Making Weight Loss and Diabetes Drugs Affordable

The Government's Power to Act and Authorize Generics

On February 12, 2026, Public Citizen submitted a petition to Robert Kennedy, Jr., Secretary of the U.S. Department
of Health and Human Services (HHS), requesting that the Trump administration use its statutory authority under
28 U.S.C. § 1498 to authorize generic competitors for the GLP-1 drugs semaglutide and tirzepatide. Semaglutide
is sold by Novo Nordisk under the brand names Ozempic, Wegovy, and Rybelsus. Tirzepatide is sold by Eli Lilly
under the brand names Mounjaro and Zepbound.

About 38 million Americans have diabetes (about one in every 10 people), between 90-95% have type 2 diabetes.’
Nearly one in three adults are overweight (31%) and two in five adults have obesity (42%) in the United States.
Nearly one in five (18%) adults in the U.S. have used GLP-1 drugs to manage these and other conditions, an
increase from one in eight adults just 18 months ago.’

Recent price concessions are insufficient to remedy access and budgetary concerns.

The Trump administration has proposed expanding coverage for the drugs’ weight loss indications in Medicare
and Medicaid. But without substantial price reductions, these drugs threaten to break the coffers of federal health
programs and will remain out of reach for many. Meanwhile, Novo Nordisk and Eli Lilly will likely continue to see
revenues grow. The companies expect that even with recent price concessions agreed in their voluntary
agreements with the Trump administration and direct-to-consumer sales initiatives, sales will ultimately benefit
from the continued massive demand for these medications.

e For patients, while the proposed coverage expansion in Medicaid and Medicare and $50 per month co-
pay for Medicare beneficiaries could expand access for some, many beneficiaries may still be left out.
Coverage will depend on plan participation. Many Medicare and Medicaid plans may choose not to
participate in the proposal to expand coverage because the prices offered may not be low enough to
assuage budgetary concerns that accompany increased utilization.

Novo Nordisk’s and Eli Lilly’s exorbitant pricing imposes extreme financial consequences
on patients and payers.

e Ozempic and Mounjaro were Medicare’s second and fourth highest-spend drugs by gross spending in
2024, respectively.’

® Between 2020 and 2024, Medicare's gross spending on semaglutide products increased nearly ten-fold,
reaching an astonishing total of $15.16 billion in 2024." Even at the lowered prices achieved through the
Medicare Drug Price Negotiation Program (which is only slightly higher than the recent “voluntary
agreement” price), these products will remain among the most costly drugs for Medicare. Based on 2024
spending data, estimated spending at the negotiated prices would be higher than gross spending for all
but nine drugs in Medicare Part D."i

e Since 2022, Medicare’s gross spending on tirzepatide products has increased by more than 2.5-fold."ii

e Between 2020 and 2023, Medicaid’s gross spending on semaglutide products increased by two-fold or
more each year. In 2024, spending reached $4.8 billion.*

e In 2024, Medicaid’s gross spending on tirzepatide products reached over $1.2 billion—nearly three times
as much as it had been the previous year.

® A 2024 report from the Senate Committee on Health, Education, Labor, and Pensions found that the
annual cost to the healthcare system for covering Wegovy for half of the eligible population (5411 billion)
would exceed the expenditure on all retail prescription drugs in 2022 (S406 billion).X The report further
illustrated that covering Wegovy could cost one trillion dollars by 2031 and potentially almost two trillion
dollars depending on uptake of the drug.”

High prices contribute to treatment rationing.

e To partially limit the explosive costs of these drugs, federal and state health programs have had to restrict
the number of beneficiaries for whom the drugs are covered. Direct federal purchasing programs like the
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Department of Veterans Affairs require that patients obtain prior authorization and/or meet specific
coverage criteria before they can access these drugs.

e State Medicaid programs often employ access restrictions, like narrowing eligibility to only patients with
severe obesity, to help contain ballooning costs.” Many others do not cover these drugs for weight loss
at all. Currently, only 13 state Medicaid programs cover GLP-1s for obesity.*"

e Those without insurance coverage for these drugs may be able to purchase them through direct-to-
consumer platforms. However, even with recent direct-to-consumer price reductions, these cash-pay
prices still total thousands of dollars per year.®

O This may be unsustainable for many. Of patients who have ever used GLP-1s, over half found them
difficult to afford and one in seven stopped taking them because of the cost burden.” Research
also shows that patients with an out-of-pocket cost over $20 per dispensing are at a greater risk
of poor medication adherence than those with no out-of-pocket cost. i

The companies’ prices are unjustifiably high.

e Novo Nordisk charges Americans up to 16 times as much for its semaglutide products as it charges peer
countries.®i Eli Lilly charges Americans up to 14 as much for its tirzepatide products as it charges peer
countries.

e Even using volatile estimates of net prices, semaglutide is six times as expensive in the U.S as in the U.K.
and tirzepatide is as much as 8.5 times as expensive in the U.S. as in Japan.

Novo Nordisk’s and Eli Lilly’s extraordinary pricing and revenues for semaglutide and tirzepatide cannot be
explained by R&D spending.

e Eli Lilly has made $58.79 billion in revenue from Mounjaro and Zepbound since their launch.® Novo
Nordisk has made $94.33 billion in revenue from Ozempic, Wegovy, and Rybelsus since their launch.*
These revenues are an order of magnitude higher than even the most generous estimates of research and
development costs for drugs that take into account failed candidates and a reasonable return on
investment. i

e Meanwhile, these companies spend huge sums on payouts to shareholders, rather than R&D.

o Since Novo Nordisk launched Ozempic, the company has spent over $56.3 billion on share
repurchases and shareholder dividends—1.7 times as much as it spent on R&D across its entire
portfolio ($32.76 billion). i

o Eli Lilly has spent $23.67 billion on share buybacks and dividends over the four years since
Mounjaro launched, nearly $3 billion more than it spent on these activities over the preceding
four years.®V

States have called for a federal solution.

Tired of waiting for Novo Nordisk and Eli Lilly to voluntarily lower their prices to affordable levels, states have
called for federal solutions to the companies’ price gouging.

e North Carolina, after unsuccessful efforts to negotiate lower prices for its State Health Plan with GLP-1
manufacturers, requested that HHS initiate efforts with branded manufacturers to voluntarily license their
weight loss drugs in order to supply federal, state, and local government payers.*"

o The North Carolina State Health Plan revoked coverage of these drugs for weight loss uses.™i
Continuing to provide coverage for the drugs at current prices would have nearly doubled health
insurance premiums for every member, with costs set to exceed $170 million in 2024 and $1
billion over the following six years. i

e Connecticut passed a law directing the Department of Social Services to request that HHS authorize
generic forms of GLP-1s pursuant to 28 U.S.C. § 1498 *ii

o Connecticut’s Medicaid program spent $85 million on GLP-1s in 2024, which amounted to 35% of
the program’s pharmaceutical budget that year.



Generic competition can bring prices down significantly. More affordable generic
semaglutide will likely be available in Canada this year.

e Research shows that generic Ozempic could be sustainably priced at less than S5 a month, and potentially
as low as 89 cents, or around 0.09 percent of the current U.S. list price based on its cost of manufacture.™
Similarly, Wegovy could be sustainably priced for as little as $13 a month, which is approximately one
percent of the current list price.* Oral semaglutide could be priced at $72.50 a month, and potentially
as low as $39 a month i

e In Canada, generic versions of Ozempic and Wegovy are expected to launch later this year, with
anticipated prices as low as 100 Canadian dollars (equivalent to about $73) per month i

o Novo Nordisk is itself expected to launch cheaper versions of Ozempic and Wegovy (the same
drugs under new names) priced to be competitive with generics. v

o Several manufacturers have submitted applications for FDA approval of generic semaglutide products,
including two manufacturers that are awaiting regulatory approval for such products in Canada.*
However, extended patent terms in the U.S. prevent these alternatives from entering the market until at
least December 20310

To avert the ruinous financial consequences of Novo Nordisk’s and Eli Lilly’s pricing
abuses, the Trump administration should use its statutory authority to lower costs.

While patents and other exclusivities insulate semaglutide and tirzepatide from competition, Eli Lilly and Novo
Nordisk will remain largely free to charge Americans whatever price they want, regardless of whether those
prices are reasonable or fair.

Under 28 U.S.C. § 1498, the federal government can make or purchase a patented invention without the
permission of the patent holder in exchange for reasonable compensation, for example royalty payments on
generics sales. i When the government exercises its authority under § 1498, the patent holder may not seek
injunctive relief, nor can a government contractor or subcontractor be held liable for infringement by the patent
holder.*ii This authority can be used to allow generic competition.

The law has been used for more than a century across technologies, including for the procurement of low-cost
generic versions of patented drugs.™ Invoking the law to help expand affordable access to semaglutide and
tirzepatide would be simple. Federal entities including the Veterans Health Administration and CMS can procure
generics under § 1498 by incorporating the government’s authorization into contracts with generic manufacturers
and issuing statements assuming infringement liability.

Apart from the patent barrier, which can be addressed through the use of § 1498, additional barriers to generic
supply posed by regulatory exclusivities either no longer apply for many indications and dosage forms of these
drugs or can be overcome with ambition from the FDA and HHS.

By authorizing generic competition, the U.S. can secure billions in savings, which could in turn help ease
coverage restrictions and expand access.

For Medicare alone, generic competition to Ozempic, Mounjaro, Rybelsus, and Wegovy for currently covered
Medicare indications over two years could save an estimated $8.07 billion, compared to expected spending at
current prices.” This is over three billion dollars more than estimated savings that could be achieved through the
proposed voluntary agreement price (5245) if all plans participated in the CMS model intended to implement the
price X

While federal law currently prohibits Medicare from covering drugs solely for weight loss indications, the Trump
administration has proposed expanding coverage through the CMS model. If all Medicare Part D plans participated
in the model and coverage were expanded to include all patients for whom the drugs are indicated by the FDA,
generic competition to Wegovy and Zepbound for just 25% of patients eligible solely for overweight and obesity
would result in an estimated $8.09 billion in savings compared to the same uptake at the voluntary agreement
price and $16.1 billion in savings at 50% uptake.*
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X Based on estimates of net spending for Ozempic, Wegovy, Rybelsus, and Mounjaro using 2024 Medicare Part D spending
data. Net spending estimated based on estimated rebates for endocrine metabolic agents published by GAO (for Ozempic,
Wegovy, Rybelsus, we went a step further to estimate spending at the Medicare-negotiated “maximum fair price”).
Estimate assumes that generic options cost $100 per month and that there is 66.1% uptake of generics and 82.7% uptake of
generics in the first and second year of generic competition, respectively. This calculation reflects spending based on
medically-accepted indications in Medicare Part D in 2024. Zepbound is excluded as the only accepted indication (sleep
apnea) had been approved for less than a month of the reporting period. Benjamin N. Rome, ChangWon C. Lee, Joshua J.
Gagne, & Aaron S. Kesselheim, Factors Associated With Generic Drug Uptake in the United States, 2012 to 2017, 24 Value
Health 804 (2021) (showing that experts have found that in the first year of generic competition for a drug, there is 66.1%
uptake of generics; in the second year, uptake of generics increases to 82.7%).
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