redesign and found 
“strong evidence of non-pretextual pur-
poses” for the changes, such as prevent-
ing esophageal problems and shelf-life 
stability problems.25 

By contrast, in New York v. Actavis, 
the Second Circuit said it was “not sig-
nificant” whether the new product was 
superior. Instead, the court considered 
whether the withdrawal of the legacy 
product was justified, and concluded 
the defendant’s proffered explanations 
were “pretextual” and that the real rea-
son was to “put up barriers or obstacles” 
to generic competition.26

Practical Considerations to 
Avoid Antitrust Claims 
Pharmaceutical companies introduc-
ing a new version of an existing drug 
should keep antitrust risks in mind 
when assessing product introduction 
and promotion strategies.

Conduct that prevents generic 
competition altogether is most likely to 
face antitrust scrutiny. But even without 



20 w w w . f d l i . o r gUpdate      November/December 2016

Antitrust Risks

complete foreclosure, new product 
introduction coupled with withdrawal 
of a legacy drug—the so-called “hard 
switch” conduct condemned in New 
York v. Actavis—raises antitrust risk. 
Firms may argue that the introduction 
of a new product is procompetitive, and 
that there is no obligation to market a 
drug to assist generic competitors, but 
where courts will come out on such 
claims is far from certain.

Antitrust risks are also likely to be 
greatest when there is reason to believe 
the new product is not an improvement 
at all, at least if the legacy product is 
withdrawn in advance of generic entry. 
Pharmaceutical companies are there-
fore better positioned if they are able to 
highlight, both internally and in mar-
keting documents, that the driver of the 
modification is the therapeutic benefit 
of the new drug rather than an effort to 
block generic competition.

Companies should be on firmer 
ground to engage in what the Second 
Circuit called a “soft switch,” promot-
ing the new drug and not the old drug, 
or offering the new formulation at a 
discount, to encourage switching. A 
“soft switch,” however, may not be a 
“safe harbor” from antitrust challenge if 
the price of the legacy drug is increased 
or distribution restricted such that the 
exclusionary effect is similar to pulling 
the legacy product from the market. 

The one thing that is certain is that 
with the FTC, state attorneys general, 
prospective generic competitors, and 
class action plaintiffs’ lawyers all atten-
tive to product hopping conduct, there 
is likely to be more litigation in the 
coming years. 
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