Congress of the United States
Washington, BE 20513

September 13, 2023

The Honorable Lina M. Khan
Chair

U.S. Federal Trade Commission
600 Pennsylvania Avenue, NW
Washington, DC 20580

Dear Chair Khan:

We are writing ahead of the Federal Trade Commission’s (FTC’s) open meeting tomorrow, on
September 14, 2023, to strongly urge the Commission to issue a policy statement concerning the
improper listing of drug-related patents in the Food and Drug Administration’s (FDA’s) Orange
Book.' Brand-name pharmaceutical companies have routinely abused the U.S. patent system,
violated antitrust law, and hiked the prices of prescription drugs to widen their own profit
margins.” We urge the FTC to take steps to end Big Pharma’s routine exploitation of the Orange
Book and hold drug companies accountable for their anti-competitive business practices that are
“imposing costs on individuals and society alike.”

The FDA’s Orange Book contains a list of FDA-approved drugs and their related patent and
exclusivity information, which are considered some of the “most valuable patents in the world.”
Brand-name drug companies are required to list patent information in the Orange Book that
cover drug substances, drug products, and method of use.” But Big Pharma regularly lists patents
outside of these categories, even when courts have ruled that they are outside the scope of the
Orange Book. For example, pharmaceutical companies have intentionally submitted patents for
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devices without an active ingredient, such as inhalers,® and for distribution methods, such as the
Risk Evaluation and Mitigation Strategies (REMS) for Jazz Pharmaceutical’s narcolepsy drug.’

Improper ‘sham’ patents serve the primary purpose of blocking competitors from introducing
lower-costs generic drugs.® That’s because FDA is automatically barred from approving a
generic drug for 30 months if a brand-name drug company sues a generic competitor for
infringing on an Orange Book-listed patent.” Pharmaceutical companies are therefore
incentivized to list more patents in the Orange Book, whether they’re valid or not, to hold off
generic competition for multiple years and extend their own monopolies regardless of the
outcome of any litigation. FTC has previously raised concerns about these activities, filing an
amicus brief “highlight[ing] the significant harm to consumers when a brand company
improperly lists a patent on a distribution system in the Food and Drug Administration’s ‘Orange
Book’ of approved drugs and thereby blocks generic or follow-on competition.”"

The median price for a year’s supply of prescription drugs went from $2,000 in 2008 to $180,000
last year.'' Meanwhile, three in ten patients were forced to forgo their medications due to cost.'
U.S. patients spent an estimated additional amount of $40.7 billion on pharmaceuticals in 2019
“as a result of antitrust violations by the pharmaceutical industry.”"* Without competition —
which Big Pharma is strategically blocking — to lower drug costs, more and more patients will be
forced to choose between taking care of their financial health and their physical health. One FDA
study found that the introduction of even a single generic drug can lower a drug’s price by
almost 40 percent. With two generic options available, prices drop by over half." Unjustified
delays in generic competition are costing patients and taxpayers billions of dollars, just to pad
Big Pharma’s profits.
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Last month, we sent a letter to FDA Commissioner Robert Califf urging the agency to take steps
to enforce their Orange Book guidelines, strengthen oversight of proper listings, and prevent
further abuses of the drug patent system."” The FTC now has the chance to hold Big Pharma
accountable for these anti-competitive business tactics. We support your decision to discuss this
critical issue at tomorrow’s open meeting and encourage you to release a strong policy statement
declaring that the listing of sham patents in the Orange Book is an unfair method of competition
that is reducing access to essential drugs and hurting patients.'

Sincerely,
Elizhbeth Warren Pramila Jayapal
United States Senator Member of Congress

CC: Dr. Robert M. Califf, Commissioner of Food and Drugs, U.S. Food and Drug
Administration
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