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Abstract: Glucagon-like pep-
tide-1 receptor agonists are effec-
tive for treating obesity, but the
high cost of these medications
endangers the financial viabil-
ity of our health care system. To
ensure that these drugs are avail-
able to Medicare beneficiaries,
pharmaceutical manufacturers
must lower their prices.

Recent studies have demonstrated
that glucagon-like peptide-1 (GLP-
1) receptor agonists are effective for
treating obesity. Clinical trials have
shown that these medications can
lead to an average of 15% reduction
in weight and decrease cardiovas-
cular complications associated with
obesity."? But regardless of their effi-
cacy, medications indicated for obe-
sity have not been covered by Medi-
care, the public health insurance
program that serves millions of older
adults in the US. Recently, in March
2024, semaglutide (Wegovy) became
the first drug in this class to receive
an expanded label indication for
decreasing the risk of major cardio-
vascular events, such as heart attacks,
strokes, and deaths, among patients
with obesity and established cardio-
vascular disease.? Given this updated
label, the Centers for Medicare and
Medicaid Services (CMS) announced
that Part D plans would be allowed —
but not required — to cover semaglu-
tide. However, at hundreds of dollars
per person per year of therapy, cover-

age of this class of medications could
cost the government billions of dol-
lars.* To provide reasonable access to
these drugs at a fair price, Medicare
can look to price negotiation or exist-
ing government patent use authority.

Based on over a decade of pub-
licly funded research, the first GLP-1
receptor agonist was introduced in
2005 for the management of type II
diabetes mellitus.’ In the clinical tri-
als, decreased appetite and weight
loss were common, leading manu-
facturers to subsequently study the
drugs in obese patients without dia-
betes. In December 2014, liraglutide
(Saxenda) became the first GLP-1
receptor agonist to gain approval
by the US Food and Drug Adminis-
tration (FDA) for treating obesity,
followed by semaglutide (Wegovy)
in June 2021 and tirzepatide (Zep-
bound) in November 2023.

Yet almost two decades after this
class of drugs reached the US market,
they remain costly. By one estimate,
if only 10% of eligible Medicare ben-
eficiaries received one of these drugs
for a year at current prices, it could
cost the government $27 billion a
year, which would increase spending
on prescription drugs by 18%.* Such
a dramatic surge in spending would
need to be supported by higher pre-
miums. For example, in response
to the approval of a novel class of
Alzheimer’s medications and antici-
pated rise in Medicare spending,
annual premiums increased by more
than $250 per person.® In that case,
the premiums fell again after CMS
issued a national coverage determi-
nation limiting coverage to clinical
trials, and overall use of the drug was
far less than many anticipated due to
poor efficacy data.”
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By contrast, as more data emerges
about the degree to which GLP-1
receptor agonists not only lead to
weight loss, but also reduce down-
stream complications from obesity,
demand will likely be high as Medi-
care decides the extent to which it
will cover these medications. To help
manage spending, Congress should
ensure that Medicare coverage of
GLP-1 receptor agonists for treating
obesity and reducing cardiovascular
risk is accompanied by negotiation
of fair prices. The Inflation Reduc-
tion Act of 2022 laid a framework
for such negotiation, and Medicare
is already actively negotiating prices

In the meantime, existing law,
codified at 28 U.S.C. §1498, autho-
rizes the federal government to use
patent-protected products for its own
purposes, with the payment of a rea-
sonable royalty to the manufacturer.’®
In the case of prescription drugs, the
federal government last publicly con-
sidered exercising this power during
the post-September 11, 2001 anthrax
bioterrorism scare, when it sought
a stockpile of ciprofloxacin (Cipro),
the only FDA-approved antibiotic to
treat this infection at the time, and
Bayer initially refused to increase
production. Eventually, Bayer agreed
to manufacture the necessary amount

By contrast, as more data emerges about the
degree to which GLP-1 receptor agonists not only
lead to weight loss, but also reduce downstream
complications from obesity, demand will likely
be high as Medicare decides the extent to which
it will cover these medications. To help manage
spending, Congress should ensure that Medicare
coverage of GLP-1 receptor agonists for treating
obesity and reducing cardiovascular risk is
accompanied by negotiation of fair prices.

for the first 10 drugs under this new
law.® Medicare can negotiate drugs
as soon as 7 years after initial FDA
approval; this means that semaglu-
tide, approved in December 2017,
could be eligible for negotiation as
early as 2025, although a negotiated
price would not take effect until at
least 2027. Tirzepitide, which was
only approved in May 2022, would
not be eligible for negotiation until
2029. To ensure that these medica-
tions are broadly accessible to Medi-
care beneficiaries sooner, Congress
could expand the negotiation pro-
gram to anti-obesity drugs, or Presi-
dent Biden could attempt to broaden
the negotiation program by execu-
tive action. International experience
proves that centralized price negotia-
tions can effectively rein in prescrip-
tion drug costs.?
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of medication and make it available
at an acceptable price." If the gov-
ernment chose this route, it would
pursue alternative forms of produc-
tion of GLP-1 receptor agonists and
seek FDA approval to make them
available via Medicare; then, if cur-
rent manufacturers sued the govern-
ment for patent infringement, a court
would determine a reasonable royalty
for Medicare sales. Another advan-
tage of this pathway is that it could
help alleviate production shortages
that have plagued manufacturers of
this class of drugs, as more patients
and prescribers have turned to them
to address the worsening obesity epi-
demic in the US.

Even without Medicare cover-
age, manufacturers of GLP-1 recep-
tor agonists have been accumulating
billions of dollars. In 2023, Novo
Nordisk sold $31.3 billion dollars

of Wegovy and $10.3 billion of Sax-
enda,”? and Eli Lilly sold over $175
million of Zepbound during the first
quarter the drug was on the market.'
Given that GLP-1 receptor agonists
have been generating substantial rev-
enues for manufacturers for nearly
20 years, it is reasonable to pursue
strategies that would lead to a more
moderate price that can help ensure
the ongoing fiscal sustainability of
Medicare. And with negotiated prices
or court-set royalties under 1498,
the drugs would still be profitable to
manufacturers. A recent study found
that each patient’s supply of Wegovy
could be manufactured for less than
$5 per month.™

The argument that seeking lower
prices for these drugs would some-
how stifle pharmaceutical negotia-
tion is incorrect. For example, savings
from the price negotiation system set
up by the Inflation Reduction Act
are expected to decrease new drug
approvals by 1% over the next 30
years, but the new law is poised to pro-
mote better access to more patients
for the drugs it affects.’” Another line
of opposition to price negotiation is
that manufacturers have charged that
it infringes on their constitutional
rights — violating their free speech
and confiscating their property with-
out proper compensation — but these
legal contentions are flawed. Nothing
about patent protection prevents the
government from negotiating fair
purchase prices, and the government
has previously used 1498 outside the
prescription drug context without
constitutional challenge.

As Medicare takes steps to cover
effective anti-obesity drugs to
improve the health of older adults,
the government should use this
opportunity to pursue strategies that
will lead to lower prices. We must not
permit the promise of these weight
loss drugs to undermine the financial
viability of our health care system.
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