The Prescription Drug Price Relief Act of 2021

Background:

The United States pays, by far, the highest drug prices in the world for one reason: we let drug
companies get away with murder. In 2019, the United States spent $369.7 billion on prescription
drugs, or $1,128 per capita — twice as much per capita as other major industrialized nations.

What do Americans get in return for all this spending? Last year, while the pharmaceutical
industry made more than twice as much money in the United States — $514 billion — as in all
European countries combined, one in four Americans could not afford their prescription.

That is why Senator Bernie Sanders (I-VT) and Representative Ro Khanna (D-CA) are
introducing the Prescription Drug Price Relief Act.

This legislation would require the Secretary of Health and Human Services to make sure that
Americans do not pay more for prescription drugs than the median price of the following five
countries: Canada, the United Kingdom, France, Germany, and Japan.

If pharmaceutical manufacturers refuse to lower drug prices down to the median price of these five
countries, the federal government would be required to approve cheaper generic versions of those
drugs, regardless of any patents or market exclusivities that are in place.

According to the Center for Economic and Policy Research, if this legislation were to become law,
the prices of most brand name drugs would likely be cut in half.

For example, under this bill (average retail prices for a month supply):
» Januvia, for diabetes, which costs $586, could cost $293
Vimpat, for epilepsy, which costs $1,193, could cost $597
Pristiq, for depression, which costs $276, could cost $138
Eligius, for blood clots, which costs $571, could cost $286
Spiriva, for chronic obstructive pulmonary disease, which costs $553, could cost $277

This is not a radical idea. According to the European Commission, using international prices as a
benchmark in prescription drug price negotiations is “the most commonly applied pricing policy in
European countries.” The United States, where Medicare is legally prohibited from negotiating
drug prices on behalf of seniors, and where international drug prices are never considered, is an
outlier.

The United States is also an outlier as it is the only major country that does not guarantee health
care as a right to its people. By significantly cutting total drug prices, and not just copayments, the
Prescription Drug Price Relief Act would help the more than 30 million uninsured Americans who
must pay cash for their medicines at the pharmacy.

Today, a full 80 percent of Americans say that drug prices are too high. The pharmaceutical
industry will continue to rip off American patients as long as it can. The Prescription Drug Price
Relief Act puts an end to this highway robbery, and will help save lives and reduce premiums by
lowering drug prices.


https://cepr.net/sanders-khanna-bill-would-stop-monopoly-drug-pricing-in-the-us/
https://ec.europa.eu/health/sites/health/files/systems_performance_assessment/docs/pharmaproductpricing_frep_en.pdf#page=17

The Prescription Drug Price Relief Act of 2021

SECTION BY SECTION SUMMARY
Section 1 — Short Title

This Act may be cited as the Prescription Drug Price Relief Act of 2021.
Section 2 — Identification of Excessively Priced Drugs

This Act requires the Secretary of Health and Human Services to annually identify the list of
“excessively priced” patented, brand name drugs that are being sold in the U.S. at prices higher
than the median price in Canada, the United Kingdom, Germany, France, and Japan.

If the Secretary is unable to determine the median price of a drug in other countries, or if the
Secretary believes that a drug is unaffordable even though its domestic price does not exceed the
median price in other countries, the Secretary may still label the drug “excessively priced” after
considering the following factors:

(1) The size of the affected patient population

(2) The value of the drug to patients, including whether the price impacts access to the drug
(3) The Federal Government subsidies and investments related to the drug

(4) The costs associated with developing the drug

(5) Whether the drug provided a significant improvement in health outcomes when approved
(6) The cumulative global revenues generated by the drug

(7) Whether the price of the drug increased during any annual quarter by more than CPI-U
(8) Other factors the Secretary determines appropriate

Anyone may petition the Secretary to review the price of a patented brand name drug. The
Secretary must respond within 90 days and make the response and rationale publicly available.

The Secretary shall establish a process to carry out the annual drug price review described in this
section not later than one year after the date of enactment of this Act.

Section 3 — Ending Government-Granted Monopolies for Excessively Priced Drugs

If the U.S. price of a patented brand name drug exceeds the median price of the drug in other
countries, or if the Secretary otherwise determines the drug to be excessively priced, the
Secretary shall allow generic drug manufacturers to make more affordable versions of the drug.

Specifically, if a brand name drug price is excessive, the Secretary shall (1) waive or void any
exclusive rights granted to the drug’s manufacturer by the government to make or sell the drug,
and (2) regardless of any applicable patents, grant open, non-exclusive, and compulsory licenses
so that any person, organization, or company may make, import, or sell the drug in the U.S.

The Secretary shall review and act upon applications for generic versions of excessively priced
brand name drugs within eight months of submission.



Any price increases of drugs deemed to be excessively priced during the time period between
official designation of excessive price and the first generic competitor beginning manufacturing
will be subject to civil action.

Section 4 — Excessive Drug Price License

Any entity accepting a license to make a generic version of an excessively priced brand name
drug under this Act shall pay a reasonable royalty to the holder(s) of the original drug patent.

The Secretary shall set the royalty rate to a level that is consistent with making drugs available
to purchasers, including Federal, State, local, and nongovernment purchasers and individuals,
at prices that are affordable and reasonable. Under no circumstances shall the royalty rate be
so high as to cause the generic drug to be sold at an excessive price.

Section 5 — Public Excessive Drug Price Database

The Secretary is required to create a public “excessive drug price database” listing each
patented brand name drug, whether the U.S. drug prices exceed the median prices in other
countries, and other information. The Secretary must update the database within 30 days of
receiving the annual drug manufacturer reports required by this Act.

Within 60 days of completing the annual drug price review, the Secretary shall submit to
Congress and make publicly available a report summarizing the year’s price review activities.

Section 6 — Drug Manufacturer Reporting

Drug manufacturers must submit annual reports to the Secretary that include domestic and
international pricing information for each brand name drug they manufacture. The first annual
report is due by January 15 of the year following the date of enactment of this Act.

Any manufacturer that fails to submit the required information in a timely manner or that
knowingly provides false information to the Secretary shall be liable for a civil monetary
penalty; collected funds shall support competitive research grant programs of the National
Institutes of Health.

Section 7 — Prohibition of Anticompetitive Behavior

No drug manufacturer may engage in anticompetitive behavior that would interfere with this
Act or run contrary to the public interest in the availability of affordable prescription drugs.

Section 8 — Definitions.
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