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January 25, 2023

The Honorable Lina Khan The Honorable Rebecca Kelly Slaughter
Chair Commissioner

Federal Trade Commission Federal Trade Commission

600 Pennsylvania Avenue, NW 600 Pennsylvania Avenue, NW
Washington, DC 20580 Washington, DC 20580

The Honorable Alvaro Bedoya
Commissioner

Federal Trade Commission
600 Pennsylvania Avenue, NW
Washington, DC 20580

Dear Chair Khan, Commissioner Slaughter, and Commissioner Bedoya:

I am writing to express my concerns regarding rampant consolidation in the
pharmaceutical industry and its impact on drug affordability and access in this country. [ am
particularly concerned about two pending pharmaceutical transactions: Amgen and Horizon
Therapeutics, and Indivior and Opiant. Given these companies’ records of anti-competitive
business practices, these acquisitions could cause further price increases on lifesaving drugs and
prevent affordable alternatives from entering the market. The Federal Trade Commission (FTC)
should carefully scrutinize these deals and oppose any Big Pharma acquisition that will threaten
competition, reduce innovation, or increase costs for American families.

There has been extensive consolidation in the pharmaceutical industry in recent decades,
with the 60 most dominant pharmaceutical companies consolidating to a mere 10 firms between
1995 and 2015, leading to higher prices for American patients' and decreased innovation.? These
corporate deals are bad for patients: prices for drugs sold by acquired companies increase at a
faster rate than those sold by their non-acquired counterparts.® The Inflation Reduction Act
contained a number of provisions that will help control drug prices and help American families
with the cost of prescription drugs. This law — signed into law by President Biden in August
2022 — caps insulin copays for Medicare patients at $35. It ensures seniors will never pay more
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than $2,000 each year in out-of-pocket drug costs. And, for the first time, it allows Medicare to
negotiate lower prices for prescription drugs.’

This new law will make a profound difference for millions of Americans struggling with
high drug costs. But beyond the passage of this law, there are additional actions that the
administration can take to reduce the cost of prescription drugs and ensure competition in the
pharmaceutical market. In particular, robust FTC enforcement of antitrust law can help slow the
pace of drug company consolidation.

Recent Consolidation

Recent deals in the pharmaceutical industry highlight the pernicious effects of
consolidation on drug prices and innovation. Just this month, Merck completed® its acquisition of
Imago BioSciences for $1.35 billion, which will give the company ownership of Imago’s highly-
coveted blood cancer treatment, Bomedemstat.® Merck’s acquisition illustrates how in the face of
lagging research productivity’ and the loss of patent protections on key drugs'?, larger
companies are shifting their focus from innovation towards acquisitions — a strategy that will
likely reduce the number of life-saving drugs on the market and raise costs for patients. In
addition to this anti-competitive tactic, Merck has an extensive track record of price gouging, as
well as a history of abusing the U.S. patent system to block generic competition and rake in
record profits.!!

In June 2019, AbbVie acquired Allergan for a staggering $63 billion. This megamerger
came as AbbVie was set to lose patent protections on its most profitable drug, Humira, in 2023,
after the company successfully blocked generic competition in the U.S. from 2002 to 2023.
AbbVie was able to bring in nearly $20 billion in revenue'? from Humira in 2020 due to
rapacious price hikes unsupported by clinical evidence'?, which added almost $1.4 billion dollars
to costs for U.S. patients between 2019 and 2020.'* But instead of focusing on innovation to
compensate for the predicted loss of revenue from Humira, they decided to purchase a company
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with an already profitable line of products, including the anti-wrinkle treatment, Botox. !> This
transaction highlights AbbVie’s focus on acquisitions in lieu of innovation. Of 20 large
pharmaceutical companies, AbbVie had the lowest spending on research and development as a
percentage of revenue in 2021,'¢ and upon announcement of the deal, AbbVie’s Chairman and
CEO indicated that there were plans to slash Allergan’s research and development spending by
$1 billion.”

The AbbVie/Allergan deal was announced just months after Bristol-Meyers Squibb
(BMS) acquired Celgene Corp. for $74 billion in one of the largest pharmaceutical deals in
history.'® After the deal was completed, the new partnership created a combined portfolio of nine
drugs making over a billion dollars each in annual sales'’, giving BMS ample opportunity to
continue its price gouging strategy that saw the company raise prices more frequently per drug
than any other pharmaceutical company between 2015 and 2019.2° Celgene, for its part, has
raised prices on its top-selling product, Revlimid, 22 times since 2005, even though the price
increases were not substantiated by research and development expenses.?! Unsurprisingly, the
day the deal was completed, BMS announced it would increase the price of Revlimid to $763 per
pill — a more than 300% increase from its $215 price tag in 2005.?2 And aside from price
increases on the drug, both BMS and Celgene have been embroiled in legal trouble over their
efforts to shield Revlimid from competition.?

These are only a handful of examples of Big Pharma deals that have happened in the last
few years. In light of the anti-competitive effects that appear to have been exacerbated by recent
consolidation, the FTC should be cautious about greenlighting future deals that could lead to
similar harms. In particular, the FTC should heavily scrutinize the Amgen-Horizon and Indivior-
Opiant proposed acquisitions, as the companies have shown time and time again that they would
rather squash competition and hike prices than deliver for U.S. patients.
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Amgen-Horizon

Amgen’s $28.7 billion proposed acquisition of Horizon Therapeutics would be among the
largest healthcare deals of recent years.?* This acquisition presents numerous antitrust and price
gouging concerns. Both Amgen and Horizon have engaged in brazen price increases on drugs
that face little or no competition,? 2° while Amgen has abused the patent process, creating patent
thickets to “evergreen” their products, prevent generic competition, and maintain market
dominance.?’

Amgen’s most egregious price hikes have involved its most profitable drug, Enbrel. After
acquiring Enbrel’s rights in 2002, Amgen has enacted 27 price hikes on the drug, raising its
initial price of $996 per month in 2002 to $5,556 per month in 2020 — a 457% increase.”®
Amgen’s price hikes reveal a concerted effort by executives to pad their profits at the expense of
American patients. Internal documents released by the U.S. House Committee on Oversight and
Reform revealed that the drug’s frequent price increases were “driven primarily by the need to
meet increasingly aggressive revenue targets,” resulting in rising profits for the company and
generous executive compensation.?” Meanwhile, Medicare recipients taking Enbrel saw their
annual out-of-pocket costs increase nearly $600 between 2016 and 2019, forcing patients to
choose between shelling out hundreds of dollars or foregoing treatment they desperately needed.
Moreover, Amgen was able to meet aggressive revenue benchmarks due in part to its success
with patent thickets, which effectively shielded their most profitable drug from generic
competition for over 30 years.>!
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Horizon Therapeutics also has a history of price gouging themselves. A 2021 report
published by the ICER highlighted ten drugs with the highest net price increases over the 12-
month period.*?> Horizon’s Krystexxa, a gout medication, topped the list of drugs whose price
increases were unsupported by new clinical evidence with a nearly 12% annual price increase>?,
causing Medicare patients to pay up to $3,210 more per year on average.>* Similarly, since
acquiring the rights of Vimovo — a prescription painkiller that combines Aleve and Nexium, both
of which can be purchased over the counter for under $40 — the price of a 60-pill bottle increased
from $138 in 2014 to nearly $3,000 in 2018.%3 Horizon also priced Duexis, another two-in-one
painkiller, at nearly $3,000 for a 90-pill bottle, despite the fact that its two underlying drugs cost

as little as $15.3¢

Amgen’s proposed acquisition of Horizon is especially alarming given Horizon’s
ownership of a number of orphan drugs, which often garner high price tags due to the
willingness of insurance companies to cover their costs. Horizon’s Raviciti, a treatment for urea
cycle disorders, now costs nearly $700,000 annually, and has undergone a three-fold price
increase since Horizon acquired the drug in 2015.37 Horizon’s Tepezza, the only FDA-approved
medication to treat a rare thyroid eye disease,*® costs nearly $433,000 per course.>’

Price gouging and evergreening in the pharmaceutical market is already squeezing
American patients and forcing them to make tough financial decisions about their health. This
megamerger between two companies that have abused these tactics and put profit over people
could make matters even worse.

Indivior-Opiant
Indivior’s proposed acquisition of Opiant*® — the original owner of the opioid reversal

treatment Narcan — comes at the height of the opioid epidemic, which according to the Centers
for Disease Control and Prevention (CDC) took an estimated 75,673 lives in 2021 — a nearly
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20,000 increase from the 12 months prior.*! The unimaginable spike in overdose deaths
coincides with a shortage in opioid reversal treatments, which are necessary to get the crisis
under control.*

Indivior and its former parent company, Reckitt Benckiser Group, have also been mired
in legal trouble over monopolistic behavior towards their opioid addiction treatment, Suboxone.
Introduced in 2002, Suboxone, initially taken in pill form, was set to lose its patent protection in
2009.** However, in an attempt to shield the drug from generic competition and keep prices high,
Indivior developed a dissolvable film version of the drug, which it then deceptively marketed as
safer than the tablet form in an attempt to shift prescriptions to the newly patented protected
drug.** Ultimately, the FTC settled with both Indivior and Reckitt Benckiser Group for a total of
$60 million after the agency found that the companies “illegally maintained a monopoly over the
opioid addiction treatment Suboxone.”* In separate cases with the Department of Justice (DOJ),
Indivior and Reckitt Benckiser were found guilty of falsely marketing Suboxone’s film version
as a safer treatment alternative to the tablet version, as well as using a telephone and internet
program where doctors prescribed Suboxone in quantities that violated federal regulations.*® All
in all, the resolution required the two companies to pay roughly $2 billion in fines — the largest
ever opioid-related resolution the DOJ has ever brought forward.*” The FTC should strongly
consider Indivior’s history of anti-competitive and deceptive practices when evaluating how
Indivior might behave after this potential transaction is completed.

Opiant — the original owner of Narcan, which made over $400 million in sales in 202143
before generic competition was introduced*® — is also developing a nasal spray formulation of
nalmefene, an opioid antagonist found to be more effective than naloxone medicines like
Narcan.*® The drug was fast-tracked by the in November of 2021,°! and it is scheduled to
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receive approval later this year. >?Indivior’s history of engaging in illegal monopolistic behavior

raises questions about whether and how consumers would benefit from allowing the company to
acquire Opiant’s new form of nalmefene, along with its other advanced treatments for opioid use
disorder.>*

FTC Should Carefully Scrutinize Drug Company Mergers

Given the clear anti-competitive concerns associated with pharmaceutical company
mergers, and the specific records of the companies in question, these proposed transactions may
threaten competition in pharmaceutical markets and result in reduced innovation and increased
costs for American patients. The FTC should carefully scrutinize Big Pharma mergers under
Section 7 of the Clayton Act, which prohibits any acquisition whose effect “may be to
substantially lessen competition, or to tend to create a monopoly.”>> If the FTC determines any
of these deals would violate antitrust law, I urge you to aggressively oppose them.

I was encouraged by the FTC’s 2021 resolution prioritizing investigations involving
pharmaceutical companies,>® and I hope you will use these tools to remedy the FTC’s
historically lax approach to enforcement in this area. To better understand the FTC’s current
approach to pharmaceutical deals, I request answers to the following questions by February 22,
2023:

1. Does the FTC scrutinize less vigorously tender offers such as Merck’s recent acquisition
of Imago Biosciences?

2. Section 6.4 of the Horizontal Merger Guidelines states that the FTC “may consider
whether a merger is likely to diminish innovation competition by encouraging the merged
firm to curtail its innovative efforts below the level that would prevail in the absence of
the merger.””” Given the evidence noted above that Big Pharma firms have planned R&D
cuts following blockbuster deals, how does the FTC factor such history or plans into its
reviews of relevant pharmaceutical transactions?

3. Instead of innovating and competing, many Big Pharma firms simply acquire new
companies. These dominant firms then have the resources to reduce competition and raise
prices for the drugs of those acquired companies>®, or they may even “discontinue
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innovation projects” to “preempt future competition.”>® How does the FTC factor these
tactics into its reviews of relevant pharmaceutical transactions?

4. How does the FTC factor evergreening strategies (such as patent thickets and product
hopping) into its reviews of relevant pharmaceutical transactions?

5. How does the FTC factor histories of price gouging, collusion, or settlements with the
Justice Department regarding alleged criminal behavior into its reviews of relevant

pharmaceutical transactions?

6. Under what circumstances would the FTC investigate whether a consummated
pharmaceutical transaction violates antitrust law?

7. Under what circumstances would the FTC bring a lawsuit to unwind a consummated
pharmaceutical transaction?

Sincerely,

Elizabeth Warren
United (States Senator

CC:
Kathi Vidal, Director, United States Patent and Trademark Office
Jonathan Kanter, Assistant Attorney General — Antitrust Division, Department of Justice
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