Congress of the United States
Washington, BE 20510

Tuly 7, 2016

The Honorable Robert M. Califf, MD
Commissioner

Food and Drug Administration

10903 New Hampshire Avenue
Silver Spring, MD 20993

Dear Dr. Califf;

We understand that the Food and Drug Administration (FDA) is evaluating whether to
grant approval to several pharmaceutical companies who have applied to make a generic
equivalent of Crestor (rosuvastatin calcium), marketed by AstraZeneca Pharmaceuticals LP and
its affiliate iPR Pharmaceuticals, Inc. We urge FDA to approve all eligible applications to
produce a generic version of Crestor.

Crestor is one of the world’s most widely prescribed medicines for high cholesterol, with
global sales of more than $5 billion last year, including $2.8 billion in the United States.' It was
prescribed more than 20 million times in the United States last year and has a retail price of $260
per month.> FDA approval of generic versions of this drug has the potential to drastically reduce
health care costs, both to individual patients and to our health care system. Historically, generic
drug prices have fallen by half, on average, in the 12 months following generic entry.’

Americans pay, by far, the highest prices in the world for prescription drugs. We now
spend nearly $400 billion a year on prescription drugs, and high prices put life-saving medicines
out of reach for too many Americans.”* Nearly one in five Americans do not fill their
prescriptions because they cannot afford them.” At the same time that Americans are skipping or
cutting the medicine they need, pharmaceutical companies are generating record profits.

On May 31, 2016, AstraZeneca filed a Citizen Petition with FDA to block all generic
Crestor approvals. AstraZeneca argues that because it recently secured a seven-year exclusivity
extension under the Orphan Drug Act to sell Crestor to treat children with a rare genetic disease,
the company should also be able to extend its monopoly for all uses of Crestor. Before FDA
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made a decision on the petition, AstraZeneca sued FDA in a further effort to block upcoming
generic Crestor approvals.6

AstraZeneca argues that because orphan drug exclusivity was not explicitly addressed in
the statute Congress passed in 2001 to close the pediatric labeling loophole, then there is no
statutory basis for the pending carve-out.” This argument is wrong, and it was rejected by the
United States District Court for the District of Maryland, which recently considered the same
argument in a case regarding the drug Abilify (aripiprazole).® AstraZeneca is attempting to
exploit an old loophole that has been closed by Congress and disavowed by the courts.

AstraZeneca has also tried to justify extending its monopoly on safety grounds.
However, the district court in the Abilify case rejected a safety argument similar to
AstraZeneca’s. The court found that the relevant pediatric patient population in that case (less
than 120,000) was far smaller than the overall U.S. patient population and must be weighed
accordingly. Here, the relevant pediatric population for Crestor is approximately 300 patients, a
tiny subset of the 20 million patients who could benefit from a lower cost generic equivalent.”

AstraZeneca has already enjoyed 12 years of market exclusivity for Crestor with
revenues over $16 billion from Crestor in the last three years alone.'’ Those exclusivity periods
have now come to an end. Any additional regulatory exclusivity AstraZeneca has obtained
under the Orphan Drug Act does not cover all uses, especially those no longer protected by
patents or exclusivities.
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Pharmaceutical companies should not be permitted to block millions of patients from
accessing lower cost generic equivalents at the last minute just so they can maximize their
profits, This would be a disastrous anticompetitive, anti-consumer result.

Sincerely,

BERNARD SANDERS
United States Senator
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Utiited States Representative
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