Congress of the United States
TWashington, BEC 20510

December 6, 2019

The Honorable Andrei lancu

Under Secretary of Commerce for Intellectual Property and
Director of the United States Patent and Trademark Office
600 Dulany Street

Alexandria, VA 22314

Dear Director lancu:

We write to strongly urge you to reject Gilead Science, Inc.’s pending requests to extend two
patents covering tenofovir alafenamide (TAF), a life-saving chemical compound used to treat
and prevent HIV, known by the trade names Descovy, Genvoya, and Biktarvy, among others.
Gilead delayed the development of TAF for nearly a decade in order to squeeze as much profit
out of another compound for HIV, tenofovir disoproxil fumarate (ITDF)—widely known under
the trade names Viread and Truvada—during that drug’s period of patent exclusivity, despite
knowing TAF was likely to be safer.! Gilead has made an obscene $36 billion off of Truvada
since 2004, even though thousands of Americans could have been spared injury and even death
had TAF been used instead.

In 2001, Gilead scientists knew TAF was a superior treatment.® But in 2004, Gilead misled the
public about why it stopped developing TAF, claiming that TAF was unlikely to be
differentiated from existing drugs.* Then Gilead withheld information on its true motives for
halting the development of TAF from the U.S. Patent and Trademark Office (USPTO) and the
Food and Drug Administration in the process of applying for patent extension. Under your
agency’s regulations, patent owners have a duty to act in good faith and disclose all information
that is potentially adverse to patent extension determinations if “there is a substantial likelihood”
that the agency “would consider it important.”

In 2011, Gilead executive John Milligan admitted to investors that “one of the reasons why we
were concerned about developing” TAF was “our own study suggesting” TDF “wasn’t the safest
thing on the market.” He concluded, “It seemed like we would have a mixed message.”®
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As you know, the USPTO has very clear existing rules requiring the disclosure of any and all
information during the patent-extension process.’ Based on statements made by executives, it
appears Gilead failed to fulfill its legal obligation to disclose its true reason for halting the
development of TAF to the USPTO.

The USPTO should reject Gilead’s patent extension request on the grounds that Gilead
concealed information. Additionally, we urge the agency to reject Gilead’s patent extension
request by invoking any existing discretion, such as the Director’s discretion to waive UPSTO
regulations “when justice requires.”® The United States is dealing with a massive public health
crisis. Thousands of people are unnecessarily dying from a preventable disease. If the
Administration is indeed serious about ending the HIV epidemic within ten years, the USPTO
must use all existing authorities to achieve this goal.

TAF, if manufactured generically, could quickly and affordably reach hundreds of thousands of
Americans who are in desperate need of HIV treatment and prevention. If Gilead’s monopoly is
allowed to continue, it will reap a profit while Americans suffer needlessly. Gilead’s behavior
was deceitful and immoral.

Corporate misconduct must not be rewarded by the U.S. government through extending a
government-granted monopoly on this medicine that is likely worth tens of billions of dollars.
We call on the USPTO to deny Gilead’s patent extension request and offer urgent relief to
countless Americans confronting HIV who were denied this medicine for nearly a decade due to
the greed of Gilead. We also urge you to avoid setting a very dangerous precedent for other
wealthy and powerful corporations that will look to be rewarded for deception and misconduct
should Gilead obtain this patent extension.

We thank you for your prompt attention to this matter.

Sincerely,

Lo eanctine

Bernard Sanders Alexandria Ocasio-Cortez
United States Senator United States Representative
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