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Chairman Durbin, Ranking Member Graham, and Members of the Committee, thank you for inviting me to
participate in today’s hearing. The robust competition that is created by the U.S. intellectual property (IP)
framework is critical to both innovation and affordability, and I appreciate the opportunity to explore this
topic with you in depth.

I am here today on behalf of the Pharmaceutical Research and Manufacturers of America (PhRMA). PARMA
represents the country’s leading innovative biopharmaceutical research companies, which are devoted to
discovering and developing medicines that enable patients to live longer, healthier, and more productive
lives. The biopharmaceutical sector is one of the most research-intensive industries in the United States: over
the last decade, PhARMA member companies have more than doubled their annual investment in the search
for new treatments and cures, including nearly $101 billion in 2022 alone, more than any other industry.'
This is also a vastly larger amount than the NIH spends on drug research and development, in FY 2020 the
entire NIH budget was $43.3 billion,? only 8% of which was focused directly on drug development, while
the biopharmaceutical industry as a whole invested $122 billion in research and development (R&D),* 100%
of which was focused on drug development.

PhRMA appreciates the Committee’s leadership in exploring opportunities to ensure affordable and
accessible medications and examining competition in the prescription drug market. This market relies on a
well-functioning, science-based regulatory system, strong and reliable intellectual property (IP) protections,
and coverage and payment policies that encourage medical innovation to thrive. My testimony today will
focus on two of those pillars, the IP system and coverage and payment policies.

As a starting point, America’s IP framework should be credited for its distinct ability to balance the
important goals of fostering innovation and promoting competition to control overall health care costs.
Patents and other forms of IP protection are critical for the biopharmaceutical industry due to the lengthy,
costly, and highly risky nature of biopharmaceutical R&D, which is necessary to bring innovative new
medicines to patients. Fewer than 12% of the drug candidates that make it into clinical trials are eventually
approved by the Food and Drug Administration (FDA). Estimates of total average capitalized pre-launch
R&D costs range from $161 million to $4.54 billion (2019 US$), including one estimate that found it costs
$2.6 billion to develop one medicine, including the costs of the many failures.*>

By many measures, America’s I[P framework has been a resounding success, promoting incentives for
innovation and patient access to needed medicines while leveraging our market-based system to drive
competition and achieve cost containment. Since 2000, biopharmaceutical companies have launched more



than 750 new medicines in the U.S., resulting in significant progress against some of the most costly and
challenging diseases.®”-®° Even though the period from 2009 and 2018 saw the introduction of many new
treatments and cures, a Congressional Budget Office (CBO) examination of nationwide trends in medicine
prices found that the average net price per prescription in Medicare Part D and Medicaid declined during that
time period. '

These savings result from a unique system of cost containment: over time, new medicines help to improve
patient outcomes and reduce overall health care costs while paving the way for lower-cost generics and
biosimilars that bring long-term value to patients and the health care system.!! As a result of the strong legal
and regulatory frameworks that undergird this system, today 90% of prescriptions filled at the pharmacy
counter are filled with generics and biosimilars, offsetting most of the health care spending on new brand
drugs.'? Going forward, net prices for brand medicines are projected to decline by up to 4 percent annually
through 2028, and total prescription spending as a share of National Health Expenditures (NHE) is projected
to remain constant at 14% through 2030, exactly the same share as it has been for the last decade.'® Similar
cost containment mechanisms do not exist for other health care services.'*

Unfortunately, however, critics often rely on a misguided understanding of the vital role of IP to the
biopharmaceutical research ecosystem to call for reforms that would put this carefully balanced system at
risk over the long term. As such, it is more critical now than ever that we advance thoughtful policies that
continue to incentivize urgently needed innovation while supporting a competitive marketplace.

For decades the competitive dynamics in the market for prescription medicines have worked successfully to
balance innovation, patient access, and cost containment. But that balance is increasingly threatened by the
misaligned financial incentives and conflicts of interest that characterize the pharmacy benefit manager (or
PBM) market today. In recent years, the three largest PBMs have vertically integrated with health insurers,
specialty and mail order pharmacies, and provider groups to form large health care conglomerates that are
significantly impacting whether patients are able to benefit from biopharmaceutical innovation. These
vertically integrated organizations have enormous influence over which medicines patients have access to,
the circumstances under which those medicines are covered, and when and where they can be dispensed or
administered to patients. A growing share of PBM compensation is now tied to the list price of medicines, '°
which experts note can distort the market by incentivizing PBMs to prefer medicines with higher list prices
and large rebates over lower cost alternatives.'® Rather than ensuring patients have rapid access to generics,
biosimilars, and lower price therapies, we see PBMs denying or restricting coverage for these medicines.!”!®
Instead of using the rebates they negotiate with manufacturers to lower patient cost sharing, we see PBMs
requiring patients to pay their deductibles and coinsurance based on a medicine’s undiscounted list price. We
discuss the ramifications of these practices later in the testimony.

PhRMA supports market-based solutions that will spur continued brand-to-brand, generic, and biosimilar
competition while incentivizing medical advances to save and improve patient lives. In addition, we believe
there are meaningful policy solutions that would solve the true barriers to patient access and affordability and
improve competition that would not harm the IP system that underpins America’s leadership in
biopharmaceutical innovation. My comments provide context on the critical role of the biopharmaceutical
industry in the U.S. economy, the existing statutory frameworks that increase access to generic and



biosimilar medicines while preserving incentives for innovation, the importance of the Bayh-Dole Act to the
research ecosystem, the role of medicines in reducing spending on health care and improving patient
outcomes, the impact of the Inflation Reduction Act (IRA) on competition, the impacts of vertical integration
in the health care marketplace, and policy proposals to enhance competition.

Overview of How the Biopharmaceutical Industry Boosts the U.S. Economy

The biopharmaceutical industry is a major driver of innovation and economic growth both within the U.S.
and globally. Through its research, production, and overall operations, the U.S. biopharmaceutical industry
directly accounts for 1.6 percent of U.S. GDP (i.e., its “value added”). Including the economic activity driven
in other sectors of the economy the industry generates and supports more than $880 billion in value

added within the economy, or 3.4 percent of U.S. GDP."

The U.S. biopharmaceutical research sector leads the world in the development of new medicines with about
8,000 in development globally.?® The sector generates high-quality jobs and powers economic output and
exports for the U.S. economy, serving as “the foundation upon which one of the U.S.” most dynamic
innovation and business ecosystems is built.”?! The U.S. biopharmaceutical sector directly employed more
than one million workers in 2022, and with its substantial employment multiplier of 4.69, the industry
supports more than 3.8 million additional jobs for a total employment impact of more than 4.9 million jobs
supported across the U.S. economy.?? The R&D intensive nature of the industry generates a productivity
level of more than $402,000 per employee. In 2022 that was more than twice that of the average U.S.
manufacturing worker, and more than three times the average U.S. worker. Furthermore, biopharmaceutical
industry jobs are both high-wage and high-quality with average wages and benefits of more than $157,000
per worker, more than twice the average U.S. worker.??

Biopharmaceutical companies also support the broader life sciences ecosystem in the United States. The
corporate venture capital funds of major biopharmaceutical companies “play an essential role in the
sustainability of the biotech ecosystem, advancing the future of pharmaceutical innovation and biotech
entrepreneurship.”?* All of this has a ripple effect throughout the U.S economy, in 2022 the
biopharmaceutical industry exceeded $800 billion in direct output and supported an additional $850 billion
in output through its supplies and other sectors of the economy for a total of more than $1.65 trillion.?>

Overview of the Statutory Frameworks that Increase Competition while Preserving Incentives for
Innovation

As noted by the former Director of the U.S. Patent and Trademark Office (PTO) Andrei Iancu, “the progress
we have made in the past 200 years is absolutely unparalleled in human history and most of that has been
backed by patents.”?® That progress is due to recognition by the Framers of our Constitution of the
importance of robust IP protections, empowering Congress in Article 1 Section 8§ of the Constitution “To
promote the progress of science and useful arts, by securing for limited times to authors and inventors the
exclusive right to their respective writings and discoveries.” Under Section 101 of the Patent Act, 35 U.S.C.
101, Congress provided that broad categories of inventions are eligible for patent protection: new and useful
processes, machines, manufactures, or compositions of matter, as well as “any new and useful
improvement.”



In the biopharmaceutical sector, Congress recognized the need to provide approval pathways that foster
competition through the market entry of generic and biosimilar medicines while also maintaining incentives
for innovation. Two key statutory frameworks simultaneously reward innovation while establishing
streamlined approval pathways for generic or biosimilar products. Both patents and the exclusivities
provided under the statutory schemes, the Drug Price Competition and Patent Term Restoration Act of 1984,
also known as the Hatch-Waxman Act, and the Biologics Price Competition and Innovation Act (BPCIA),
have been successful in both fostering innovation and creating robust generic and growing biosimilar
markets.

The Hatch-Waxman Act was enacted in response to a landscape in which innovator companies were losing
substantial effective patent life during clinical development and the FDA review and regulatory approval
process. At the same time, generic companies did not have an abbreviated pathway for approval of generic
copies of drugs approved after the 1962 amendments to the Federal Food, Drug, and Cosmetic Act after IP
protections expired, and could not perform the studies need to support approval during the innovator patent
term. The Hatch-Waxman Act created a framework that allowed generic companies to develop products
during the period of innovator patent protection without liability for patent infringement,?’ overturning a
Federal Circuit decision to the contrary,?® and seek FDA approval to market products immediately upon
patent expiration, or even prior to patent expiration if they challenge patents through the litigation framework
created by the Hatch-Waxman Act. In addition, to protect the valuable clinical data generated by innovators
during the drug development process, Congress also provided data protection for the innovator drug. Under
the Hatch Waxman Act, with certain limited exceptions, generic companies must wait 5 years before filing
abbreviated new drug applications for drugs including a new active moiety.

Given the nature of the framework created, patent litigation is an explicitly contemplated part of the generic
pathway, as are settlements of such litigation. The patent challenge procedure under the Hatch-Waxman Act
has proven to be a robust means for generic applicants to attempt to market generic versions prior to
expiration of listed patents. As a result, the effective patent life for small molecule medicines is about 13.0
years for drugs with sales greater than $250 million in 2008 dollars the year before generic entry, and 14.1
years overall.?’ This means that small molecule brand medicines face generic competition between 13-14
years after brand launch, even though the basic patent term is 20 years. Over the 40 years since enactment of
the Hatch-Waxman Act, patent challenges from generic manufacturers (in the form of paragraph IV
certifications) have been filed more frequently and earlier in the brand-name drug life cycle, with many as
soon as possible under the statute—in the case of a new chemical entity, as early as 4 years after FDA
approval.*

The BPCIA was enacted in 2010 and was intended to strike a balance between providing access to biosimilar
medicines and preserving incentives for innovation of biological products. Through the BPCIA, Congress
created an abbreviated approval pathway for biosimilar and interchangeable biological products. Biosimilar
applicants also may develop products during the period of innovator patent protection without liability for
patent infringement. At the same time, Congress provided incentives for innovation by providing for a data
protection period governing when biosimilar applications could be submitted (as early as four years after
approval) and approved (as early as 12 years after approval of the reference or innovator product). Congress
also created a different procedure for litigating in court validity and applicability of patents covering the



biosimilar product. Although the dynamics created by the Hatch-Waxman Act and BPCIA litigation
procedures differ, they both allow for, and naturally lead to, premarket patent litigation. Since Congress
enacted the BPCIA in 2010, a robust biosimilars market has emerged in the U.S, with 38 biosimilars
launched and competing on the market against 16 brand biologics, resulting in $23.6 billion in savings since
the first biosimilar entry in 2015.3%:32

An important provision of the Hatch-Waxman Act allows the basic term of one of the innovator’s drug
patents to be extended up to fourteen years from the approval date to ensure that research intensive
companies will have the necessary incentives to conduct their R&D activities.! This partial patent term
restoration is based on the effective patent life lost in FDA review and half of the time lost during clinical
development, capped at 5 years, with the extended patent term not to exceed 14 years from FDA approval.*’
During the Congressional debate about the Hatch-Waxman Act it was noted that Congress had carefully
considered the 14-year period: “[B]y providing up to fourteen years of market exclusivity, the Committee
expects that research intensive companies will have the necessary incentive to increase their [R&D]
activities.”** This period of time to get a return on R&D investment was a pivotal feature of the Hatch-
Waxman Act and was described at the time as the “heart of the compromise.”3*

IP fosters both innovation and competition, and these dual purposes can be enhanced with carefully crafted
statutory schemes. The Hatch-Waxman Act and the BPCIA are two such schemes, resulting in $2.9 trillion in
savings over the past ten years alone.>

Patents Also Support Critical Post-Approval Innovation

R&D doesn’t stop the minute a medicine is first approved by FDA. R&D investment in medicines is an
ongoing process that continues long past initial FDA approval, resulting in innovations that improve the lives
of patients, including new uses, novel delivery mechanisms and new dosing schedules. These advances can
involve significant R&D investments and lengthy and resource-intensive clinical trials, with no guarantees of
success. Post-approval R&D can lead to new or improved treatment options for patients that may enable
better health, quality of life, or reduce treatment burdens improving treatment adherence and health
outcomes.

Patents are necessary to incentivize this important work and to ensure the full clinical benefit of medicines
are realized. As a result, patents touch nearly every facet of biopharmaceutical production and use, from the
active ingredient or component that produces its biological effect, to formulations of it, to new uses of it, to
the way it is made; the result of this breadth of innovation is that most medicines are associated with many
patents.

The types of patents covering biopharmaceuticals include:

e Active ingredient or component patents. These are the ingredients of the drug that have a
physiological or pharmacological action.

! Note that patent term restoration also applies to biologic medicines.



Drug product patents. These refer to the particular form in which the medicine is delivered to a
patient. New dosage forms for already FDA-approved medicines can increase patient adherence to
therapy, ensure a proper dose is taken, and improve quality of life for patients who must use the
medication on a prolonged basis. In turn, these innovations may result in improved health outcomes
and a reduction in unnecessary use of health care services, such as hospitalizations. For example,
long-acting injectable forms of oral treatments for schizophrenia have allowed for administration
every two weeks or even as little as every 6 months. Long-acting forms have led to improved
adherence and savings driven primarily by lower hospitalizations and outpatient care.?”-38

Methods of use/treatment patents. Knowledge and understanding of a medicine continue to build over
time, through additional study and collection of data. This additional research can culminate in
approval of new uses of medicines in different patient populations, conditions, and disease states,
expanding treatment options for patients. As an example, medicines initially developed for use in
rheumatoid arthritis have been shown to also help treat other autoimmune conditions that share
similar molecular pathways, including Crohn’s disease and ulcerative colitis. In oncology, for
example, research is often under way on multiple additional indications at the time of approval of the
initial indication, with post-approval clinical research often demonstrating significant clinical benefit
of the therapy in a different disease, stage of disease or population.

Methods of manufacturing patents, which cover innovations in the process or steps to manufacture
increasingly more complex medicines. Advances in manufacturing processes can improve medicines,
such as by removing potential impurities that could impact the quality of the medicine. These
innovations similarly require R&D incentivized by IP protections. In some cases, innovator firms
(and, for that matter, biosimilar firms) may have developed more precise analytical methods, as well
as more precise understandings about the effects of different manufacturing method changes. For
R&D intensive industries, the manufacturing process is a key factor in developing new products.
That’s because in these industries, product and process innovation are often intertwined.
Manufacturers justifiably may seek to protect these innovations, while also disclosing these processes
to the public, through patents. Although biosimilar competitors may need to consider how they will
proceed in light of the patents, one approach is inventing around the methods disclosed in the patent.
As noted previously, prospective applicants can also choose to challenge the patents or their
applicability through the process articulated in the BPCIA.

In contrast to patents that cover the composition of a new compound, new uses, new dosage forms
and new methods of manufacturing can be invented at any point in the product lifecycle, and thus
patent applications for them can also be filed throughout the product lifecycle. For instance, new
methods of manufacture that reduce the potential for immunogenicity are often invented years after a
biologic is discovered or has obtained regulatory approval. In addition, manufacturers may invent
novel methods for purifying proteins that are more efficient or allow for more precise recovery of
specific proteins. Such advances in manufacturing methods should be incentivized to maximize
product quality, safety, and effectiveness and ensure efficient delivery of a consistently safe and
effective product to patients.



The Importance of the Bayh-Dole Act to the Innovation Ecosystem

Strong and reliable IP protections are critical to fostering public-private partnerships and other forms of
collaboration. Congress passed the Bayh-Dole Act in 1980 with bipartisan support to incentivize the private
sector to transform discoveries resulting from government-funded early-stage research into useful products
in any sector. By allowing grant recipients such as universities to retain the title to the patents covering their
inventions and enabling them to license the patents and right to use those inventions to private sector
partners, the Bayh-Dole Act facilitates the development of commercially available medical treatments. Prior
to enactment of the Bayh-Dole Act, the government retained the patents on federally-funded inventions —
and only 5% of those patents were ever licensed for use in the private sector.?* Collaboration was further
incentivized by The Federal Technology Transfer Act of 1986, which authorized Federal laboratories to enter
into cooperative research and development agreements (CRADASs) with private businesses and other entities.
These policies have proven critical to maximizing taxpayer benefit for government-funded research. Several
studies have demonstrated that increases in NIH-funded basic research results in increased private R&D and
innovation.*’ Analysis of industry R&D spending data found that in the decade following an increase in NIH
funding, private R&D spending grew by about 8 times as much as the increase.*! Another study found that
each $10 million increase in NIH funding resulted in a generation of knowledge that catalyzed private sector
investment with a net increase of 2.7 private sector patents per $10 million.*?

While many medical breakthroughs begin in the research laboratories at the NIH or federally funded
academic medical centers, technology transfer is what makes these discoveries available to improve public
health through licensing and collaboration agreements with the private sector. According to the NIH Office
of Technology Transfer, “technology transfer moves medical innovation from the benchtop through
additional research and development, testing, regulatory approval, manufacturing, and finally to distribution
as a medical product which will improve the health of everyone.”*® Partnership between the government and
the private sector is critical because each plays a fundamentally different but complementary role in the
biopharmaceutical research and development ecosystem. According to the Congressional Budget Office
(CBO), “the complementary relationship between public and private R&D spending arises mainly because
NIH funding focuses on basic research that leads to the discovery of new drugs and vaccines, whereas
private spending focuses on applications of such research.”* While NIH plays an important role in fostering
basic research in genomics, molecular biology and other life sciences that have identified new disease
mechanisms, these discoveries are far from fully developed therapies for patients.

The biopharmaceutical industry’s unique role in the research ecosystem is to utilize its scientific and
industrial expertise to take the necessary risks to build upon and further advance basic science research into
safe and effective treatments that can be made available to patients. The federal government cannot research,
develop and manufacture new treatments and vaccines without the resources, scientific expertise, R&D,
manufacturing and technological platforms from private sector biopharmaceutical companies. A rich body of
research describes the nature of the complementary roles of the public and private sectors in advancing
medical treatments. In 2001, the NIH concluded in a study for Congress that the biopharmaceutical industry
was responsible for the discovery and development of 91 percent (43 out of 47) of all the top-selling
marketed drugs in 1999.43 A 2010 analysis of 252 drugs approved between 1998 and 2007 found that 76
percent originated in industry vs. 24 percent in academia.*® A 2014 study of the most transformational drugs



of the 25 prior years, as identified by over 200 physicians, found that the private sector was responsible for
the vast majority of the work required to develop a therapy.*’ An analysis of the contribution of NIH funding
to new drug approvals 2010 — 2016 found that although NIH funding contributed to published research
associated with every one of the 210 new drugs approved by the FDA in those years, 90% of the NIH
funding supported basic research related to the biological targets for drug action rather than the drugs
themselves.*® And an analysis of 23,230 NIH grants awarded in the year 2000 that were ultimately linked
through the reported patent filings to 18 FDA-approved therapies showed that NIH funding totaled $0.670
billion, whereas private sector funding totaled $44.3 billion.*’ The research reflects that the disparate funding
between the public and private sectors is a feature of allowing each sector to perform the role it does best in
the ecosystem with federal funding: the public sector performs basic research to identify nascent concepts,
and the private sector contributes the technical expertise and takes the significant, and necessary, financial
risks to bring the initial research to fruition in the marketplace.

The NIH has certain rights and procedures when it seeks to license a patented invention for further
development by the private sector. Companies that want to obtain a license to develop an NIH invention
must complete an application, and if the applicant has requested an exclusive or partially exclusive license
the NIH will publish a notice in the Federal Register, as required by law, and after review and evaluation of
public comments will make a final determination regarding the license.’ Private companies often prefer
exclusive licenses that allow them to be the sole user of a patented invention for a specified period of time in
order to provide a measure of certainty and predictability during the highly risky, lengthy, and costly drug
development process which can cost an average of several billion dollars and take 10-15 years and with
limited probabilities of success.’! Manufacturers seek the certainty and predictability provided by IP
protections to make the decades-long investments in new technologies, and in building and expanding upon
state-of-the-art manufacturing facilities.

Though the Bayh-Dole Act allows the federal government to “march-in” under a narrow set of
circumstances, “march-in” was never intended to serve as a mechanism for regulating the pricing of any
products, including prescription medicines. The law’s provisions provide the right for the government to
“march in” under a narrow set of circumstances and force patent holders to grant a license to a “responsible
applicant” able to utilize the technology to address an unmet need. In the nearly four decades that the Bayh-
Dole Act has been in place, NIH, after careful review, has rejected each of the 7 march-in petitions based on
pricing that have been submitted to the agency. In each case, NIH consistently concluded that the products
subject to a march-in petition had reached practical application and health or safety needs were reasonably
satisfied. Even in an instance where march-in was requested to respond to a manufacturing supply challenge,
NIH concluded that the manufacturer was “working diligently to resolve its manufacturing difficulties”? and
“no remedy that is available under the march-in provision would address the problems identified by the

requestors.”>>

Policy proposals to place pricing restrictions on the private sector as a condition of partnering with the
government have been tried before with disastrous results for patients and taxpayers. In 1989, the NIH
imposed “reasonable pricing” conditions in all CRADAs between federal labs and outside parties to conduct
research or development. The policy was revoked in 1995 after public meetings were held with companies,
patient advocates and researchers after which the agency concluded that these pricing conditions



significantly chilled collaboration between the public and private sectors.>* In his announcement of the
decision, then Director of the NIH, Harold Varmus, M.D. said, “An extensive review of this matter over the
past year indicated that the pricing clause has driven industry away from potentially beneficial scientific
collaborations with PHS scientists without providing an offsetting benefit to the public,” Dr. Varmus further
said, “Eliminating the clause will promote research that can enhance the health of the American people.”>
After the removal of the clause, there was a subsequent rebound in CRADAs. 3

In an Op-Ed to the Washington Post, the bill’s authors Senators Birch Bayh and Bob Dole stated, “The
ability of the government to revoke a license granted under the act is not contingent on the pricing of a
resulting product or tied to the profitability of a company that has commercialized a product that results in
part from government-funded research. The law instructs the government to revoke such licenses only when
the private industry collaborator has not successfully commercialized the invention as a product.”>’ Similar
provisions cover the licensing of NIH inventions, which empower the NIH to terminate the license in whole
or in part if the agency determines that the licensee is not executing its commitment to achieve practical
application of the invention, the licensee if in breach of an agreement, termination is necessary to meet
requirements for public use, or the licensee has been found by a court to have violated Federal antitrust laws
in connection with its performance under the license agreement. Changing policy on these provisions to
allow price to be considered as a factor for action on the part of NIH would chill the private sector’s
willingness to enter into contractual agreements and licenses with the agency.

Prescription Medicines Play a Kev Role in Reducing Spending on Health Care and Improving
Patient Qutcomes

Prescription medicines are transforming the treatment of many diseases, resulting in decreased mortality
rates, improved health outcomes and better quality of life for patients. For example, game-changing new
medicines have played a key role in declining mortality across many forms of cancer. Due in part to many
treatment advances, since peaking in the early 1990s, cancer death rates have declined by 33%.® Similarly,
since the introduction of highly effective antiretroviral therapy in the mid-1990s and the many treatment
advances that followed, the HIV/AIDS death rate has declined by 91% and patients with HIV today can hope
to live close to normal life spans.®” Across many diseases, biopharmaceutical innovation is ushering in the
next generation of treatment advances for patients while also driving greater efficiency in health care. For
example, personalized medicines are increasingly enabling the targeted delivery of the right medicine to the
right patient at the right time—achieving better outcomes and avoiding unnecessary health care utilization.

Innovative medicines are a crucial part of the solution to our most pressing health care challenges, as they
can dramatically reduce existing disease burden while helping to avoid other costly medical care by keeping
patients healthy and out of the hospital. Importantly, unlike other parts of the health care system, new
medicines also provide long-term value to society as they pave the way for low-cost generics and
biosimilars, which improve health in perpetuity while keeping spending on prescription medicines a small
and steady share of overall health care spending.®® Meanwhile, the costs of hospitalizations, emergency room
visits, and other medical procedures and services comprise a growing share of the nation’s overall health care
burden and threaten the future sustainability of our health care system.



Better disease management achieved through use of prescription medicines has long been credited with
avoiding health complications and avoiding spending on other costly health care services such as emergency
room visits, hospital stays, surgeries and long-term care. But new medicines can also dramatically reduce
spending on existing disease burden and associated health care costs. These features make prescription
medicines a central component of any strategy to improve health while reducing costs.

Improved adherence to prescribed treatment regimens is one of the primary mechanisms by which
prescription medicines have demonstrated these cost-saving or “offsetting” benefits. A large body of
evidence demonstrates that better use of medicines can reduce other sources of health care spending across a
broad range of chronic conditions. For example, one study by CMS and CVS researchers found that every $1
spent on medicines for adherent patients with congestive heart failure, high blood pressure, diabetes, or high
cholesterol generated $3 to $10 in savings on emergency room visits and inpatient hospitalizations.®!-6?
In the Medicare program, savings associated with improved adherence to treatment regimens to address

chronic conditions is also well documented:

e Medicare saved $2.3 billion due to improved adherence to congestive heart failure medications as a
result of seniors and people with disabilities gaining Medicare Part D prescription drug coverage.
Further improvements in adherence could potentially save Medicare another $1.9 billion annually,
generating upwards of $22.4 billion in federal savings over 10 years.%

e Among Part D beneficiaries with diabetes, adherence to therapy reduced total Medicare spending by
$4,000 and fully offset the cost of medications for select therapeutic areas over 2 years. %

e Another study found that if Medicare beneficiaries who were nonadherent to high blood pressure
medications became adherent, Medicare could save $13.7 billion annually, with over 100,000
emergency department visits and over 7 million inpatient hospital days averted.®

Evidence of medication adherence driving medical cost savings is similarly apparent in the Medicaid
program. Among Medicaid patients with congestive heart failure, hypertension, high cholesterol, diabetes,
asthma/chronic obstructive pulmonary disease, depression and schizophrenia/bipolar disorder, improvements
in adherence could produce $8 billion in savings annually.®® Similarly, Medicaid patients with schizophrenia
who were adherent to their antipsychotic treatments had, on average, $20,787 lower health care costs than
non-adherent patients over the course of a year.%” And if 80% of the children enrolled in Medicaid achieved
high adherence to asthma treatment in just 14 states, Medicaid could achieve $57.5 million in savings in one
year.%®

Beyond common chronic illnesses, a growing body of evidence demonstrates savings from use of medicines
to treat complex chronic health conditions. For example, research shows that better adherence to medicines
to treat Parkinson’s disease, Crohn’s disease, cystic fibrosis, multiple sclerosis and advanced melanoma
leads to lower health care spending. %% 70717273

Notably, the cost-saving benefits of prescription medicines are specifically supported by research showing
that use of medicines curbs overall Medicare spending growth. One study found that roughly half of the
marked slowdown in Medicare spending growth over the past decade or more is attributable to fewer acute

10



events among patients with cardiovascular disease. Moreover, about half of the reduction in cardiovascular
deaths is due to greater use of cardiovascular medications capable of reducing hospitalizations for heart
disease and stroke. The authors underscore the role that improved use of therapies can play in reducing acute
events and medical spending over time.”*

Given the immense disease burden across a range of health conditions in the United States, the opportunity
to improve health and drive savings through better medication adherence in the years ahead is substantial.
Consider chronic illness: 6 in 10 Americans have one or more chronic conditions, and 42% have 2 or more.”>
The cost of treating chronically ill patients accounts for 90% of the nearly $4 trillion spent on health care in
the United States each year.”®”” The number of individuals with 3 or more chronic conditions is projected to
nearly double by 2030, greatly increasing the economic burden of chronic disease.”® But it is estimated that
just half of medications for chronic diseases are taken as prescribed.”

Moreover, in communities of color, evidence suggests that lower medication adherence is a key driver of
health inequities across insurance coverage types and patients with a wide range of diseases, such as high
blood pressure, hepatitis C and many more.38!:82 The downstream consequences of medication
nonadherence include increased health care costs, poor health outcomes,®** and increased risk of
mortality.®® Therefore, the longstanding disparate outcomes faced by patients of color and other underserved
communities represent enormous potential to reduce health care costs through improved adherence, while
also driving towards a more equitable health care system.

The IRA Threatens the Future Innovation That Will Make Our Health Care System More Sustainable

Unfortunately, as a result of the price-setting policies imposed by the Inflation Reduction Act (IRA), the
biopharmaceutical innovation most likely to drive down other health care costs will unfortunately be
discouraged. In fact, these policies are expected to reduce the number of medicines developed in the future,
some of which could reduce or eliminate the need for hospitalizations, surgeries, or other costly medical
care. Accounting for this negative impact on patient health, one study from economists at the University of
Chicago estimating the impact of certain price setting policies on biopharmaceutical innovation, found they
would increase overall health care spending by $50.8 billion over a 20-year period.?’

Specifically, the IRA allows the government to set prices for eligible medicines in Medicare. Small
molecules—those that typically come in pill or capsule form—may be selected just 7 years after FDA
approval, and biologics can be selected at 11 years—with the government-set price going into effect for both
types of medicines 2 years later. As a result, these medicines would face price setting earlier than they would
otherwise face generic or biosimilar competition. Shortening the timeframe by which manufacturers can earn
potential revenues on medicines is expected to impact the future development of treatments.5®

The timelines for price setting in the IRA also fails to recognize that after initial FDA approval, additional
clinical studies—often those involving clinical trials—are conducted to understand the benefits of medicines
in other diseases, treatment populations or in combination with other therapies. As a result,
biopharmaceutical companies are now forced to make difficult decisions about whether it is feasible to invest
in post-approval R&D that could lead to important new uses for already approved medicines. In disease areas
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that rely heavily on this form of R&D to drive treatment advances for patients, the impact of these
disincentives may be devastating.®’

Additionally, CMS’ inappropriate approach to defining qualifying drugs by active ingredient or moiety
rather than by marketing application treatment under the new price setting framework further discourages the
development of new dosage forms and formulations. To illustrate this point, while CMS was permitted to
select 10 drugs for the first price-setting year, CMS’ definition of drugs that qualify for price-setting enabled
it to sweep in a broad range of dosage forms and formulations—including those that were submitted under
entirely different drug applications. These actions send a clear signal discouraging drug manufacturers from
developing new or improved dosage forms and formulations which offer to ease treatment burdens or
improve outcomes for patients.

Moreover, by affording small molecule medicines a shorter timeframe on the market relative to other
medicines before price-setting may occur, the “pill penalty” especially jeopardizes the development of these
critical treatments and the post-approval R&D that is necessary to realize their full therapeutic potential. In
disease areas such as cancer, where the majority of medicines approved are small molecules and post-
approval R&D has been indispensable in driving progress for patients, the impact of price setting is expected
to be substantial.”® In fact, research shows more than 60% of small molecule cancer medicines approved a
decade ago received additional indications in later years, and nearly half of those occurred 7 or more years
after initial approval.’!

One of the reasons small molecules play such an important role in the treatment of cancer is their unique
ability to reach therapeutic targets inside cells. Similarly, the ability for small molecule medicines to cross
the blood-brain-barrier also make them critical in the treatment of diseases with therapeutic targets inside the
brain—including illnesses impacting the central nervous system, mental health conditions,
neurodegenerative diseases, and many more.”?

Beyond the reliance of small molecules in the treatment of many illnesses, they also provide great flexibility
and convenience to patients, reducing barriers to treatment adherence—particularly as they are often
available in oral dosage forms, which may be easily stored at home and self-administered. These features in
turn reduce the burden of transportation challenges, caregiver costs, lost wages and other hurdles that have
played a role in driving treatment non-adherence and longstanding health inequities.”® Unfortunately, the
IRA risks leaving many patients who rely on these valuable treatments behind.

In addition to the impacts on innovation, the IRA disrupts both the Hatch-Waxman and the BPCIA
frameworks by substituting government price setting for future competition from generics and biosimilars.
That is because, as the law has no floor price, it allows the government to impose such low prices on an
innovator product that biosimilar and generic manufacturers may not be able to compete in the market,
discouraging them from bringing products to market in the first place. This risk is heightened by the fact that
generic and biosimilar manufacturers will not be able to predict with any certainty whether the branded
reference product they are seeking to compete against will be selected for price setting under the IRA at the
time when they need to make their investment and development decisions.
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Specifically, with regard to small molecule drugs, the IRA undermines existing incentives for generic
competition established in the Hatch-Waxman Act of 1984 by implementing price-setting far earlier than
current timelines for generic competition. Currently the average effective patent life for small molecule drugs
before generics enter the market is 13 to 14 years.”* But under the IRA, the government may impose a set
price for small molecule medicines 9 years after FDA approval, far earlier than current timelines. This
timeline may be further exacerbated by CMS’s inappropriate approach to defining qualifying drugs by active
ingredient or moiety rather than by marketing application. That means potential generics must now weigh the
economic viability of entering the market to compete against a brand product with a low government-set
price. But generics rely on the ability to offer sharply lower prices to attract market share from brand
competitors. In fact, generics often enter the market immediately upon patent expiration and are often
adopted rapidly as a result of this successful dynamic. Today, 90% of prescriptions filled at the pharmacy are
filled with generic or biosimilar medicines and many capture as much as 90% of the market within 3 months
of entry.?® But with limited ability to offer a sharply lowered price to attract market share from the price-set
brand, the IRA imposes restraints on generic competition and upends incentives that currently drive market
entry.

With regard to biologic medicines, the IRA will also strongly discourage biosimilar development as the new
framework imposed by the IRA is at odds with the timelines created under BPCIA. The IRA allows for
biologics to be selected for price-setting at year 11, with the government-set price going into effect 2 years
later, unless the biologic has a biosimilar available. But under the BPCIA, a biosimilar cannot be approved
until 12 years after the first licensure of a reference biologic. Seemingly to mitigate against this tension, a
special rule was established in the law, which allows for potential biosimilar manufacturers to request a
“pause” in the price setting process if there’s a “high likelihood” for biosimilar entry within the requisite
timeframe. However, the biosimilar pause leaves too much uncertainty as to whether or not drugs with
legitimate biosimilar competition will be able to be exempted from price setting. This reality makes the
decision to invest in biosimilar development extremely risky and potentially financially infeasible moving
forward. Biosimilar manufacturers face long development timelines and significant costs due to the
complexities of biologics manufacturing. In fact, biosimilar development can take 7-8 years and $100-$250
million in investment.’® As a result, the prospect of entering a market to compete against a low government
price-set product is likely to serve as a significant disincentive for biosimilar manufacturers.

The negative impact on the future of generic and biosimilar competition is already apparent with selection of
CMS’ initial list of drugs for 2026.°” In fact, the majority of medicines on CMS” initial drug selection list for
price setting already face pending generic and biosimilar competition.”® However, due to the provisions in
the IRA and CMS’ flawed interpretation, if the pending generic and biosimilar products are unable to reach
the market by August 1, 2024, they will be forced to compete against price-controlled products, reducing the
chances of success in the marketplace. The disruption to longstanding legal and regulatory frameworks
comes with considerable risk, potentially jeopardizing future competition and savings driven by generics and
biosimilars in the years ahead. These savings totaled $408 billion last year alone, including $130 billion to
Medicare.”

Impacts of Vertical Integration on Competition in the Health Care Marketplace

The PBM industry is dominated by three large companies with opaque business practices
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PBMs act as intermediaries on behalf of payers to control coverage and reimbursement arrangements for
prescription medicines. Situated between the biopharmaceutical companies that research, develop and
manufacture innovative medicines and the patients likely to benefit from those treatments, PBMs play a
central role in determining which medicines patients will have access to and at what cost for hundreds of
millions of Americans.

After nearly two decades of horizontal consolidation, the PBM industry is now dominated by three large
companies: CVS Caremark, Express Scripts, and OptumRx.!%’ The combined share of these three largest
PBMs has grown significantly, from 48 percent of prescription drug claims in 2010 to 80 percent in
2023.101192 Today, just six companies control 94 percent of prescription drug claims'® and patients residing
in more than three quarters of states are subject to highly concentrated “PBM markets” as defined by
Department of Justice (DOJ) and Federal Trade Commission (FTC) Horizontal Merger Guidelines.'* In
many instances, smaller PBMs contract or partner with larger PBMs to leverage their infrastructure, with the
larger entities acting as rebate aggregators in the commercial market for the smaller entities.!%>!% Such
arrangements further contribute to the overall concentration of negotiating power. %’

In recent years, the three largest PBMs have vertically integrated with health insurers, specialty and mail
order pharmacies, and provider groups to form large health care conglomerates. These vertically integrated
organizations have enormous influence over which medicines patients have access to, the circumstances
under which those medicines are covered, and when and where they can be dispensed or administered to
patients. The three largest PBMs have become key drivers of revenues and profits for their respective
vertically integrated organizations.'®® Express Scripts generated more than 70 percent of its parent
company’s total revenues, and OptumRx and CVS Caremark were responsible for approximately one third of
their affiliated insurance companies’ total revenue in 2023.!%

Extensive consolidation and vertical integration throughout the health care delivery system, including PBMs,
insurers, hospitals, providers, and their affiliates, can have wide reaching effects on (1) patients’ out-of-
pocket costs, (2) patients’ access, choice, and quality of care, (3) broader health system costs, and (4) market
dynamics.

Consolidation and Vertical Integration in the Health Care System Impact Patient Access and Costs

Government agencies, economists, and other experts have noted that PBMs' fee models based on list prices
can incentivize PBMs to favor medicines with higher list prices to maximize their revenues.!!%!!! These
dynamics demonstrate that having a generic or biosimilar version of a branded medicine available on the
market is no longer sufficient for driving the expected cost savings to patients or the health care system.
According to a Senate Finance Committee report, “PBMs have an incentive for manufacturers to keep list
prices high, since the rebates, discounts, and fees PBMs negotiate are based on a percentage of a drug’s list
price—and PBMs may retain at least a portion of what they negotiate.”!'? Industry analysts have noted that
these market dynamics have prompted some manufacturers to introduce two identical versions of a product —
one with a higher list price and large rebates and a version with a lower list price, giving payers the option of
which to cover.!!® This dynamic is especially acute when biosimilar and generic manufacturers are seeking
to introduce lower list price versions of branded medicines. The three large PBMs appear to favor the
versions with large rebates and have in some cases blocked access to the lower list priced options by
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excluding them from their formularies.!'*!!> The Health and Human Services (HHS) Office of Inspector
General (OIG) has indicated that PBMs may have incentives to penalize manufacturers for reducing list
prices, including removing medicines from the formulary or placing them on a less-preferred cost sharing
tier, both of which may result in higher costs for patients.!'® In a recent survey, more than two thirds of
biopharmaceutical company respondents indicated that they perceived list-price based fees charged by PBMs
as a barrier to lowering list prices.!!”

Covering higher list price products with large rebates may financially benefit the PBM and health plan but
can leave patients paying significantly more out of pocket due to benefit designs and pharmacy network
arrangements established by PBMs and their vertically integrated affiliates. PBMs and health plans typically
require patients with deductibles and coinsurance — who pay a percentage of the cost of their medicine rather
than a fixed copayment — to pay based on the undiscounted list price. Benefit designs that incorporate high
deductibles and coinsurance expose patients to high out-of-pocket costs, even though PBMs and health plans
are often receiving a significant discount. This can result in patients paying more for their medicines than
their health plan. For example, among drugs with high rebates, Part D beneficiary cost sharing can exceed
plans’ net costs.''® The Government Accountability Organization (GAO) found that for 79 of the top 100
highly rebated medicines in Medicare Part D, the total costs to beneficiaries exceeded the total net costs to
plan sponsors by nearly 400 percent ($21 billion vs. $5.3 billion).!!”

In addition, slow uptake of lower cost generic and biosimilar alternatives is directly related to the ability of
PBMs and their affiliated specialty pharmacies to prefer medicines with higher list prices, which can increase
costs for patients.'?’ For example, newly available biosimilars for a leading biologic to treat autoimmune
conditions initially struggled to gain market share due to significant access restrictions imposed by the big
three PBMs. Despite estimates that substituting the biosimilar would lower employer costs by 58 percent and
patient costs by 68 percent, early uptake was largely concentrated among patients covered by smaller PBMs
and health plans.!?! According to a recent report from IQVIA, PBMs and PBM-owned specialty pharmacies
have strong financial incentives to encourage uptake of the versions that are most profitable for them. IQVIA
estimates that compared to utilization of the brand name biologic, a full transition to biosimilars for this
autoimmune product would reduce PBM and affiliated specialty pharmacy profits by 84 percent and 78
percent, respectively. 22

Likely in an effort to mitigate this potential loss of profit, two of the three largest PBMs, CVS Health and
Express Scripts, launched their own version of this autoimmune biosimilar in April 2024.!%* 12 CVS Health
will co-market a biosimilar through Ireland-based Cordavis,'?> a wholly owned subsidiary, and Express
Scripts’ biosimilar will be co-branded by Cayman Islands-based private-label distributor, Quallent
Pharmaceuticals.'?®!?” These arrangements allow CVS and ESI to profit off of their referral stream. It does
not appear that CVS provides any meaningful manufacturing services related to their co-branded product
other than a captive referral stream. These arrangements will allow CVS and Express Scripts to profit three
separate times as the medicine makes its way through the supply chain: once when the biosimilar is
commercialized by their affiliate, again when the product is placed on formulary, and a third time when the
prescription is filled at a pharmacy they own. This profit potential creates a clear incentive for PBMs to favor
coverage of the biosimilar they have a financial stake in and to pad their own bottom lines by steering
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patients to fill those prescriptions at PBM-owned pharmacies. This co-ownership structure also allows the
PBMs to keep remuneration from the drug, and to keep those remuneration flows related to the drugs secret.

Having access to lower list-priced medicines could reduce out-of-pocket costs for some patients by hundreds
or thousands of dollars per prescription,'?® yet PBMs often exclude generics, biosimilars, and lower list
priced versions of products from their formularies.'?° One study found the availability of lower list price
versions of medicines to treat high cholesterol and hepatitis C was associated with a 14 percent to 60 percent
reduction in out-of-pocket costs for commercially insured patients, with the largest savings observed for
patients with coinsurance.'** PBM decisions to deny or restrict coverage for generic drugs can also
undermine market forces meant to drive investment in generic manufacturing, which can create or exacerbate

generic drug shortages. 131132

PBMs often bill their health plan clients more than what they pay to the pharmacy for medicines and keep
the difference, a practice known as spread pricing. An investigation by the Wall Street Journal (WSJ)
revealed another way that vertically integrated PBMs profit from spread pricing: by marking up the cost of
low-cost generic drugs and reimbursing their vertically integrated pharmacies significantly more than their
pharmacies’ acquisition cost. The WSJ investigation revealed that generic drugs dispensed by PBM-affiliated
pharmacies can cost thousands of dollars more than the very same generic drugs dispensed at independent
pharmacies because of this practice. Across a selection of generic drugs analyzed by the WSJ, the prices that
CVS Health and Cigna/ Express Scripts charged to plan sponsors were 24 and 27 times higher, respectively,
than the prices charged by the generic manufacturers themselves. For one generic cancer drug, CVS Health
and Cigna/ Express Scripts reimbursed their own specialty pharmacies between $6,600 and $7,000 per
prescription, while the same generic drug cost just $54 at a non-affiliated pharmacy.'** The potential to earn
high profits on otherwise low-cost generic drugs further incentivizes vertically integrated PBMs to steer
patients to their own specialty and mail order pharmacies.

Generic drugs are a central part of the cost-containment mechanism built into the prescription medicine
lifecycle. Once a brand medicine’s patent protection ends and generics launch, it is not unusual for the cost
of treatment to decline by upwards of 90 percent.'3* Marking up the prices of generic drugs eliminates this
important source of cost savings in the health care system. It can also result in significantly higher out-of-
pocket costs for patients, particularly those with coinsurance or deductibles. In the case of the
aforementioned generic cancer drug, a CVS Health patient with 25 percent coinsurance would be responsible
for paying $1,750 out of pocket if they filled their prescription at CVS Health’s vertically integrated
specialty pharmacy vs. $13.50 at an independent pharmacy. According to one health policy expert,
“Someone in the middle of that transaction is making a lot of money, and they’re doing it at the detriment of

the consumers.” '

Researchers estimate that misaligned PBM incentives result in U.S. consumers overpaying for generic drugs
by as much as 20 percent.!*® Consequently, in 2021, 70 percent of Medicare Part D spending on 45 high-
utilization generic drugs went to intermediaries’ gross profit, rather than to the generic manufacturers who
produced the drug.'*” These dynamics, whereby intermediaries leverage their vertically integrated
relationships to absorb would-be generic manufacturer margins, have contributed to the instability in the
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generics market leading to drug shortages, further throwing off the balance established under Hatch-
Waxman, 138 139

Hospitals and the 340B program increasingly impact patient access and affordability

Unfortunately, health plans, PBMs, large hospital systems, and others in the supply chain continue to find
ways to benefit from spending on medicines to bolster their own profitability, which often negatively
impacts patient access and affordability. For example, hospitals have rapidly consolidated over the past
decade, buying up physician practices and merging with other hospitals. Today, nearly 90% of U.S.
metropolitan areas have “highly concentrated” hospital markets.'*? As a result, these hospital systems can
leverage their size and lack of market competition to mark up the cost of medicines by an average of 500%
from what they paid to acquire the medicine.'*! According to a study in JAMA, leading hospitals for cancer
treatment mark up the cost of common cancer medicines for commercially insured patients by as much as
634%.'*? Another study found that hospital outpatient departments markup physician-administered drugs by
76% compared to physician offices.!** These trends are not only impacting patient costs, and access to
treatments, but also costs for the broader health system.

Given trends towards hospital consolidation, it is not surprising that hospital spending, which represents the
largest share of health spending in the U.S., continues to grow. Hospitals account for nearly a third of every
dollar spent on health care,'* while retail and non-retail prescription medicine spending represent just
14%.'% Additionally, hospital spending increased 4.5 times more than retail prescription drug spending
between 2016 and 2021.146 According to CMS, hospital spending is on track to expand by around 6% per
year, through at least 2031.'47

A central driver of hospital consolidation and increasing costs is the 340B drug pricing program. Congress
created the 340B program in 1992 to provide access to discounts on outpatient medicines for certain health
care safety-net providers treating large numbers of uninsured or otherwise vulnerable patients. 143 To achieve
that goal, hospitals and clinics that meet certain eligibility criteria receive steep discounts on outpatient
medicines from manufacturers. The average discount on 340B medicines is nearly 60%,'*’ and in some
cases, the discounts bring the price of a medicine down to just a penny.

The 340B program of today is unrecognizable in both character and size when compared to the targeted
program Congress originally created, with more hospital conglomerates and for-profit companies using these
discounts for themselves, leaving vulnerable patients behind.!>® For example, large hospital systems that
generate significant profits on 340B discounted medicines may use these profits to expand care in wealthier
areas while underinvesting in hospital locations in lower income areas, which often serve patients of color. !
To make matters worse, experts note the program creates financial incentives to further consolidate and shift
the administration of medicines to more costly hospital outpatient settings—which again increases costs for

patients, employers, health plans and the entire health care system. '3!3
Purchasing dynamics associated with the 340B program also create misaligned incentives to prescribe more

expensive medicines, further driving up costs for patients and payers. While eligible hospitals receive large
discounts on 340B medicines, they may still be reimbursed by payers at the same rates as non-340B
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providers, creating financial incentives for 340B hospitals to prescribe more and/or more expensive
medicines to capture a greater “spread.”!>*!%> According to Harvard researchers, “the most insidious effect
of 340B...is the incentive it gives clinics to prescribe high-cost medications, even when effective and far
cheaper options exist.”'*® To this point, there is also evidence demonstrating the 340B program incentivizes

use of more expensive medicines in the Medicare program when a lower-cost biosimilar may be available.!%’

As aresult of these trends, several reports and studies have found higher drug spending at 340B facilities for
Medicare and commercially insured patients compared to non-340B sites of care.!3%!> Additionally,
MedPAC has noted that, although 340B hospitals are able to purchase outpatient medicines at a steep
discount, beneficiary cost sharing in Medicare Part B is based off the default payment rate (typically, average
sales price plus 6%), which leaves seniors paying higher out-of-pocket costs than they would face if
Medicare paid less for 340B-discounted medicines. '

For-profit pharmacies, often affiliated with large PBMs, also profit from the 340B program. However,
evidence shows the 340B discounts received by these pharmacies are rarely shared with patients. ! At this
point, it seems patients are the only ones not benefiting from the billions of dollars in discounts
manufacturers provide each year to fund the 340B program.

Policy Proposals to Enhance Competition

PhRMA strongly supports policies that foster a robust, competitive market for generic and biosimilar
medicines while providing needed incentives for continued biopharmaceutical innovation. Robust,
competitive markets for generic drugs and biosimilars are critical for supporting affordable care. Prior to
the passage of the IRA, the natural evolution of medicines was that, after an innovator undertook the time-
consuming, uncertain, and expensive development process and obtained FDA approval, it would enjoy an
appropriate period of IP protections, including both data protection and patent protections, following
which generic or biosimilar versions, as appropriate, could be approved. Indeed, this is the very cycle that
Hatch-Waxman and BPCIA were intended to encourage. The IRA is already significantly disrupting this
cycle, reducing the incentives for the introduction of innovative therapies and disrupting the competition
that results when there are multiple alternatives in a given therapeutic class. Furthermore, the increasing
impact of vertical integration is hindering the ability of patients to access lower cost alternatives to brand
medicines once they are available.

There are several areas where competition could be enhanced without reducing incentives for
innovation, which are described below:

Address Certain Types of Patent Settlements

Congress enacted as part of the Hatch-Waxman Act a complex framework governing the timing of generic
applications that respects IP and specifically contemplates patent litigation. Under the process, innovator
companies are required to submit information on patents claiming the drug substance, drug product, and
methods of using the drug to FDA (known as “listing”) for publication in FDA’s Orange Book. A generic
applicant needs to certify with respect to listed patents whether it seeks to market its proposed generic
product prior to expiration of the patent or after expiration. If it seeks to market its product prior to patent
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expiration, it generally must file a “Paragraph IV certification” with FDA in which it certifies its belief that
the patent is invalid or would not be infringed by the generic product, and it must notify the innovator
company of that certification. The innovator company can then bring a lawsuit under a special cause of
action for patent infringement that allows for litigation prior to the generic marketing its product. If the suit is
brought within 45 days of the innovator receiving notice of the Paragraph IV certification, FDA cannot
approve the generic application for 30 months (or sooner if the generic is successful in the litigation) so that
the court can address the patent issues prior to marketing of the generic product. Hatch-Waxman also
provided an incentive to generics to challenge patents under the Hatch-Waxman process in the form of 180-
day generic exclusivity for the first generic to file a paragraph IV certification against later filed generic
applicants.

In general, if the generic applicant wins in litigation, FDA can approve the generic product; but if the
innovator wins, FDA cannot approve the generic product for marketing until patent expiration. There can be
many generic challengers for individual products, so Hatch-Waxman can lead to a substantial amount of
litigation. Like other patent infringement litigation, the parties may choose to settle the case, with such
settlements generally leading to generic companies entering the market prior to patent expiration, and
potentially prior to when they could have entered if the litigation had continued. Settling such litigation is not
surprising given the burden of litigation and the uncertainty for both innovators and generics.

The FTC and some other stakeholders have asserted that there are anticompetitive settlements in which
innovator companies have provided cash payments and generic companies have delayed marketing their
products. Under the 2013 Supreme Court decision in FTC v. Actavis, the FTC can seek to enforce the
existing law against patent settlements with cash payments under the “rule of reason” standard, which is a
legal standard involving a fact-based inquiry. The FTC has asserted a broader view, and there is legislation
pending that would create a presumption that certain agreements are anticompetitive. There have also been
bills introduced in several states, and California has passed restrictive legislation.

PhRMA supports addressing patent settlements with federal legislation to ensure generic, biosimilar and
innovator companies can resolve patent litigation and allow generic and biosimilar medicines to enter the
market prior to expiration of innovators’ patents, without applying new policies retroactively to previous
agreements or restricting companies’ ability to enter into pro-competitive agreements in the future. We are
committed to working with the Committee to address concerns in this area and promote competition.

Advance a Balanced Approach to Addressing Product Hopping

There have been situations in which companies have been held liable after taking steps in conjunction with
the introduction of new versions of products that were found to be anticompetitive. Legislation is pending
that would create a presumption of anticompetitive effect in situations defined as “hard switches” or “soft
switches.” A “soft switch” as defined in the legislation, for instance, can include situations in which a
company develops a new product and takes actions that may “unfairly disadvantage” the earlier version of
the product, even though that earlier version is still marketed. The legislation, however, gives little guidance
on what activities could constitute “unfairly disadvantaging” the earlier product. This could put a cloud over
many types of innovations after an original FDA approval that render a medicine safer or more effective or
improve patient care or quality of life. If Congress acts, it should do so in a balanced way that supports
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continued improvement to medicines that bring new benefits for patients, while addressing potential
anticompetitive behavior.

Ensure the Patent System Continues to Provide Certainty to Investors and Innovators

As noted above, the IP system is a fundamental incentive to innovate. When making long-term decisions
about investments in R&D, companies look for certainty, including with respect to the availability of IP
protections that would protect the investments. PARMA is pleased to see the Committee engaging on ways to
ensure that the U.S. patent system continues to incentivize innovation and provide certainty to investors and
innovators across sectors including with respect to providing clarity for patent owners on patent subject
matter eligibility and Patent Trial and Appeal Board proceedings.

Ensure That Agencies Treat Information Shared Amongst Them with Proper Confidentiality
Considerations

There have been discussions and legislation proposed about requiring enhanced collaboration between the
USPTO and FDA. Data have not been presented suggesting there is a systemic issue warranting such
legislation. There are also fundamental differences in how the agencies treat information provided to them,
as the USPTO generally publishes information it receives after a period of time and FDA protects the highly
sensitive trade secret information it requires about products. Any requirement to share such information with
the USPTO would need to address fully confidentiality considerations.

Break the Link Between PBM Compensation and the Price of Medicines

To the extent that PBMs provide services to stakeholders in the pharmaceutical supply chain, they should be
entitled to compensation based on the value of those services. However, PBM compensation should not be
tied to the price of a medicine. PhARMA supports efforts in the both the House and the Senate to “delink”
PBM compensation from the price of a medicine in both the commercial and Part D markets and instead
limit PBM compensation to bona fide service fees based on the fair market value of services appropriately
rendered for a manufacturer.'®> Multiple bills that would accomplish this goal are currently under
consideration by Congress, including the Modernizing and Ensuring PBM Accountability Act (S.2973) and
the Delinking Revenue from Unfair Gouging Act (DRUG) Act (H.R. 6283).163:164.165.166 The Congressional
Budget Office (CBO) has projected that delinking in both the Part D and commercial market would reduce
federal spending. !67-168

Rebate Pass Through at the Point-of-Sale

Requiring PBMs and health plans to share the savings they receive on medicines directly with patients at the
pharmacy counter in the commercial market and Medicare Part D would lower patient out-of-pocket costs
and help realign payer incentives. Patients who take brand medicines with large rebates could see sizable
reductions in out-of-pocket costs if the rebates were passed on to them at the pharmacy counter.!® Actuaries
estimate that sharing negotiated rebates directly with patients at the point-of-sale would have a negligible
impact on premiums.'”® The substantial savings for patients at the pharmacy counter would outweigh those
premium increases and provide patients with increased access and affordability for often lifesaving
medicines.
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PBM Transparency

Lack of transparency and the complexity of PBM arrangements can make it difficult for plan sponsors to
assess PBM performance on their behalf. Requiring PBMs (and their affiliates) to report aggregate
information on prescription drug utilization, costs, rebates, and fees, as well as conflicts of interest would
provide information necessary for employers and plan sponsors to properly evaluate whether PBMs are
effectively managing the pharmaceutical benefit and would help ensure accountability to PBM customers.!”!
According to CBO, proposed federal legislation that would require PBMs to disclose detailed aggregate
information on prescription medicine spending and utilization to plan sponsors could enable employers and
plan sponsors to better evaluate PBM contract provisions and obtain more favorable contracting terms, as
well as increase competition among PBMs.!”%173:174 Improved transparency into PBMs’ business model,
including existing conflicts of interest, would provide valuable information to federal and state policymakers,
employers, and patients.

Protect Patient Assistance

Policymakers should ensure that patient assistance benefits patients by closing policy loopholes that allow
PBMs, their affiliates, and other vendors to utilize accumulator adjustment programs (AAPs), copay
maximizers, and alternative funding programs to capture money intended for patients. The bipartisan Help
Ensure Lower Patient (HELP) Copays Act would require commercial health plans to count patient assistance
towards deductibles, coinsurance, copayments and out-of-pocket limits. This patient-centered reform would
protect patients’ choices about how they pay their cost-sharing obligations, effectively prohibiting the use of
AAPs in all non-grandfathered commercial health plans and mitigating copay maximizers. The bill builds on
action taken by 19 states, DC, and Puerto Rico that have already passed AAP bans in their state-regulated
markets.!”

Addpress the “Pill Penalty”

Rectify the disparate treatment of small molecule medicines under the IRA by aligning the price stetting
timeline for small molecule medicines with those applicable to other drugs under the IRA’s Medicare Drug
Price Negotiation Program.

Fix the “Special Rule” for Biosimilars in the IRA

Ensure that biosimilar products that are seeking to come to market have adequate certainty and predictability
under the “Special Rule” process to allow the necessary time to launch. Improvements should include
making the pause automatic in certain circumstances, making the pause two years long, and providing a
more appropriate timeframe for product launch.

dkokokok

As the Committee considers policy solutions, we urge the Committee to avoid broad policies that would chill
innovation, destabilize important incentives for research and development of new medicines, and negatively
impact patient access to innovative therapies and cures. Instead of focusing on proposals that undermine the
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competitive marketplace for medicines and incentives for innovation, we encourage a focus on addressing
market distortions and pragmatic solutions. PhRMA appreciates the opportunity to testify and looks forward
to continuing to engage with the Committee on these critically important issues.
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