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CITIZEN

Dear Ranking Member Wyden and colleagues,

Thank you foryour initiative exploring policy options to lower prices and improve prescription
drug affordability for people in the United States.

Public Citizen is a consumer advocacy organization with more than 1,000,000 members and
supporters and a fifty-year history protecting the public’s interest before federal agencies,
Congress, and the courts. The Access to Medicines program advocates for access to
prescription drugs in the United States and internationally. As such, we and our members
have a strong interest in improving affordable and stable access to vital medications for U.S.
patients.

We urge you to build on the Inflation Reduction Act with policies to save hundreds of billions
of dollars in prescription drug costs and make sure all Americans have access to the
medicines they need. By ensuring pharmaceutical corporations charge no more for
prescriptions in the United States than they do in Europe or Canada and capping out-of-
pocket costs, we can end pharma rip-offs and treatment rationing.

Big Pharma’s monopolistic price gouging is worse now than at any time in American history.
It has become intolerable and unsustainable, with four-in-ten Americans rationing
medicines they need because they are too expensive.' Annual drug spending now exceeds
half a trillion dollars and is projected to reach more than $800 billion in 2034.

Congressional Democrats and the Biden-Harris Administration made the first major
progress in a generation by empowering Medicare to negotiate the prices for some older
medicines with high annual spending, establishing penalties for price spikes, and putting in
place protections in Medicare Part D from excessive out-of-pocket costs. Already the
negotiation program is saving patients and taxpayers billions of dollars annually™ and out-of-
pocket limits are helping to lower cost-related nonadherence,” but according to the
Congressional Budget Office, in part due to the combination of 1) Medicare price
negotiations and inflation rebates having less impact and 2) the Part D redesign and out-of-
pocket cap costing significantly more than anticipated, Medicare drug spending will be even
greater than what was anticipated before the Inflation Reduction Act was passed.' The scale
of our drug pricing crisis demands bold solutions.



Senators and members of Congress should advance three policies into law to provide all
Americans access to medicines at fair, affordable prices:

1) Negotiate the prices on all brand name prescription drugs;

2) Limit negotiated prices based on what drug companies charge in other high-
income countries; and

3) Extend the benefits of hegotiations, price spike protections and improved out-
of-pocket caps to the private market.

The comments below will first focus on policies surrounding these three proposals as well
as reply to other issues presented in the request for information (RFI), including reforms to
the drug supply chain and support for biomedical innovation.

Negotiating Prices on All Branded Drugs

Exemptions from negotiations---expanded by congressional Republicans’ and President
Trump’s Big Ugly Bill---inappropriately exclude drugs on which Medicare and patients spend
tens of billions of dollars annually, while drug corporations are spiking drug launch prices to
new heights year after year. Drug companies argue that exemptions and delays from
negotiation are necessary to allow a return on investment, but in reality, independent
research and development cost estimates are significantly lower than industry-cited
estimates that use opaque data sets." Even at lower negotiated prices paid in other
countries, pharmaceuticals remain extremely lucrative due to low marginal costs of
production.V

The negative impacts of negotiation exemptions and delays are profound. Negotiation delay
periods mean that patients and taxpayers are forced to pay higher, unnegotiated prices for
nearly a decade or longer before the government is allowed to step in and negotiate. Of the
drugs selected for the current round of price negotiations, Medicare already spent more than
$70 billion from 2012 through 2023 yet negotiated prices will be unavailable until 2028."
Meanwhile, the median launch price charged by pharmaceutical companies for a new drug
in the United States jumped from $2,115 in 2008 to $180,007 in 2021, a 20 percent annual
inflation rate.” In 2025, the median price was $216,000 (an artificially low number due to the
mix of drugs approved last year).”

Moreover, long negotiation delays mean that even when drugs otherwise qualify for
negotiation, they may still never have a negotiated price as generic or biosimilar competition
may come on the market before or during the negotiation period. One drug selected this year
in the third round of the program, Xeljanz / Xeljanz XR, will never have a negotiated price in
place due to generics entering the market, despite the time and government resources spent
on negotiation.” Under current policy, Medicare is unable to select an alternative product to



negotiate in its place, foregoing potential savings. In other cases, Medicare and its
beneficiaries may only benefit from one year of a lower negotiated price before a drug is
deselected from the program, as will be the case with three of the 10 drugs selected in the
first round of the program, Entresto, Stelara, and Xarelto.”

The orphan drug exemption should also be eliminated entirely. Proponents of the
exemption argue it is needed to preserve innovation for rare disease treatments, but the
United States already provides robust support for research and development of treatments
for rare diseases, and this loophole is shielding from negotiations expensive drugs on
which Medicare spends billions of dollars annually. To support and provide incentive for
rare disease treatments, currently the FDA grants prescription drug companies developing
products to prevent, diagnose or treat a rare disease or condition with orphan drug
designations, which qualifies the product sponsors with tax credits covering up to 25% of
eligible clinical trial expenses, an exemption from user fees, and the potential to receive
seven years of marketing exclusivity for orphan indications after approval." Analysts found
that of the $2.1 trillion Medicare Part B and D spent on drugs from 2012 through 2021, $77
billion was spent on sole orphan drugs, $108 billion on drugs with multiple orphan
indications, and $75 billion on drugs first approved with an orphan indication and
subsequently approved for a non-orphan indication.”¥ Another recently published analysis
found that drugs delayed or exempted from negotiation through the orphan exemption and
the One Big Beautiful Bill Act are at no economic disadvantage relative to drugs that do not
qualify for the orphan exemption and delay.*

Other high-income countries with long-established frameworks and the U.S. Department of
Veterans Affairs negotiate the prices of brand name drugs soon after approval, with most
negotiating the prices of all newly approved brand-name drugs without exclusions.® No
delay periods or orphan drug exemptions were envisaged in the legislative antecedent to the
Inflation Reduction Act, the Elijah E. Cummings Lower Drug Costs Now Act, which all House
Democrats voted to pass in the 116" Congress.™"

We urge policymakers to pass reforms to remove exemptions and require Medicare to
negotiate prices of all brand name drugs at launch and increase the number of currently
approved drugs it negotiates to at least 50 per year until all currently approved, costly
medicines have negotiated prices in place. Additionally, once a negotiated price is
established for a medicine, it should remain in place. This is necessary for program integrity
to ensure drug companies cannot evade negotiated prices on new forms of a drug when an
older version of the same drug faces generic competition.



A large majority of voters across the political spectrum want Medicare to negotiate lower
prices on all the drugs it currently buys.” Doing so would rapidly produce tens of billions of
dollars in savings while reducing out-of-pocket costs for patients. ™

Limiting Negotiated Prices Based on International Prices

The United States pays 3-4 times more for prescription drugs than other rich countries.®
Even for products that have undergone Medicare negotiation, prices charged by prescription
drug companies in the United States remain significantly higher than those in other large,
high-income countries,* and negotiations are lowering prices less than initially projected.*®
Pharmaceutical spending now accounts for nearly 3% of gross domestic product (GDP) of
the entire U.S. economy, compared to around 1.2% of GDP for non-US Organisation for
Economic Co-operation and Development (OECD) countries, driven in large part by higher
U.S. prices.

Public Citizen supports incorporating an international reference price-based ceiling into the
Medicare drug price negotiation program. Limiting negotiated prices based on the prices
paid in other countries is the most direct and surefire way to ensure that U.S. prices are no
longer wildly out of step with prices paid in peer nations. We encourage policymakers to
incorporate several key features into an international reference price-based ceiling or other
policy, to promote fairness and help prevent negative externalities in countries resulting from
pharma attempts at gaming:

e Limit reference countries to those with the largest gross domestic products, per
capitaincomes at least 50% of the United States, and large pharmaceutical markets.

e Calculate the ceiling based on the median price or a volume-weighted average of
prices across reference countries.

e Adjust ex-U.S. prices by a ratio of reference country per capita income to U.S. per
capita income when calculating the ceiling.

e Empower the Secretary to make a good faith effort at estimating confidential
discounts when that information is not available through manufacturer submissions
or other public data, a practice that is utilized in other countries that incorporate
international pricing information for pharmaceutical reimbursement. For example, in
Germany officials use their own estimate if manufacturer submitted information on
confidential discounts is not credible and France “mobilizes intelligence” to estimate
secret discounts in other countries.® If the Secretary is unable to estimate
confidential discounts on a product, it could also be empowered to apply an estimate
based on product class and indication.



Americans across partisan and demographic groups overwhelmingly support (by an 86% -
8% margin) allowing Medicare to negotiate all of the drugs it purchases paying no more than
what drugs sell for in other wealthy countries.® By establishing a ceiling for Medicare price
negotiations based on prices in other high-income countries, policymakers can finally
deliver Americans fair prices and produce tens of billions of dollars in annual savings.*"

Extending Negotiated Prices, Price Spike Protections, and Improved Out-of-Pocket Limits
Beyond Medicare

More than 200 million American obtain their health insurance coverage through private
plans.”™ People who get their insurance through their employer or the Affordable Care Act
marketplace do not directly benefit from Medicare price negotiations or price spike
protections and remain potentially exposed to significantly higher out-of-pocket costs. il

Of the $400 billion in drug expenditures covered by insurance in 2024, more than 40% was
through private insurance.”™ Private insurance drug prices are even higher than those
realized by Medicare and other government health programs,”™ and thus potentially even
greater savings to Americans could be produced through extending access to prices
established through Medicare price negotiations to people with private insurance.
Researchers estimate that if prices realized in other high-income countries were available
across the U.S. market, it would save close to $200 billion annually.® Like an international
price-based ceiling, the House-passed Elijah E. Cummings Lower Drug Costs Now Act
included a mechanism to offer Medicare-negotiated prices to people who get insurance
through their employer or the Affordable Care Act.

The impact of Medicare rebate protections against price spikes is currently uncertain, as
commercial sales are excluded from rebate calculations.” By including commercial sales
in Medicare inflation rebate calculations, as well as Part B drug units sold through Medicare
Advantage, policymakers can ensure that these price spike protections have their intended
impactin Medicare while shielding people with private health insurance coverage from drug
companies’ price increases. Additionally, we urge rebasing penalties to the date a product
first enters the market; unjustified price increases that occurred before a certain date are no
less inappropriate than those that occurred in recent years.

The most direct way patients are financially impacted by exorbitant prescription drug prices
is through their out-of-pocket costs as copays or coinsurance. Within Medicare, lowering the
annual OOP cap would ensure that millions more seniors and people with disabilities are
provided with relief from high drug costs. Additionally, expanding eligibility to the low-income
subsidy will help seniors and people with disabilities most vulnerable to high drug costs get
the medicines they need. The Improving Medicare Act includes measures to expand



eligibility for additional support to beneficiaries with incomes up to 200% of the Federal
Poverty Line. While we also support policies to cap cost-sharing for particular types of drugs,
like the insulin cap that was included in the Inflation Reduction Act, we recognize
policymakers likely will be forced to make tradeoffs between those measures and lowering
annual out-of-pocket caps orimproving subsidies for low-income beneficiaries. Given these
choices, we urge greater out-of-pocket relief that does not preference patients with one
disease or condition over another who also face high out-of-pocket costs, so we urge
prioritization of lowering the annual out-of-pocket cap and expanding low-income subsidy
eligibility over product-specific caps. Ideally, policymakers should pursue an out-of-pocket
cap that is not limited to Part D and protects patients from catastrophic health care costs
across traditional Medicare.

Beyond Medicare, more than half of Americans who have self-purchased or employer-
sponsored insurance report worrying about affording prescription drugs---an even greater
share than those with Medicare.* " By extending the annual and other out-of-pocket cap
established for Medicare to private insurance, millions of Americans will directly experience
financial relief while tens of millions more are given peace of mind that drug costs will not
bring financial ruin.

Reforming the Drug Supply Chain

While drug corporations abuse their monopoly power to set extraordinarily high prices,
harmful business practices of Pharmacy Benefit Managers (PBMs) also drive-up
pharmaceutical costs.

PBMs were created to manage health plan formularies and to negotiate lower prices -
effectively, to serve as a countervailing power to Big Pharma. However, they have evolved to
become adjuncts of health insurers and function as their own economic interest,
manipulating markets, raising costs and imposing devastating harm on independent
pharmacies, betraying their original price-lowering mission. The three largest PBMs, CVS
Caremark, Express Scripts and OptumRx are now each integrated with a major health
insurer. The top three PBMs manage nearly 80 percent of all prescriptions filled in the United
States, and the largest 6 account for more than 90 percent. >V

Consolidation and vertical integration allow PBMs to boost revenues at the expense of
patients and health plans through tactics like pocketing portions of high rebates and
discounts from manufacturers, and “spread pricing” wherein PBMs charge a plan more fora
drug than they reimburse to a dispensing pharmacy.* An FTC investigation found that PBMs
boost revenues by steering patients towards their affiliated pharmacies and, at times, even
excluding lower-cost generic or biosimilar competitors from formularies and preferring



expensive branded drugs with high rebates.* PBM preference for affiliated pharmacies has
had a crushing impact on independent and community pharmacies that promote
competition, serve low-population areas and strengthen community.*" PBMs also generate
billions of dollars in revenues by marking up drugs higher than their acquisition costs at their
affiliated specialty pharmacies while costs for patients and employers and other health care
plan sponsors increase. >V

Policymakers have begun to address some abusive practices of PBMs, but significant reform
is still needed. Investigations from the Federal Trade Commission (FTC) led to cases against
the three largest PBMs, alleging that they drove up insulin costs for patients by creating a
perverse incentive system that favored high-list price, high-rebate insulin over
alternatives.™* In February, the FTC and ExpressScripts reached a settlement requiring
ExpressScripts to adopt a number of reforms, including no longer preferring drugs with
higher list prices over identical drugs with lower list prices, offering plans with out-of-pocket
costs based on net prices, and delinking list prices from compensation in its standard plan.®
FTC reached a second settlement in July with Caremark Rx.* The 2026 Consolidated
Appropriations Act (CAA) required that for Medicare Part D, PBMs pass through all rebates to
plan sponsors and for compensation to be provided based on a flat dollar amount, and not
as a percentage of the price of a drug.® The CAA also required transparency measures
between PBMs and plan sponsors in the private market, requiring disclosure of spread
pricing, acquisition costs, rebates, and other information to help plan sponsors better
evaluate their pharmacy benefits and costs, as well as by requiring full pass through of
rebates in employer sponsored health plans.

While these reforms will provide relief for patients, ultimately more fundamental reforms
that address the underlying sources of power that facilitate the PBM abuses at the expense
of patients — consolidation and vertical integration — will be needed. Through the Patients
Before Monopolies Act,*v Sens. Warren and Hawley have proposed to prohibit joint
ownership of PBMs and pharmacies, and through the Break Up Big Medicine Act,” the
senators have proposed to prohibit any parent company from owning a medical provider or
management services organization and a PBM or insurer. Other pharmaceutical policy
experts have proposed a public PBM model,* built on the long history of the Department of
Veterans Affairs successfully managing its own formulary through its Pharmacy Benefits
Management Services.*!

Interim reforms can also help address a multitude of abuses presented by the PBM business
model. Public Citizen urges policymakers to consider:



e Require Part D plans to include biosimilars with lower net prices on a formulary tier
with costsharing terms more favorable to the patient than the tier on which its
reference productis placed, to promote biosimilar competition and lower costs.

e Consider prohibiting PBM rebate arrangements that include any contingencies based
on blocking or providing less favorable coverage to generics or biosimilars.

e Require patient coinsurance and costsharing to be calculated based on net price, so
patients aren’t harmed by PBM’s preferring high-list price, high-rebate medicines. We
agree that ideally such a policy should apply to the broadest array of drugs possible
so more patients benefit from lower cost-sharing.

e Reimburse generic medicines in Medicare Part D on a cost-plus basis.

e Prohibit PBMs from owning private label drugs; at a minimum prohibit PBM-owned
private labels unless they satisfy a cost-plus pricing standard.

e Endthe perverse incentive-inducing practice of reimbursing physician offices for Part
B drugs based on sales price and instead move to a flat add-on payment.

e Calculate Part B reimbursement using a blended average sales price (ASP) that
includes a biologic product and all biosimilars that reference it, to promote biosimilar
competition. Vi

Supporting Biomedical Innovation

Exploiting government-granted monopolies to charge captive payers and patients
unfathomable prices is central to Big Pharma’s business model. Prescription drug
corporations aggressively exploit legal loopholes to strengthen and lengthen their patent
monopolies. When drug corporations engage in legal tricks to strengthen and lengthen
monopolies, it exposes our health system and patients to higher costs, limits access, and
weakens incentives for companies to make true therapeutic advancements. Ultimately, this
leads to increased health spending and poorer health outcomes for American patients.

In the short term, policymakers must rein in the worst of pharma’s patent monopoly abuses
that cost taxpayers and patients billions of dollars by preventing access to lower-cost
alternatives through reforms including the ETHIC Act, the Drug Competition Enhancement
Act, the Preserve Access to Affordable Generics and Biosimilars Act, and the Stop STALLING
Act.

Over the medium- and long-term, policymakers should advance alternative research and
development systems that delink®™ the financing of biomedical innovation from the end
prices charged to patients and health systems, through prize funds, more upstream grant
funding, and a greater public role in later stage development.

Patent Abuses Cost Billions



Patent evergreening occurs when drug corporations make trivial or obvious modifications to
medications in order to lengthen exclusivity on brand name medicines. Public Citizen
analysis of the first 10 drugs selected for the Medicare drug price negotiation program found
that four of the 10 drugs subject to negotiation would likely have faced competition before
negotiated prices went into effect were it not for evergreening tactics and patent abuses.!
Pharmaceutical company tactics to extend their monopolies on these drugs included
obtaining patents for minor or obvious variations including on (1) standard processes for
screening compounds across the drug industry and (2) previously known information
publicly available or disclosed in prior patents.'In other cases, companies used recently
acquired patents that had nothing to do with producing a branded drug to block competing
products and patented methods of screening patients to ensure the drug’s safety and
efficacy."

As a result, Medicare lost between $4.9 and $5.4 billion in savings that should have accrued
from access to competing, lower-cost treatments."" These lost savings are nearly as much
as what Medicare was projected to save from negotiated prices going into effect on all of the
selected drugs in the first year of the program ($6 billion)." Evergreening practices were
prevalent across the drugs selected for price negotiation in the first year of the program. Nine
out of 10 drugs subject to negotiation show evidence of manufacturers engaging in blatant
anticompetitive uses of patents to fend off generic or biosimilar competitors or evergreening
abuses representing minor modifications or tweaks that unfairly lengthen monopoly
protection on the drugs." Patent protection on the branded drugs could extend well into the
2030s and possibly 2040."

Patent Thicketing

Drug companies build patent thickets by filing humerous patent applications with small
changes that build on a previously filed parent patent. These continuation patents are
obvious variants of previously issued patents. Drug firms even admit that these are obvious
variants. However, companies can use a procedural tool, called a ‘terminal disclaimer’ to
prevent the patent office from rejecting these applications as obvious variations of
previously patented inventions. The disclaimers shorten the protection period of the
continuation patent to that of the parent patent. Though these weak patents may not extend
the patent life for the product, when companies secure multiple patents with interlocking
claims covering the same invention, it becomes more difficult and costly for generics and
biosimilars manufacturers to mount legal challenges and bring competition to market. While
challenging a small number of patents may be manageable, requiring generic entrants to
confront seven or eight patents imposes a substantially greater litigation burden.



For example, expertsin pharmaceutical patent law and policy with Harvard Medical School’s
Program On Regulation, Therapeutics, And Law (PORTAL) noted that the patent thicket
surrounding mega-blockbuster Humira, held by AbbVie, “consist[ed] of 105 patents
connected by 436 terminal disclaimers.”V The Humira patent thicket “helped AbbVie reach
settlement agreements that delayed biosimilar market entry in the U.S. by five years
compared to entry in Europe.”"" Were ETHIC in place, AbbVie would have only been able “to
sue potential competitors to prevent market entry with a maximum of 24 patents instead of
105,”"™ potentially decreasing the cost of entry for Humira biosimilars.

The ETHIC Act would help combat this monopoly abuse by allowing branded drug
companies to assert only one patent per family of patents linked by terminal disclaimers in
litigation. This would make it less onerous and costly for generics and biosimilars firms to
challenge originator patents and bring price-lowering competition to market.

Product Hopping

Product hopping occurs when a drug corporation introduces a follow-on product with no
significant therapeutic benefit over its predecessor and makes efforts to switch patients
onto the new product to prevent potential generic or biosimilar competitors from gaining
market share. This effectively prolongs monopoly pricing and profits for the drug corporation
engagingin the abuse. Product hops of just five drugs have been estimated to cost the United
States $4.7 billion annually.*

As proposed through the Drug Competition Enhancement Act, enacting a prohibition on
product hopping and empowering the Federal Trade Commission (FTC) to enforce this
prohibition would stop drug corporations from taking advantage of these unfair monopoly
extensions.

Pay-for-Delay Reverse Patent Settlements

Pay-for-delay deals, also known as reverse payment settlements, occur when a brand-name
drug corporation provides something of value to a generic or biosimilar manufacturer in
exchange for that manufacturer delaying the launch of a competing product. In 2013, the
Supreme Court took a small step forward. Through the Actavis decision, the Supreme Court
decided that while not presumptively illegal, pay-for-delay deals could be contested under
antitrust principles,* but many types of pay-for-delay arrangements have persisted. Pay-for-
delay deals post-Actavis decision are estimated to cost taxpayers and patients from $6.2 to
$37.1 billion dollars per year."

As proposed through the Preserving Access to Affordable Generics and Biosimilars Act,
making pay-for-delay reverse patent settlement deals presumptively anticompetitive and



providing the FTC sufficient resources for aggressive enforcement would help put an end to
this practice.

Citizen Petition Abuse

Citizen petition abuse occurs when a brand drug corporation formally raises with the Food
and Drug Administration (FDA) safety concerns of a generic drug application to delay the
launch of competition, and thereby inappropriately prolong the monopoly period for a brand-
name drug. Drug corporations that file spurious petitions™ raise drug prices for consumers
and taxpayers and hamper the FDA with the burden of reviewing sham filings.

As proposed through the Stop STALLING Act, empowering the FDA to dismiss sham petitions
filed with the primary purpose of delaying competition and the FTC to pursue suits against
such petitioners would support more timely generic competition and lower prices for
patients and consumers.

Beyond these proposals, Congress should pass legislation that goes further to combat
common pharmaceutical company monopoly abuses, including through reforming patent
law so a secondary patent claiming a method of use for anindication which has already been
disclosed or claimed in a primary patent relating to a product is obvious and, therefore,
unpatentable,*” and preventing the pharmaceutical industry from unfairly extending
exclusivity on drugs through crystalline/polymorph patents.*

Thank you for your commitment to ending prescription drug company profiteering and
making medicines affordable for Americans.
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