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Public Citizen Comments re: “Request for Comments on the Section 301 Investigation Regarding
Germany’s Persistent Underpayment for Innovative Pharmaceutical Products”
USTR-2026-0463

Public Citizen is a nonprofit consumer advocacy organization with more than one million members and
supporters. The Access to Medicines program advocates for access to prescription drugs in the United
States and internationally.

Section 302(b)(1)(A) of the Trade Act authorizes the U.S. Trade Representative to initiate an investigation
to determine whether an act, policy, or practice of a foreign country is actionable under Section 301 of the
Trade Act. Actionable conduct under Section 301 includes acts, policies, and practices of a foreign
country that are unjustifiable, unreasonable or discriminatory, and burden or restrict U.S. commerce. An
act, policy, or practice is unreasonable if, while not necessarily in violation of, or inconsistent with, the
international legal rights of the United States, it is otherwise unfair and inequitable.’

On June 18, 2026, the U.S. Trade Representative initiated a “Section 301" investigation focusing on “the
extent to which Germany engages in acts, policies, and practices that have the effect of suppressing the
prices of pharmaceuticals in its market below fair market value, thereby forcing American patients to
underwrite a disproportionate amount of global pharmaceutical R&D.”

Our comment will focus on three points:

1. Germany’s drug price negotiation framework informed the United States’ efforts to lower
drug costs; USTR should not attack country practices that the U.S. uses or would consider
using to lower drug costs;

2. Germany’s pharmaceutical pricing policies are not unjustifiable, unreasonable or
discriminatory; and

3. Germany’s prices are not “suppressed” and do not burden or restrict U.S. commerce.

Based on these points, Public Citizen urges USTR to drop its investigation.

1. Germany’s drug price negotiation framework informed the United States’ efforts to lower drug
costs; USTR should not attack country practices that the U.S. uses or would consider using to lower
drug costs.

The United States pays the highest drug prices in the world for prescription drugs because the
patent-based pharmaceutical industry operates largely without government negotiations as a check on
price. But now that is changing, precisely because the U.S. is implementing policies more similar to those
used in other countries to address high drug prices. The U.S. government should not attack legitimate
policies that countries the world over use to make medicines more accessible and affordable.
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Until recently, and in contrast to many other countries, the largest drug purchaser in the United States was
barred from negotiating drug prices. The Medicare Drug Price Negotiation Program established in 2022 is
projected to save taxpayers billions of dollars.’ Negotiated prices from the first and second rounds of
negotiations are estimated to save Medicare $6 billion and $8.5 billion, and patients $1.5 billion and $685
million, respectively, in the first year prices take effect. The program is also hugely popular — 88% of
Americans say it's important for the government to negotiate drug prices and two-thirds of Americans
want to see the program expanded.’ Several components of Germany’s negotiation framework were
informative for our own system.

Many new drugs add little clinical value but come at great expense (so-called ‘me-too’ drugs, that piggy
back on related innovations). An analysis of 216 drugs entering the German healthcare system between
2011 and 2017 found that over half showed no proof of added benefit over existing therapies.® Another
found that fewer than half of approved first indications for new drugs in the U.S. and Europe between
2011 and 2020 add substantial therapeutic value over existing treatments.”

To help ensure prices reward genuine innovation, price negotiation frameworks in the U.S. and Germany
assess clinical value compared to existing treatments. In Germany, a health technology assessment body
evaluates added clinical value over a therapeutic alternative based on data submitted by the drug’s
manufacturer.® If the assessment shows no evidence of added benefit, statutory health insurers will only
cover a certain amount of the cost, based on a price comparable to existing drugs, where applicable.” If
the drug is determined to offer minor, considerable, or major added benefit, the manufacturer and
statutory health insurers’ body negotiate a higher reimbursement price.'” When making price offers in the
Medicare Drug Price Negotiation Program, the Centers for Medicare and Medicaid Services (CMS) is
required to consider evidence of therapeutic value, including the extent to which selected drugs represent
a therapeutic advance as compared to existing therapeutic alternatives and the costs of those alternatives,
as well as the comparative effectiveness of selected drugs and therapeutic alternatives, among other
factors."" In contrast to Germany’s process independent from negotiations that relies on a standardized
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value assessment and categorization system, CMS considers factors itself without clear guidance on how
to weigh the degree of benefit over alternatives. However, approaches used in Germany and other
countries continue to inform ongoing policy debates in the United States regarding how more systematic
clinical evidence appraisal could inform pricing decisions."

Another aspect of Germany’s price negotiation framework, called binding arbitration, was among
proposals put forward for Medicare’s negotiation framework."” In Germany, if a drug manufacturer and
the statutory health insurance body cannot agree, an arbitration board determines the final price."* The
board includes representatives from the statutory health insurers’ body and the pharmaceutical industry,
among others."® Legislators in the United States ultimately opted for a less conservative approach. Instead
of deferring final price determinations to a third party, CMS retains the power to make final price offers it
deems appropriate, including in circumstances where negotiations fail because pharmaceutical companies
are not negotiating in good faith. As leverage to encourage the successful resolution of price negotiations,
the Medicare negotiation program penalizes manufacturers that fail to reach a final price by subjecting
them to a tax equal to a percentage of the drug’s sales, or allowing them to avoid the tax by withdrawing
all of their drugs from Medicare and Medicaid.'® The strategies in both Germany and the U.S. have had
success. In the five years after Germany instituted its negotiation system, drugs with no added therapeutic
benefit were more likely to be withdrawn from the market than those with added benefit (25% vs 2%)."”
In the United States, courts have upheld the Medicare Drug Price Negotiation Program in each of myriad
lawsuits raised by the pharmaceutical industry, including those targeting the financial penalty for refusing
to complete negotiations with CMS.'*

2. Germany’s pharmaceutical pricing policies are not unjustifiable, unreasonable or discriminatory.

Governments have the right and the responsibility to manage healthcare costs to protect the public and
steward taxpayer resources. Governments also recognize that expansive patent monopolies enable high
drug prices, which contribute to rising healthcare costs. National policies targeting patented products are
often readily explained by the reasonable need to manage healthcare costs, informed by the local context.

Germany’s 2026 Statutory Health Insurance Contribution Rate Stabilization Act (GKV-BStabG),"”
referenced in the Section 301 investigation notice, includes several measures intended to respond to the
budget shortfall (EUR15 billion by 2027, rising to EUR40 billion by 2030) facing public insurers' funds
which would lead to higher costs for the 90% of Germans that rely on statutory health insurance.?
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(noting that the Medlcare Payment AdV1sory Commlssmn also suggested blndmg arbitration related to negotlatlon of
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Among other suggestions, Germany’s Health Finance Commission recommended an adjustment to the
statutory rebate imposed on patented pharmaceutical products in order to “sustainably stabilize
expenditures for patented pharmaceuticals.” The Commission identified pharmaceutical spending
among the areas where costs have increased since 2024. Spending on patented pharmaceuticals, which
averaged an eight percent increase annually over five years, drove costs for the category.”? The report also
noted that spending was driven by higher prices of new patented drugs, rather than prescription volumes.*

The proposed “dynamic,” or “variable,” which was referenced in the Section 301 investigation notice,
was not included in the final law. Instead of the proposed expenditure-linked rebate, which would have
adjusted rebates based on spending growth for patented drugs and the financial capacity of the statutory
health insurance system, the law includes a fixed rebate set at 8.5% of a company’s sales price.* This is in
addition to the existing rebate of 7%.

These changes are not unreasonable, but national efforts to respond to a key driver of rising costs and
impending funding shortfalls in the health system. Notably, in response to pharmaceutical company
concerns, the German government changed from the proposed variable rebate to a static rebate to be less
burdensome to the industry.

Germany’s Federal Constitutional Court has previously ruled that an increase in the mandatory rebate is
constitutional. The court rejected pharmaceutical company complaints, noting that the rebate “serves the
legitimate purpose of ensuring the financial stability of the statutory health insurance system,” the
financing of which “constitutes an exceptionally significant interest of the common good.”*®

Thus, the rebate policy is justified by a rational public policy goal. It is also not discriminatory: it is
equally applicable to foreign and domestic entities.

The Section 301 investigation notice also states that “Germany conditions the confidentiality of
manufacturers' pharmaceutical pricing on certain criteria, including acceptance of a 9 percent price
discount and payment of additional administrative costs” as one of the claimed “means and tools that
Germany uses to implement its unfair pricing policies and practices.”’
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This is misleading. Germany’s new law offers drugmakers a new advantage: confidentiality.”® Under the
usual system, drugmakers are obligated to report prices, as they should be.”

Pharmaceutical corporations defend price secrecy to avoid scrutiny of their pricing practices.*® This
impedes the public’s interest in fair prices by preventing accountability, cross-market comparison, and
potentially fostering high, unreasonable prices.*' Countries across the globe, including the United States,
recognize that health price transparency can support affordability and healthy markets, and are

implementing transparency rules to that end.***

Far from being unfair to drugmakers, Germany’s law is creating more flexibility for them by letting them
opt out of price reporting requirements. Public Citizen would prefer Germany apply a much tougher
standard. If anything, Germany is overly generous in allowing drugmakers to elect to conceal their prices,
even if they are asked to choose between rebates and secrecy.

3. Germany’s prices are not “suppressed” and do not burden or restrict U.S. commerce.

The statute defines an “unreasonable” act, policy, or practice as one that “while not necessarily in
violation of, or inconsistent with, the international legal rights of the United States, is otherwise unfair and
inequitable.”* Such policies include those that deny “fair and equitable [...] nondiscriminatory market
access opportunities for United States persons that rely upon intellectual property protection,” including
“restrictions on market access related to the use, exploitation, or enjoyment of commercial benefits
derived from exercising intellectual property rights in protected works or fixations or products embodying
protected works.”*

Insulated by patents and other exclusivities, pharmaceutical companies charge prices beyond what would
be seen in a competitive market. This market power is reflected in rising launch prices for new drugs in
both Germany and the United States. In Germany, launch prices increased by an average of six percent
per year between 2011 and 2022.*¢ Between 2008 and 2021, U.S. launch prices increased by 20 percent
per year, or 11 percent after accounting for rebates.”” Drugmakers also regularly hike prices after market
launch. Between 2022 and 2023, among drugs with price increases, changes in list prices averaged out to
an additional $590 per product, driven by increases in already expensive medicines.** Among drugs
already on the market between 2007 and 2018, net prices increased every year by an average of 4.5
percentage points.”” U.S. prices are not more fair because they take place in a supposedly “free market”
— nor are they influenced by prices in other countries, as the Department of Commerce found in its 2004

% Sozialgesetzbuch (SGB) V [Social Code Book V] §130b(1¢) (providing pharmaceutical companies the option to
keep reimbursement prices for new drugs confidential if they give evidence that they are conducting research in
Germany. In exchange for confidentiality, the company agrees to a nine percent discount on the reimbursement
price).
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drug pricing investigation.** Rather, shielded by monopoly protections, companies set prices based on
what the market will bear.*!

Pharmaceutical companies do not have a right to these pricing excesses. Patents grant the right to exclude
competitors, a consequence of which is significant market power to set high prices; patents do not confer
the right to a particular price or pricing authority. U.S. courts have affirmed this, noting that while patent
rights “permit greater profits during a product’s exclusivity period,” they do not “create any affirmative
right to make, use, or sell anything.”** Where “federal patent laws do not confer a right to sell at all, they
do not confer a right to sell at a particular price.”* Based on this, courts have rejected claims that the
Medicare Drug Price Negotiation Program infringes property rights by limiting companies’ ability to sell
products at “market rates,” concluding, “[t]here is no protected property interest in selling goods to
Medicare beneficiaries [...] at a price higher than what the government is willing to pay when it
reimburses those costs.”™

In the absence of typical competitive constraints, and in response to high prices that do not reflect “fair
value” but the market power of the industry, Germany’s pricing policies help ensure they do not overpay.

This does not mean that German prices do not support research and development (R&D). As previously
mentioned, Germany’s drug price negotiation framework is designed to reward innovation.

Indeed, patented drug prices are not reflective of R&D costs. Research finds no association between R&D
costs and prices.” Top drug companies receive 163% of their global R&D costs from just the excess
revenue generated in the United States,*® underscoring that these companies earn well beyond their R&D
spending and don’t need to raise prices to maintain R&D investments. Exorbitant U.S. prices are not
necessitated by R&D costs and there is no evidence to support the claim that lower prices in other
countries burden the United States with higher costs.

This investigation should not conflate revenue with R&D. The vast majority of company revenue is not
spent on R&D. Large pharmaceutical manufacturers often spend more enriching shareholders than they
do developing new drugs. Over the past four years (2022 to 2025), the 15 publicly traded companies
whose drugs were selected for the first and second rounds of Medicare drug price negotiations
collectively spent $4.4 billion more on stock buybacks and dividends than on research and development.’
Moreover, pharmaceutical companies regularly overstate claims that pricing regulations will harm
innovation. For example, despite research showing that high-spend drugs approved for one or more
orphan (affecting fewer than 200,000 U.S. patients) indications recover R&D costs at rates comparable to
or faster than other high-spend drugs, pharmaceutical industry stakeholders continue to lobby for and win

lucrative carve-outs for these drugs from price negotiations.***

Allowing high prices and revenues alone to guide R&D discussions can actually undermine innovation as
the industry shifts investments to high margin products. For example, one study found that clinical trials
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for cancer medicines made up 46.6% of all trials assessed, indicating seemingly disproportionate levels of
research compared to other disease areas.® Pharmaceutical corporations also sometimes neglect
investments in products that would serve patients’ needs but not profit motives, such as research into new
antibiotics (the pipeline of new antibiotics from large research-based pharmaceutical companies has
shrunk by 35% since 2021)°! and neglected diseases (private industry contributed just 15% of the global
funding for neglected diseases in 2023).%

This dynamic also fails to take into account the massive public-sector contributions to innovation. In the
United States, the National Institutes of Health (NIH) plays a critical role in basic research and drug
development. NIH research contributed to virtually every new drug approved from 2010-2019.* While
omitting public-sector contributions to drug development from their pricing decisions, the pharmaceutical
industry is also not transparent with its R&D costs, and industry-reported R&D costs per new drug are
twice as much or more than figures from independent researchers.**

In the best case, monopolies and extreme pricing behaviors they enable are an inefficient way to pay for
research. Instead of focusing innovation support through these indirect means, policymakers should
consider other mechanisms—such as grants and prizes—to incentivize private sector investment and help
deliver products at affordable prices.> In the worst case, such as continuing a monopoly-based system but
limiting pricing policies that would help moderate it, this approach can harm patients.

As people in the United States know well, higher prices raise costs and make needed medicines harder to
access. Four-in-ten Americans struggle to afford their medicines.”® The U.S. pharmaceutical pricing
agreement with the U.K. underscores the risks posed to patients, with the deal expected to redirect billions
in health spending toward patented drugs over other health services, leading to an estimated 229,000
excess deaths over ten years, according to a recent study.’’

In sum, there is no evidence that the U.S. bears a higher cost burden due to lower drug prices in other
countries. U.S. prices are not reflective of fair value or justified by R&D costs. Drug prices are lower in
other countries compared to the United States because those countries have systems in place to moderate
the monopoly pricing excesses of prescription drug corporations. The United States is now implementing
domestic policies, including the Medicare Drug Price Negotiation Program, to address these pricing
excesses, which is reasonable considering the need to ensure medicines are affordable for patients and
taxpayers. We urge USTR to take no action and to drop its investigation.
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