Federal Trade Commission
Report on Pharmaceutical Product Hopping

Congress directed the Federal Trade Commission (FTC) to report to the Committees on
Appropriations of the House and Senate regarding the FTC’s efforts to address pharmaceutical
product hopping.! Product hopping is a strategy where a brand-name pharmaceutical company
seeks to shift demand from a brand-name drug that faces generic competition to newly patented
and/or exclusivity protected drugs that do not face generic competition. For example, a product
hop can be executed by making modest non-therapeutic changes to a product that offer little or
no apparent medical benefit to consumers and moving demand to that product. Product hopping
can raise antitrust concerns when a brand introduces a reformulated product and then takes steps
to impede competition on the merits between the original and the reformulated drug, thereby
eliminating the prescription base for the original product before generics even have a chance to
be substituted at the pharmacy. The House Committee on Appropriations “directs FTC to
publish a report outlining the actions it has taken in the past 15 years to address these issues and
other issues s t

protecting the public against unfair methods of competition and unfair or deceptive trade
practices.

* The FTC’s antitrust arm, the Bureau of Competition, is responsible for investigating
and prosecuting unfair methods of competition that violate the FTC Act. The FTC shares with
the Department of Justice responsibility for prosecuting violations of the Sherman Act and the
Clayton Act.

The FTC seeks to foster a competitive and innovative pharmaceutical marketplace by
promoting competition among brand-name pharmaceuticals, between brand and generic
pharmaceuticals, and among generic pharmaceuticals. In particular, generic competition saves
American consumers hundreds of billions of dollars in prescription drug costs each year, but
brand-name drug companies sometimes use strategies to avoid generic competition and maintain
monopoly profits. The FTC closely scrutinizes these practices for possible illegal
anticompetitive conduct in the U.S. pharmaceutical system.

The FTC has aggressively used its enforcement, policy, and research tools to address
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anticompetitive conduct involving pharmaceutical products and their distribution.®> Notably, the
FTC has brought many enforcement actions in pharmaceutical markets. Enforcement actions
address unilateral conduct by drug companies that may deter generic entry, unlawful mergers
between drug companies, and illegal horizontal agreements between drug manufacturers.® In
June 2022, the Commission issued a policy statement putting the drug industry on notice that
paying rebates and fees to pharmaceutical benefit managers (PBMs) and other industry
middlemen to exclude competitors offering lower-cost drug alternatives may violate the
competition and consumer protection laws.’ Using its unique research capabilities and authority,
the Commission and its staff have also issued empirical studies that address the competitive
dynamics of generic substitution for brand-name drugs® and recently launched a study into the
role PBMs play in drug distribution and competition.® Further, when a court considers a case
whose outcome may raise antitrust issues, the FTC may file an amicus brief, a “friend of the
court” brief, to provide information that can help the court make its decision in a way that
protects consumers or promotes competition.



approaches to enforcing the antitrust laws in the pharmaceutical industry.*® The discussions
provided additional insights that will inform our competition analysis and enforcement guidance
in pharmaceutical markets going forward. Among other things, participants discussed how
product hopping conduct might relate to merger review.

The Commission remains committed to bringing all our tools to bear on unlawful
business practices that may increase prices for medicines.

FTC Actions Relating to Product Hopping

The FTC has taken a number of enforcement and policy actions involving product
hopping. Issues relating to product hopping arose during the FTC’s investigation into Warner
Chilcott’s alleged attempt to prevent generic competition for its branded birth control drug
Ovcon.** The Hatch-Waxman Act establishes a process that
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that had prevented Barr from entering with its generic version of Ovcon. The following day,
Barr announced its intention to start selling a generic version of the product. After the FTC and
Warner Chilcott agreed to terms for a permanent injunction, within weeks, Barr began selling its

lower-priced generic version of Ovcon. Following Barr’s entry, Warner Chilcott also authorized
Watson Pharmaceuticals to launch a
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Chilcott had monopoly power and (2) that Warner Chilcott’s product hopping scheme was not
exclusionary conduct.

On appeal to the Third Circuit, the Commission filed another amicus brief in September
2015, urging the appeals court to reverse the district court’s ruling and remand it with
instructions on applying the antitrust laws.?* Without taking a position on the ultimate
resolution of the case, the Commission argued that the district court erred by ignoring the unique
characteristics of pharmaceutical markets in its analysis of monopoly power. The Commission
explained that “[g]enerics are unique sources of competition for brand-name prescription drugs.
Without automatic substitution, the disconnect between prescribing physicians and payors often
insulates brand-name prescription drugs from effective price competition, and a given drug may
be priced at monopoly levels even if other drugs are therapeutically similar.”?* The
Commission also argued, “the very fact of product-hopping can itself be evidence of monopoly
power. The manufacturer of a brand-name drug generally undertakes a product hop to preserve
high profits that generic versions of the same drug would undercut but that no alternative drug,
competing in the same market, has yet disciplined.”?® The Commission argued that the district
court also erred in its analysis of exclusionary conduct when it “dismiss[ed] automatic
substitution as a mere ‘regulatory windfall’ undeserving of antitrust protection.”?® The
Commission explained, “a monopolist may not avoid antitrust liability simply because the
efficient distribution mechanism it destroys was created in part by procompetitive government
action.”?” The Third Circuit subsequently affirmed the district court decision. 2

In 2019 and 2020 the FTC secured $60 million for consumers in a pair of settlements
with Reckitt Benckiser Group plc and its former U.S. subsidiary Indivior to settle charges that
they violated the antitrust laws through a deceptive scheme to thwart lower-priced generic
competition to its branded drug Suboxone.?® Suboxone is a drug that treats opioid addiction.
This enforcement action is historic for two reasons: (1) it is the FTC’s first-ever enforcement
action alleging “product-hopping” in the pharmaceutical industry as an antitrust violation,
resulting in two precedent-setting orders addressing that conduct; and (2) it is the FTC’s largest
disbursement to individual consumers in a competition case.

According to the FTC’s complaint, before the generic versions of Suboxone tablets
became available, Reckitt and its former subsidiary Reckitt Benckiser Pharmaceuticals, now
known as Indivior, Inc., developed a dissolvable oral film version of Suboxone and worked to

3 Brief for Amicus Curiae FTC Supporting Plaintiff-Appellant, Mylan Pharms., Inc. v. Warner Chilcott
Public Ltd. Co., 838 F.3d 421 (3d Cir. 2016), https://www.ftc.gov/system/files/documents/amicus_briefs/mylan-
pharmaceuticals-inc.v.warner-chilcott-plc-et-al./151001mylanamicusbrief.pdf.
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2 Mylan Pharms., Inc. v. Warner Chilcott Public Ltd. Co., 838 F.3d 421 (3d Cir. 2016).
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shift prescriptions to this patent-protected film.*° Worried that doctors and patients would not
want to switch to Suboxone Film, Reckitt allegedly employed a “product hopping” scheme
where the company misrepresented that the film version of Suboxone was safer than Suboxone
tablets because children are less likely to be accidentally exposed to the film product.

The FTC’s investigation determined that Reckitt Benckiser and its former subsidiary
Indivior used false and misleading safety claims to coerce customers into switching from
Suboxone tablets—which faced imminent competition from lower-cost generics—to the new
patent-protected Suboxone film. The complaints further charged that to buy more time to move
patients to the film version of Suboxone, Reckitt, through Indivior, filed a sham citizen petition
with the FDA reciting the same unsupported safety claims and requesting that the agency reject
any generic tablet application, in an attempt to delay the approval of generic competitors, and
eventually withdrew their Suboxone tablets from the market under the false guise of pediatric
safety concerns. Through these tactics, Reckitt and Indivior were able to preserve their
Suboxone monopoly and force doctors to prescribe and patients to use the film version rather
than less expensive2 (e)4 (t)-2 (o m)- ()]T-1 (at)-ion



which bars it from similar future misconduct.* The $10 million from this settlement was
combined with the $50 million from the Reckitt settlement into a fund to provide payments to
people who purchased Suboxone Oral Film.

On May 10, 2021, the FTC announced that it sent nearly $60 million in payments to
consumers who were victims of the scheme.3* The FTC identified more than 50,000 victims
with an average payment of $1,139. Some patients who took Suboxone for an extended period
received as much as $2,600.





