Congress of the United States
MWashington, DE 20515

January 10, 2023

The Honorable Xavier Becerra

Secretary

Department of Health and Human Services
200 Independence Avenue, S.W.
Washington, D.C. 20201

Dear Secretary Becerra:

We write to urge you to use your administrative authority under the Bayh-Dole Act to
lower the price of enzalutamide, also known by its brand name Xtandi, by exercising the federal
government’s taxpayer protection rights under the Bayh-Dole Act. This action would allow the
government to grant patent licenses so generic manufacturers can produce the drug and bring
down costs, without delay. In November 2021, two prostate cancer patients, later joined by a
third, submitted a petition to initiate march-in proceedings for Xtandi.' However, the Department
of Health and Human Services (HHS or the Department) has yet to act on this petition. The
Inflation Reduction Act (IRA) has been signed into law? and will provide critical relief for
Medicare beneficiaries,’ but there are additional actions — including granting march-in rights for
Xtandi — that the administration can take to follow through on its commitment to reduce drug
prices for all Americans.

Recent legislation allows the federal government to negotiate some drug prices, requires
pharmaceutical companies to pay rebates if they increase prices more than inflation, and caps
out-of-pocket spending for Medicare drug plan enrollees at $2,000 annually.* However, many of
these provisions will not take effect immediately, with some not starting until 2026.° The
Administration has the tools to bring relief to Americans now, including by using its existing
authority to lower the cost of Xtandi.

Provisions in the Bayh-Dole Act, codified at 35 U.S.C. § 203, allows federal agencies to
protect taxpayer investments by permitting agencies to grant licenses to “responsible
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applicant[s]” for patented inventions developed with federal funds.® Specifically, the government
may exercise its march-in rights on behalf of taxpayers when “action is necessary to alleviate
health or safety needs” or when an invention’s benefits are not “available to the public on
reasonable terms.”” Legal experts have repeatedly concluded that a product’s price plays a
critical role in determining whether it is reasonably available to the public,® stating, “the words
‘reasonable terms’ have uniformly been interpreted [by courts] to include price.” It is clear that
“if a drug company is not charging a reasonable price for a drug, or if its pricing harms public
health by substantially restricting access to the drug, the federal government is well within its
rights to ensure the availability of cheaper generic versions.”'

Xtandi, which is a drug used to treat prostate cancer, can cost Americans as much as six
times what it costs individuals in other high-income countries to access the medicine, even
though American taxpayers contributed to its research and development.'' According to the latest
data from Centers for Medicare and Medicaid Services, Medicare spent nearly $2 billion for
Xtandi in 2020."? Researchers at the University of California Los Angeles (UCLA) developed
Xtandi in part with funding from grants from the U.S. Army and National Institutes of Health
(NIH)," and all three FDA Orange Book patents for the drug state that federal grants supported
the research underlying the patented technology.'* Therefore, the federal government is clearly
eligible to use march-in rights to lower the costs of Xtandi for all Americans.

#35U.S.C. § 203.
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You have repeatedly committed to considering petitions urging the use of march-in
rights: in the response you provided to a letter we sent in July 2021, in your response to
questions for the record (QFRs) following your June appearance before the Senate Finance
Committee, and in the September 2021 “Comprehensive Plan for Addressing High Drug
Prices.”" Over a year has passed since the petition to exercise march-in rights for Xtandi was
first submitted to HHS, and despite numerous commitments from HHS that the Department
would give such petitions “due consideration,”'® the petition has not been fully reviewed. In
January 2022, the NIH told petitioners that the review would likely take a month.!” In April
2022, the NIH was “carefully reviewing the Xtandi march-in petition to determine whether the
information received might warrant the exercise of march-in rights.”'® And earlier this month,
nearly eight months later, the NIH finally sent its first formal response to the petitioners, again
providing no information on any progress, but instead restating that it is “currently coordinating
with HHS to review and assess the information submitted in the 2021 petition requesting the
government to use its march-in authority for Xtandi® (enzalutamide) to determine whether the
initiation of the march-in procedures outlined in 37 CFR §401.6 may be warranted.”"

You have the power to take on the monopoly abuses of the pharmaceutical industry and
the responsibility to ensure Americans have affordable access to the medicines they need. We
urge you to send a clear message to companies trying to price gouge products that have been
funded with taxpayer money by holding a long overdue public hearing on the Xtandi petition and
determining whether to exercise the government’s rights. HHS can and should use these existing
authorities to deliver on the administration’s promises to lower prescription drug prices. You can
provide immediate relief for patients from Big Pharma’s price gouging and show millions more
Americans that you, President Biden, and his administration are on their side. We urge you to
move forward with the march-in petition for Xtandi without delay and ask that you provide
answers to the following questions by January 31, 2023:

1. Does HHS currently have procedures governing how officials respond to march-in
petitions, including an internal review process and associated review and response
deadlines? If so, please describe them.

2. Does HHS currently have an internal deadline in place to respond to the Xtandi march-in
petition? What is that deadline?
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3. What standards of evidence are used to judge whether HHS will initiate march-in
proceedings?

4. Which HHS officials are involved in reviewing this evidence? Would NIH officials be
involved in the review process if the funding agreement in question was issued by the
agency?

5. What steps must be taken before HHS reaches a final decision?

6. Does HHS plan on notifying the individuals who submitted the petition of the decision?

Sincerely,
Elizhbeth Warren Lloyd Doggett Angug S. King, Jr. [
United States Senator Member of Congress United States Senator
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Member of Congress United States Senator Member of Congress
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United States Senator Member of Congress United States Senator
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Member of Congress
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United States Senator
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Member of Congress
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Member of Congress
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Member of Congress

Eleanor Holmes Norton
Member of Congress
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Member of Congress
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Memberof Congress



