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Jonathan Kanter Xavier Becerra

Assistant Attorney General Secretary

U.S. Department of Justice, Antitrust Division U.S. Department of Health and Human Services
950 Pennsylvania Avenue NW 200 Independence Avenue SW

Washington, D.C. 20530 Washington, D.C. 20201

Lina M. Khan

Chair

Federal Trade Commission
600 Pennsylvania Avenue NW
Washington, D.C. 20580

Re: Request for Information on Consolidation in Health Care Markets (Docket No. ATR 102)

Dear Assistant Attorney General Kanter, Secretary Becerra, and Chair Kahn,

The Pharmaceutical Research and Manufacturers of America (PhRMA) appreciates the opportunity to
comment in response to your joint request for information on consolidation in the health care market.
PhRMA 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, PhRMA member companies have more than doubled their
annual investment in the search for new treatments and cures, including nearly $101 billion in 2022
alone.!

The U.S. competitive market is the engine that drives the innovative biopharmaceutical research and
development ecosystem. 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.”*** Yet, as a result of robust negotiation and competition in the market, retail and physician-
administered medicines continue to represent just 14 percent of overall health care spending, a
substantially smaller share than the more than half of health care spending going towards hospitals and
physicians’ offices.®” More than half of spending on medicines goes to entities other than the brand
biopharmaceutical companies that researched and developed them, including pharmacy benefit
managers (PBMs), health plans, the government, hospitals, pharmacies, and others, and the share of
spending flowing to these entities has increased by 17 percentage points since 2013.%° Many of the
private entities retaining a share of medicine spending are part of vertically integrated organizations,
allowing them to profit at multiple points along the supply and reimbursement chain.

For decades, competitive market dynamics have worked successfully to balance innovation, patient
access to medicines, and cost containment. But that balance is increasingly threatened by misaligned
financial incentives and conflicts of interest for PBMs, insurers, and hospitals. Years of horizontal
consolidation in those industries, and vertical integration throughout the health care sector have
resulted in a market dominated by just a handful of large corporations, whose business models often
work to the detriment of patients and competition. We discuss the ramifications of increased market
consolidation and vertical integration for patients, providers, other stakeholders, and the health care
system as a whole, in detail below.
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EXECUTIVE SUMMARY

After years of aggressive consolidation and integration in the health care system, a small number of
corporate giants now wield overwhelming influence and control over health care decisions that impact
patients and the broader system. This extensive consolidation has substantial implications for patients'
access, choice and affordability; costs to the broader health care system; and stability of the competitive
market.

Three pharmacy benefit managers (PBMs), CVS Caremark, Express Scripts and OptumRx, now control 80
percent of prescriptions dispensed in the United States. These same companies are vertically integrated
with the three largest health insurance companies, Aetna, Cigna, and UnitedHealthcare. They each also
own a specialty and mail order pharmacy, and some have and are acquiring provider groups at a rapid
pace.

As a result, three large health care conglomerates exert unprecedented control over what medicines
patients have access to, what they pay out of pocket, what pharmacies they visit, and the utilization
management barriers they face. Patients are often steered towards medicines and pharmacies that
make these corporate giants more money, regardless of what’s best for patients and the health care
system as a whole. Vertically integrated PBMs often exclude generics, biosimilars, and lower list priced
versions of products from their formularies. In fact, between 2014 and 2020, there was a 676 percent
increase in the number of medicines excluded from at least one of the three largest PBMs.

At the same time, physician practice and hospital consolidation within and across markets has
skyrocketed, with help from private equity firms’ investment, greatly impacting quality of care and
creating perverse incentives. Continuous market consolidation has also consolidated risk, resulting in
potential ‘single points of failure,” as was seen in the recent cybersecurity breach of Change Healthcare—
part of the health care giant UnitedHealth Group.

The extensive consolidation and vertical integration throughout the health care delivery system has
dramatic consequences for patients, competition in the market, and costs across the system.
Regulatory, legal, and legislative actions are needed to pursue market-based solutions that address
misaligned incentives in the system and ensure patients can access the medicines they need.

PhRMA supports the efforts of the Department of Justice (DOJ), Federal Trade Commission (FTC), and
Department of Health and Human Services (HHS) to better understand the effects of health care
consolidation and encourages the FTC to complete the Section 6(b) study on the PBM industry launched
in May 2022. We also support efforts by the agencies to provide greater oversight to 340B business
relationships and scrutiny to hospital mergers and physician practice acquisitions. Additionally, Congress
should act on a number of key reforms that would realign incentives, strengthen market competition,
and improve patients’ access to care.
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A Small Number of Large Vertically Integrated Corporations Wield Substantial Influence Over Health
Care Decisions

The PBM industry is dominated by three large companies with opague business practices

PBMs act as intermediaries on behalf of payers to control coverage and reimbursement arrangements
for prescription medicines. Situated between the biopharmaceutical companies that research and
develop 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 covered lives in 2010 to 80 percent in 2023.11? Today,
just six companies control access to 94 percent of patients with insurance®® and patients residing in
more than three quarters of states are subject to highly concentrated “PBM markets” per 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.%°

Despite their already considerable negotiating power, each of the three largest PBMs have also created
a separate “rebate contracting entity” — referred to, misleadingly, by the PBMs themselves as a group
purchasing organization,?>?! or PBM GPO — that is responsible for negotiating, collecting, and disbursing
manufacturer rebates for their commercial book of business. The three rebate contracting entities and
their associated PBMs and health insurers are Ascent Health Services (Express Scripts and Cigna,
launched in 2019), Zinc (CVS Health and Aetna, launched in 2020), and Emisar Pharma Services
(OptumRx and UnitedHealthcare, launched in 2021). PBM rebate contracting entities introduce an
additional non-transparent middleman to an already complex vertically integrated system. These “PBM
GPOs” can contract not only for their own affiliates, but also on behalf of other large players in the
health care system. These contracted client arrangements further increase industry consolidation.
Experts have also raised concerns that “PBM GPOs” likely increase costs without providing any direct
benefits for patients or additional savings for employers and plan sponsors.?>#

Health insurers have increasingly engaged in horizontal consolidation and vertical integration with PBMs

Today, 73 percent and 71 percent of metropolitan service area (MSA) commercial insurance and
Medicare Advantage (MA) markets, respectively, meet the definition of “highly consolidated,” based on
DOJ and FTC Horizontal Merger Guidelines.?*
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According to an analysis by the American Medical Association, 90 percent of MSAs have at least one
insurer with a commercial share of 30 percent or more, and nearly half (48 percent) of MSAs have a
single insurer that controls 50 percent or more of the commercial market.?> Consolidation has increased
over time,? with insurers affiliated with a PBM taking an outsized role. Health insurers that are vertically
integrated with a PBM cover 69 percent of all individuals with commercial drug insurance.? In Part D,
three quarters of Medicare Advantage prescription drug plan (MA-PD) and stand-alone prescription drug
plan (PDP) beneficiaries are concentrated among just five vertically integrated insurers.”?® Among newly
enrolled MA beneficiaries, 86 percent were enrolled in plans managed by just three companies in 2023,
two of which are affiliated with a PBM.%

PBMs and insurers have vertically integrated with health care providers, including pharmacies and
physicians

Vertically integrated pharmacies represent a significant and growing source of PBM revenue and now
account for more than half of PBM profits.3° All three of the largest PBMs own a mail order and specialty
pharmacy business, and one of the three, CVS Health, also owns a large retail pharmacy chain. The mail
order and specialty pharmacies owned by the three largest PBMs account for nearly two-thirds of
prescription revenues for specialty pharmaceuticals.3! According to investment analysts at Nephron
Research, PBM profits derived from specialty pharmacy operations more than doubled between 2012
and 2023 and now represent the fastest growing source of PBM profits.3?

Unbeknownst to most patients and employers, for-profit insurers and vertically integrated PBMs have
acquired thousands of formerly independent health care providers, introducing inherent conflicts of
interest. For example, last year CVS Health acquired Oak Street Health, a chain of primary care providers
across 21 states.®® In addition to primary care providers, health care conglomerates are also acquiring
physicians through purchases of home-health businesses,* dialysis clinics,*® outpatient surgery
centers,3® and independent multi-specialty physicians’ practices.?”*® UnitedHealth Group has been
particularly active in this space, acquiring or hiring a total of 90,000 physicians, including 20,000 in the
last year alone.?® UnitedHealth Group is now the single largest employer of physicians in the U.S.,
representing 10 percent of U.S. physicians.®® Behind the scenes, payers that own provider practices may
influence prescribing and other care decisions, exerting control over providers’ financial outcomes.
Speaking about a recent purchase of a large provider practice by a vertically integrated PBM and insurer,
one drug pricing analyst observed, “The only thing that was missing was control over the pad in the
prescriber’s hand, which this acquisition helps facilitate.”*

Continuously changing billing practices, insurance administrative burdens, shrinking margins, and
complex federal requirements have made acquisitions by health care conglomerates or hospital/health
systems particularly appealing to struggling physician practices. Physician consolidation increased in
almost every metropolitan area from 2016 to 2018, with small-to-midsize markets experiencing the
highest level of growth.*? Today, nearly 4 in 5 individual physicians are employed by a hospital or
corporate entity, and nearly 60 percent of physician practices are owned by a hospital or corporate
entity.?

Hospital consolidation within and across markets has skyrocketed

In an effort to keep pace with the growing market power of insurers,* hospitals are increasingly
consolidating into large health systems comprised of dozens of facilities. Nearly 90 percent of U.S.
metropolitan areas have “highly concentrated” hospital markets as defined by the DOJ and FTC
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Horizontal Merger Guidelines, ** with two thirds of community hospitals now part of large health
systems.* Hospitals that purchased other hospitals between 2016 and 2022 were, in comparison to the
hospitals they purchased, more likely to be large (500+ beds), not-for-profit, and 340B-covered
entities.?

Along with consolidation within single geographic areas, health systems are increasingly expanding their
reach to cover multiple geographic areas and expanding to multiple states, further increasing their
negotiating power.*® Between 2010 and 2019, 55 percent of the 1,500 hospitals targeted for a merger or
acquisition were located in a separate geographic market than the acquirer.*® This trend extends to rural
community hospitals as well. Between 2010 and 2018, 13 percent of rural hospitals were acquired by an
out-of-market system.*® Cross-market hospital mergers have been found to increase prices®! and can
also lead to reduced access to care, including obstetrics care and imaging at acquired rural hospitals.>?

In 2020, 75 percent of local areas had over half of their hospital bed capacity controlled by the area’s
two largest hospital systems, nearly double the rate in 2000.% And the proportion of areas without a
single independent hospital increased from 7 percent to 25 percent over this same period.**In 16 states
and Washington DC, a single hospital system accounts for at least one-quarter of all Medicare inpatient
hospital spending.>® Today, the top 10 health systems manage a sixth of all hospitals (1,200) and
generate a combined $225 billion in net patient revenues.>®

Private equity firms are increasingly financing health care consolidation

In recent years, private equity and related asset management firms have taken a greater interest in the
health care market, increasingly investing in and acquiring physician practices and hospitals. Between
2012 and 2021, the number of physician practices acquired by private equity firms increased from 816
practices located in 119 different MSAs to 5,779 practices located in 307 MSAs.*’ Private equity firms
have contributed significantly to local provider consolidation by investing in multiple practices within the
same area. In approximately one-third of the MSAs where private equity firms invested, a single firm
owned 30 percent or more of the practices. And in one-sixth of MSAs, a single firm accounted for more
than 50 percent of the market.>®

340B covered entities and others acting on their behalf—including contract pharmacies, pharmacy
outsourcing companies, third party administrators, and contract pharmacy administrators—have also
seen an increase in private equity-related investment. This is particularly alarming given that 340B is a
federal drug discount program that requires manufacturers to offer steep discounts on outpatient drugs
to certain safety net providers that should benefit low-income and uninsured patients. As of 2023, there
have been over 65 transactions totaling more than S5 billion involving an entity with ties to the 3408
program and a combination of venture capital, private equity, and/or corporate investors.>® Many of
these investments were concentrated among companies that allow covered entities to outsource some
of their 340B operations and compliance.®°

This trend of purchasing provider practices appears to be the first step in a multi-step process that
private equity firms use to generate profit from the health care system. According to health economists,
“private equity has taken the lead in consolidating small providers, loading them with debt, and rolling
them up into large powerhouses with substantial market power before exiting with handsome
returns.”®! Through this process, private equity firms are fueling consolidation across the country,
driving up costs without improving patient care.®? One in five health care companies owned by private
equity companies filed for bankruptcy in 2023, a result of what experts describe as “excessive use of


http://www.phrma.org/

670 Maine Avenue, SW - Suite 1000, Washington, DC 20024 « PHRMA.ORG

RESEARCH PROGRESS « HOPE

debt and aggressive financial strategies,” which they say, “put healthcare companies at risk, and in turn
threaten the stability of critical healthcare resources across the country.”®3

Impact of Health Care Consolidation and Vertical Integration

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. These implications are discussed in detail in the following sections.

Impact of Consolidation and Vertical Integration in the Health Care Delivery System on Patient Costs

Experts note PBMs may have incentives to prefer medicines with higher list prices and large rebates,
but rebate savings are rarely used to lower patient out-of-pocket costs %

The sheer volume of prescription claims managed by the three large PBMs provides them with
significant leverage in negotiations with drug manufacturers, which they use to obtain sizable rebates on
medicines. A large share of compensation received by vertically integrated PBMs is tied to the wholesale
acquisition cost (i.e., list price) of medicines.®® In the commercial market, PBMs historically contracted
with employer plans and insurers to retain a portion of these rebates, which are calculated as a
percentage of a medicine’s list price, as payment for the services PBMs rendered to the plans.®®®” The
PBM business model has largely shifted away from retaining commercial rebates — perhaps in response
to increased public and employer scrutiny — in favor of fees charged to manufacturers, payers, and
pharmacies, and revenues generated by vertically integrated specialty and mail order pharmacies.®®%°
Fees and specialty pharmacy revenues are now the fastest growing components of PBM profits. The
share of PBM profits from fees charged to manufacturers, pharmacies, health insurers, and employers
increased by more than 300 percent over the last decade. The fees PBMs obtain from manufacturers —
which the PBMs predominately tie to the list price of medicines — have more than doubled in the
commercial market over the past five years, reaching $7.6 billion in 2022.7°

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.’%”?
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.” 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 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
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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 Office
(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 (521 billion vs. $5.3
billion).%°

In addition, slow uptake of lower cost 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.8! For example, newly available biosimilars for a leading biologic to treat autoimmune disorders
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.®

Likely in an effort to mitigate this potential loss of profit, two of the three largest PBMs, CVS Health and
Express Scripts, have launched versions of this autoimmune biosimilar.8*# CVS Health is marketing a
biosimilar through their wholly owned Ireland-based company, Cordavis,® and Express Scripts’
biosimilar will be marketed by Cigna’s wholly owned private-label distributor, Quallent Pharmaceuticals,
based in the Cayman Islands.?”® The PBMs appear to simply provide a captive referral stream.

These arrangements will allow CVS and Express Scripts to profit multiple times as the medicine makes its
way through the supply chain. For example, once when the biosimilar is commercialized by their
affiliate, again when the product is placed on formulary, and another time when the prescription is filled
at a pharmacy they own. This profit potential creates a clear incentive for these PBMs to favor coverage
of the biosimilar they have a financial stake in and to pad their own bottom lines by steering patients to
fill those prescriptions at PBM-owned pharmacies. The extent to which these arrangements might
enrich PBMs at the expense of patients is unclear, leading policymakers to ask why the company would
not allow “for coverage of all of the lowest-cost biosimilar products on the market, incentivizing low
costs and patient choice,” rather than preferring a biosimilar co-branded by the PBM itself.

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 vertically integrated 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.>
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Payers typically do not use the savings they negotiate with manufacturers to directly lower costs for
patients at the pharmacy counter. This differs from all other types of health care where health plans
typically base patient out-of-pocket spending for care received from doctors and hospitals within the
plan’s provider network on the discounted rates negotiated by the plan on patients’ behalf. According to
one actuarial firm, this results in a system of “reverse insurance,” whereby payers require patients with
high prescription medicine costs to pay more out of pocket, while rebate savings are spread out among
all health plan enrollees in the form of lower premiums.*® Asking sicker patients with high medicine
costs to subsidize premiums for healthier enrollees is the exact opposite of how health insurance is
supposed to work.

Payers use vertical integration to undermine patient assistance programs

To help address affordability challenges imposed by insurers and PBMs, manufacturers created patient
assistance programs, which help patients access the medicines they need. In 2021, one in ten
commercially insured patients taking brand medicines used manufacturer cost-sharing assistance to
access their brand medicines.?® Manufacturer cost-sharing assistance allows patients to fill prescriptions
they otherwise may not be able to afford. In 2019, the use of manufacturer cost-sharing assistance
programs reduced patients’ likelihood of abandoning their brand medicines at the pharmacy by an
estimated 82 percent.”’

While these programs have helped millions of patients access their medicines, PBMs and their affiliates
have developed methods to undermine patient assistance programs in an effort to extract more profit
from the system. Vertically integrated pharmacies provide PBMs with the necessary visibility and control
to implement policies like accumulator adjustment programs (AAPs) and copay maximizers.

AAPs exclude the value of manufacturer cost-sharing assistance given to eligible commercially insured
patients from counting toward patients’ deductibles and out-of-pocket maximums.®® Copay maximizers
adjust individual patient cost sharing upwards to match and exhaust the full value of the manufacturer-
provided assistance. AAPs and copay maximizers are increasingly used by PBMs and payers. In 2023,
researchers estimate that 49 percent of commercially insured beneficiaries were enrolled in plans with
accumulator adjustment programs and 49 percent were enrolled in plans with maximizers, up from 28
percent and 6 percent, respectively, in 2018.% According to one industry expert, in 2023, nearly 45
percent of manufacturer cost-sharing assistance funds were absorbed by PBMs, plans, or third-party
vendors, rather than benefiting patients.® The use of AAPs and copay maximizer programs also slows
patients’ progress through the health insurance benefit and can increase their out-of-pocket costs for
other health care products and services.

Many patients subject to an AAP experience an unexpectedly high out-of-pocket cost for their medicine
mid-year when their cost-sharing assistance is exhausted. Patients experiencing this “copay surprise”
are more than 13 times as likely to discontinue therapy as patients who experience consistent copays.'*
The Centers for Medicare & Medicaid services (CMS) has also acknowledged that AAPs can expose
patients to high out-of-pocket costs, which may cause them to stop taking their medicine, switch to an
alternative, or pay more out-of-pocket, “none of which are patient-friendly, especially for those patients
with rare and life-threatening conditions.”1%2

The 2020 Notice of Benefit and Payment Parameters (NBPP) final rule required health plans to count
manufacturer cost-sharing assistance toward the maximum annual limitation on cost sharing
throughout commercial markets, except when a medically appropriate generic equivalent is available,
effectively banning AAPs in most cases.'® CMS subsequently reversed that policy in the 2021 NBPP.1%*

10
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The HIV + Hepatitis Policy Institute and the Diabetes Leadership Council sued the federal government,
and a 2023 federal court decision vacated the subsequent regulations and remanded them to HHS.% An
additional opinion from the court in December 2023 clarified that the 2020 NBPP rules were explicitly
reinstated.' The government dropped its appeal of the ruling, but federal officials have expressed no
intention of enforcing the 2020 NBPP requirements. While state regulators share enforcement authority
on AAPs with the federal government, the lack of clear federal guidance may result in inconsistent
outcomes for patients. HHS should immediately enforce the 2020 NBPP to comply with the court’s ruling
and to bring much needed relief to patients.

Copay maximizer programs may discriminate against enrollees who use cost-sharing assistance provided
by manufacturers by offering more limited benefits — and higher cost sharing — to them as compared to
other enrollees who have other forms of cost-sharing assistance, such as family support. Copay
maximizers can also require patients to obtain medicines exclusively from PBM-owned or affiliated
pharmacies, allowing these entities to gain additional revenue in the form of dispensing fees and spread
pricing.1%”1% When these pharmacies are not easily accessible, patients can face obstacles or delays in
filling their prescriptions. This can be particularly burdensome for communities of color, who are 27
percent more likely to be exposed to copay maximizers than white patients.%®

As discussed, health plans and PBMs currently divert necessary cost-sharing assistance from patients
through the use of AAPs and copay maximizer programs. In addition, some health plans and employers
use third-party vendors to manage so-called alternative funding programs (AFPs) to siphon
manufacturer or independent charitable resources intended for the uninsured or underinsured.'*® AFPs
employ deceptive benefit designs, discriminate based on economic status, health status, or disability,
and circumvent the Affordable Care Act’s (ACA) maximum annual limit on cost sharing. AFPs frequently
target specialty drugs, disproportionately impacting individuals living with disabling chronic and rare
conditions, who must undergo additional processes after their claim is denied. AFP exclusions and
denials lack any discernable clinical justification and appear to be only due to the plan or PBM’s decision
to exploit patient assistance programs intended to aid patients in need. This process can delay therapy,
interfere with the clinical decision making of their provider,!'! and potentially put patients at risk of
negative health outcomes.

In April 2024, CMS released the final NBPP for 2025.1!2 The final rule mandates all prescription
medicines covered by a plan or issuer in the individual and small group commercial market in addition to
a state’s essential health benefits (EHB)-benchmark plans to be considered an EHB, and subject to ACA
protections. An FAQ accompanying the final rule, issued by the Tri-agencies (HHS, the Department of
Labor, and the Department of the Treasury),** announced the government’s intention to promulgate
regulations to “align the standards applicable to large group market health plans and self-insured group
health plans with those applicable to individual and small group market plans” by requiring all group
health plans to treat all covered prescription drugs as EHB.'* This would significantly limit the impact of
maximizer programs and provide patients with more transparency regarding their drug coverage and
costs. The Tri-agencies must take this opportunity to prohibit copay maximizers throughout the
commercial market, and to shut down alternative funding programs, which exploit manufacturer patient
assistance funds and other charitable funds.
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Impact of Consolidation and Vertical Integration in the Health Care Delivery System on Patient Access,
Choice, and Quality of Care

Vertically integrated payers increasingly use utilization management and formulary exclusions to
influence patients’ access to medicines

The formularies that PBMs establish for their clients govern which medicines are covered, how much
patients pay for those medicines, and any utilization management or other restrictions patients may
face when trying to fill a prescription. PBMs use these tools to obtain deep discounts on medicines. In
particular, formulary exclusions can significantly increase PBMs’ negotiating leverage with
manufacturers.!'®> According to one industry expert, if placed on one of the three largest PBMs’
formulary exclusions lists, a manufacturer may lose access to a significant portion of patients.!°
Similarly, the Senate Finance Committee notes that, “[p]harmaceutical companies are sensitive to the
sheer size of PBMs and the resulting product volumes they can affect, which allows the middlemen to
extract higher rebates from manufacturers through the use of formulary exclusion tactics.”*'” In the
commercial market, PBMs may seek to leverage these tools in an effort to extract higher fees from
manufacturers, which would be retained by the PBM and not benefit patients or the health care system
more broadly.

The number of medicines excluded from at least one of the three largest PBMs’ commercial standard
formularies increased by 676 percent between 2014 and 2020, and each of the three largest PBMs
excludes well over 500 medicines from their 2024 standard formularies.!'®1° Patients who require
treatment with a medicine excluded from a PBM’s formulary may be forced to pay the full price out of
pocket or undertake a burdensome appeals process, which may delay onset of treatment. Numerous
studies have found that utilization management restrictions may be associated with therapy delays,
gaps in care, and lower medication adherence, which can lead to increased use of expensive hospital
and emergency care and higher overall health care costs.'? Evidence suggests a disproportionate impact
on communities of color, with prescriptions filled by Black and Hispanic patients less likely to overcome
the initial rejection and receive payer approval for a new antidiabetic medicine compared to
prescriptions filled by white patients.*?

The number of medicines subject to utilization management tools like step therapy and prior
authorization has also grown over time. PBMs use step therapy to require patients to fail on one or
more alternative drugs before the PBM will cover the medicine originally prescribed by the provider.
Prior authorization requires providers to obtain approval from the PBM in order for a medicine to be
covered. In the commercial market, Avalere Health found that prior authorization and step therapy for
single-source brand medicines increased for all therapeutic areas studied, including conditions such as
cancer, depression, rheumatoid arthritis (RA), and diabetes, between 2014 and 2020.%?2 Similar trends
have been observed in the Medicare Part D market, where the average number of medicines covered by
Part D plans that were subject to utilization management restrictions increased from 27 percent in 2010
to 47 percent in 2021.13

Vertically integrated payers increasingly influence where patients can access care and which
medicines they are prescribed

Vertically integrated organizations may require patients to use a PBM-owned retail, mail order, or
specialty pharmacy or may disincentivize the use of non-affiliated pharmacies by requiring patients to
pay higher cost sharing. For example, CVS Health leverages its joint ownership of a PBM, a chain of retail
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pharmacies, and a mail order pharmacy to limit access by requiring some patients to use CVS mail order
or retail pharmacies if they wish to fill prescriptions for a 90-day supply of a medicine.'?* By steering
patients towards their affiliated specialty and mail order pharmacies, PBMs capture greater margins on
each transaction.’%|n a recent presentation to investors, CVS Health executives highlighted this
benefit, stating they are able to capture 3-4 times greater consumer lifetime value by keeping patients
within their brand of pharmacies, insurance plans, and providers.'?’ Steering, however, can happen
without a patient’s knowledge and can deny patients the benefits of visiting their local pharmacist. It
can also result in unnecessary treatment delays, with patients potentially experiencing worse outcomes
from not being able to fill prescriptions in a timely manner.1%

Large PBMs — who create pharmacy networks for their clients — can disadvantage independent
pharmacies, creating an unsustainable market for these businesses and compelling them to accept
unfavorable and unsustainable contracts in order to remain in-network. These large companies deploy
multiple practices, such as unfavorable reimbursement terms where pharmacies are reimbursed below
their acquisition cost'® and high fees, to capture more market share from independent pharmacies.
Pharmacies that reject low reimbursement rates or other PBM contract terms face exclusion from
networks that cover a large share of patients. Currently, 94 percent of stand-alone Medicare Part D
plans, 51 percent of Medicare Advantage (MA) PDPs, and 61 percent of large commercial plans have a
preferred pharmacy network.'® As a result, independent pharmacies are increasingly closing,
particularly in rural and low-income areas,*3! leaving patients in those communities with fewer options
to access their medicines.’® Pharmacy closures are associated with an immediate and sustained
reduction in medication adherence, leading to poorer health outcomes for patients in impacted
communities.’*?

Similarly, a vertically integrated entity like UnitedHealth Group’s Optum Health — the largest employer
of physicians in the U.S5.2** — can require the providers it employs to direct patients to pharmacies or
other provider groups affiliated with the organization and may reward physicians for prescribing
medicines that provide the largest financial benefits for the PBM. Such arrangements would be more
difficult for PBMs to enforce if the provider and pharmacy were part of different organizations.**®

PBMs may also generate new sources of revenue by enabling their vertically integrated pharmacies to
dispense and manage specialty medicines historically administered by providers in outpatient health
care settings. PBMs increasingly require provider-administered medicines to be filled at their affiliated
specialty pharmacies and shipped directly to a provider’s office for storage until the patient comes in for
treatment (known as white bagging) or shipped to the patient to bring with them to their appointment
(known as brown bagging). White and brown bagging practices may limit patients’ treatment options by
allowing PBMs to apply utilization management tools like prior authorization and step therapy to
medicines that typically had not been subject to such restrictions when covered under the medical
benefit.13® Research also shows that brown and white bagging are associated with lower costs for PBMs
and insurers but higher out-of-pocket costs for patients.'*” These practices also place added financial
pressure on providers who could otherwise earn revenues from buying and then billing patients directly
for physician-administered medicines, and can thereby contribute to health care consolidation trends
discussed above.

Onerous utilization management restrictions may interfere with the patient-physician decision-making
process and blur the lines between benefits administration and the practice of medicine. Research
shows that formulary exclusions and utilization management by PBMs in highly consolidated markets
appear to have spillover effects on patients not covered by the market-leading PBM. An analysis of
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prescribing patterns for commercially insured patients determined that in areas where a single PBM
controls an outsized share of the industry, the leading PBM’s preferred product achieves a
disproportionately large market share among patients covered by non-market leading PBMs. 138 This
dynamic likely occurs when physicians repeatedly face obstacles when prescribing certain products not
preferred by the leading PBM. Researchers believe these results “demonstrate how the erosion of
competition in PBM markets may be affecting the prescribing autonomy of health care professionals and
limiting patient access to certain medicines.”*3°

Impact of Consolidation and Vertical Integration in the Health Care Delivery System on Broader Health
Care Costs

Vertically integrated PBMs and pharmacies can profit by marking up the price of medicines, exposing
some patients to higher out-of-pocket costs

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. These substantial
markups also call into question how vertical integration may be used to undermine insurers’ medical
loss ratio (MLR) requirements, discussed in more detail below.

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.?* 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
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vertically integrated relationships to absorb would-be generic manufacturer margins, have contributed
to the instability in the generics market leading to drug shortages.#> 146

Consolidation and vertical integration among PBMs, insurers, and providers increase prices without
improving patient outcomes

Insurers and health care providers often argue that consolidation and vertical integration will produce
savings by allowing them to leverage economies of scale and reduce administrative costs. However, a
large body of evidence clearly shows that prices go up, not down, following provider consolidation.#” 14
If consolidated health care providers and insurers are in fact lowering costs, those savings are not being
reflected in lower prices or better outcomes for patients. Without competitors to keep prices in check,
there is less incentive for insurers or providers to pass along any potentially generated savings. Although
consolidation of commercial insurers has been associated with lower prices paid for health care services,
research suggests that these lower prices are not passed on to consumers, who ultimately face higher
premiums following consolidation.'* In Medicare Part D, highly consolidated PDP markets, where
beneficiaries have fewer plan options to choose from, were associated with higher patient out-of-pocket
costs and lower rates of PDP enrollment among older patients.?*°

Among independent hospitals acquired by a health system, researchers observed a six percent decrease
in operating margins. However, these savings were not reflected in the hospitals’ prices, which
increased by five percent over market average for commercially insured patients.'®! Providers in highly
concentrated areas have significant negotiating power, and consumers, whether insurers or patients,
have fewer choices. This gives consolidated entities the ability to demand high prices, and leaves
consumers with few options other than to accept the offered price.’®? In areas with only one hospital,
prices were 12 percent higher, on average, than prices among hospitals in markets with four or more
competitors.’> Research shows that vertical integration among providers is also associated with a
pricing premium:

e Alarge study determined that the prices paid for care provided by physicians and hospitals
associated with health systems are up to 26 percent and 31 percent higher, respectively, than
non-health system physician and hospital prices.**

e Between 2013 and 2017, vertical integration and joint contracting between physicians and
hospitals resulted in a 2 to 12 percent increase in prices for primary care physicians and uptoa 6
percent increase in prices for specialists across all payers in Massachusetts. The largest increase
in prices for physicians’ services were observed among those affiliated with the largest health
systems.>>

e Nationally, hospital-physician integration is associated with a three to five percent increase in
hospital prices following acquisition.'>®

e |ngeneral, a 10-percentage-point increase in physician-hospital vertical integration is associated
with a 1 percent price increase for primary care, a 0.6 percent increase for orthopedics, and a
0.5 percent increase for cardiology.*’

e Hospital acquisition of small and mid-size hospitals resulted in a 20-percentage point increase of
within-system referral rates, as well as a 6 to 20 percent increase in hospital prices.®
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Provider consolidation often translates into lower wages and less generous benefits for workers. One
study estimates that hospital mergers alone resulted in a $521 increase in hospital prices, a $579
increase in hospital spending among privately insured patients, and a $638 reduction in wages, on
average.' Health care workers are not immune from this impact. Following hospital mergers, wage
growth for nurses and pharmacy workers falls to about a third lower than the national average.'®®

Research does not consistently demonstrate better patient outcomes or quality of care following
provider consolidation or vertical integration. For example, for patients whose primary care physician
became vertically integrated with a health system, there were significant decreases in medication
adherence for patients who were Black, Asian, Hispanic, or Native American, or above 80 years old.®!

Receiving care at higher priced hospitals increases spending but has little to no effect on reducing
patient mortality, particularly in highly concentrated hospital markets.'®?> Meanwhile, hospital
consolidation has been associated with a decline in patient experience and no improvements in
readmission or other key indicators of patient outcomes.'®® One study found that readmission rates
among cardiac care patients increased by 10 to 12 percent at independent hospitals following
acquisition by a health system.%*

Private equity firms are increasingly driving provider consolidation and contributing to higher prices.'®®
Their pattern of purchasing multiple providers, rolling them into a single entity, and commanding higher
prices has resulted in higher system-wide costs without clear benefits for patients.'®41¢” Research shows
that private equity acquisitions of hospitals result in an 11 percent increase in health care spending,

driven by higher prices at the private equity-owned hospitals as well as price spillovers to local rivals.®

While a large body of evidence has concluded that private equity ownership of health care providers is
associated with increases in costs to patients or payers,'®® those higher costs do not appear to translate
into superior patient care. In fact, hospitals acquired by private equity firms saw a 25 percent increase in
adverse health events compared to non-acquired peer hospitals. For example, even though private-
equity owned hospital staff placed 16 percent fewer central lines, which are used administer medicines
and other fluids to a patient, the rate of central-line associated bloodstream infections increased by 38
percent.1’0

Provider consolidation incentivizes shifting patient care to higher cost settings

Vertical integration among health care providers incentivizes organizations to steer patients towards
affiliated providers, even if those sites of service result in higher costs for patients, employers, and the
government. This trend has been observed among PBMs and insurers integrated with pharmacies and
physicians and for hospitals and health systems that own other hospitals and physician practices.

The margins providers are able to collect from dispensing and administering medicines have driven
consolidation in the market by incentivizing hospitals to acquire physicians’ practices and convert them
into hospital outpatient departments (HOPDs). This practice has accelerated the shift of care to more
expensive hospital sites, particularly among 340B eligible providers, and drives up costs for patients and
the health care system as a whole. From 2014 through 2018, hospital and health system ownership of
physician practices increased by 89 percent.}’! Hospital and corporate ownership of physician practices
increased by another 25 percent between 2019 and 2020.172

When HOPDs submit claims for provider-administered medicines, they are typically reimbursed
separately for both the acquisition of the medicine and the administration of the medicine. By marking
up the cost of drugs, HOPDs can collect revenue on both the act of administering the treatment and the
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margin between what they paid to acquire the medicine and what they charge the commercial insurer.
These markups significantly contribute to the cost of care without offering commensurate benefits for
patients. For instance, a study in the Journal of the American Medical Association found that for 25
commonly used oncology medicines, the median mark-up cancer centers charged to commercial
insurers ranged from 118 percent to 634 percent of the acquisition cost.?”

On average, HOPDs mark up physician-administrated drugs for commercially insured patients three
times the amount received by physician offices.’’* One study estimates that if price differentials
between HOPDs and physician offices were eliminated for physician-administered medicines, employers
and workers would collectively save $14.1 billion annually.*”

Site of service shifts are particularly stark for physician-administered medicines. Since 2008, billing for
physician-administered medicines under Medicare has shifted from physician offices to HOPDs, with a
10-percentage point decrease in billing for physicians and an 18-percentage point increase for HOPDs.
Similarly, physician offices saw a 16 percent decline in the volume of chemotherapy administration
services provided to Medicare patients, while HOPDs saw a 52 percent increase from 2012 to 2018.%77
While care has ‘shifted’ from independent physicians’ offices to HOPDs, hospital acquisition of
physicians’ offices often means that patients are still seeing the same doctor, at the same location, for
the same medicine. Despite patient care remaining effectively the same, hospitals are able to charge
insurers higher prices than physicians’ offices, ultimately increasing health care spending without
improving quality of care or outcomes.

176

Vertical integration among providers also leads to increased utilization of higher-intensity care and
diagnostics, without any clear evidence of better patient outcomes. For example, patients seen by
hospital-integrated cardiologists were more likely to receive high-intensity, hospital-based interventions
than independent cardiologists.'”® Provider consolidation may also encourage low-value care,
particularly for diagnostics. One study found patients were 20 percent more likely to receive an
inappropriate MRI referral after a physician transitioned from independent practice to hospital
employment.'’® Between 2013 and 2016, physician consolidation with hospitals and health systems was
linked to a 2.6 percent and 4.5 percent increase in hospital-based laboratory tests and diagnostic
imaging for Medicare beneficiaries, respectively, resulting in an additional $73.1 million in Medicare
spending.t®

The 340B program further intensifies misaligned incentives in the system

The increasing shift of patient care to higher cost settings has been intensified by the 340B program, a
program that requires manufacturers to provide discounted medication to certain entities, but does not
require that these savings be passed on to patients. This has further incentivized hospital acquisition of
physicians’ practices to expand the profitability of hospitals’ involvement in the 340B program through
the establishment of “child sites.” While not expressly contemplated in the 340B statute, the Health
Resources and Services Administration (HRSA), which oversees the 340B program, has allowed child
sites to participate in the program without addressing abuses. In particular, HRSA has not implemented
specific requirements for child sites to advance the purpose of the program, such as by treating a
minimum threshold of low-income or uninsured patients. This lax agency oversight has undermined the
program’s integrity. It has enabled 340B hospitals to use child sites as a way to chase 340B profits,
contributing to significant program growth, instead of improving access to care for patients.?8! 182 As
detailed in a September 2022 article in the New York Times, child sites create incentives for hospitals to
shift care to more expensive settings and more affluent areas (as 340B hospitals buy up smaller care
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sites in wealthy areas to generate more 340B profits), increase costs, and drive consolidation that can
negatively impact patient access to care.’®® Government reports and congressional testimony reinforce
this concern, indicating that hospitals frequently exploit HRSA’s lax child site guidance,184185186

Hospitals eligible for the 340B program can collect large margins because they are able to acquire
medicines at a significant discount, on average 57 percent less than the list price (and by as much as 99%
less than list'®’), and they are not required to share these discounts with patients or payers.'® Nor are
they required to dispense discounted drugs only to poor or underserved patients: there are no income
or health insurance restrictions on the patients eligible for 340B-discounted drugs. Accounting for 340B
discounts, recent research shows that the median markup applied to cancer medicines by 340B
hospitals is 3.8 times what they paid to acquire the medicines, ranging from a low of 2.4 to a high of 11
times the medicine’s acquisition cost.'® And commercial insurers reimburse 340B hospitals 6.6 times,
on average, the amount they reimburse independent physicians’ offices for provider-administered
medicines.’® The same study found that that hospitals eligible for 340B discounts retained an average
of 64 percent of total insurer spending on these medicines, which is more than the drug manufacturer
that researched and developed the therapy.'®! These perverse incentives have caused large numbers of
independent physician practices, such as community oncology clinics, to close or be acquired by large
hospital systems over the last 10 years, which raises costs for patients and payors.?

Researchers have observed a tendency for 340B hospitals to prescribe more medicines and prefer
higher cost medicines than comparable non-340B hospitals, both of which increase profit margins. 340B
hospitals administer about 10 percent more prescriptions per patient receiving medicines and the
average cost per prescription is more than 150 percent greater than the cost per prescription at non-
340B hospitals.'® As a result, average spending per commercially insured patient taking outpatient
medicines was more than two and a half times higher at 340B DSH hospitals than non-340B DSH
hospitals.’®* Multiple studies have also found 340B hospitals are less likely to use lower list priced
biosimilars than non-340B hospitals.’®> For example, 340B program eligibility was associated with a 23
percentage-point reduction in biosimilar adoption.'®® Prescribing incentives at 340B hospitals not only
drive up system-wide costs but may also have a direct impact on patient out-of-pocket spending. Among
commercially insured patients with cost sharing receiving medicine at a 340B HOPD, those who received
a brand-name biologic paid 16.1 percent more out of pocket compared to patients who received a
biosimilar.t%’

Increased costs have not translated into better patient care. For example, 340B hospital eligibility and
participation is not associated with improved all-cause in-hospital mortality, 30-day readmissions, or
other condition-specific quality measures among Medicaid or uninsured patients.'*® Additionally,
research has not shown a difference between 340B and non-340B hospitals in the prevalence of
disparities for drug treatments or adverse outcomes among beneficiaries with moderate to severe
asthma.’® This finding calls into question whether 340B hospitals are effectively using discounts to focus
on improved access and outcomes for vulnerable beneficiaries.
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Impact of Consolidation and Vertical Integration in the Health Care Delivery System on Market Dynamics

Highly consolidated health care delivery and reimbursement sectors can lead to increased
vulnerability in the market

Increasingly consolidated health care delivery and reimbursement sectors can create system-wide
vulnerabilities that are particularly concerning. Two recent occurrences illustrate the unintended
vulnerabilities introduced by consolidation: cybersecurity attacks and generic drug shortages.

Consolidation and vertical integration among entities responsible for health care delivery and
reimbursement inherently consolidate risk, resulting in potential ‘single points of failure.” Without
market incentives to develop backups that can step in if and when a single point fails, there is no safety
net to prevent consequences from spreading across the system. The recent cybersecurity breach of
Change Healthcare, a subsidiary of UnitedHealth Group that processes one third of the countries’
insurance claims and provider reimbursements and handles other administrative services,?® exemplifies
how an attack on one system can have compounding effects across the entire U.S. health care market.
As House Energy & Commerce Chair Cathy McMorris Rodgers (R-WA) observed during a recent hearing,
“As our healthcare system becomes more consolidated, the impacts of cyberattacks — if successful —
may be more widespread.”?!

Change Healthcare was acquired in 2022 by Optum, a UnitedHealth Group subsidiary, and currently
processes 15 billion health care transactions each year for 900,000 physicians, 33,000 pharmacies, and
5,500 hospitals.?®? The health care system’s reliance on this one company was made abundantly clear
when a cyberattack forced the system offline in February. As a result, hospitals, physicians’ offices, and
pharmacies across the country were left without the system they rely on to get paid for their services.

The Change Healthcare attack has demonstrated the vulnerability of the U.S. health care system for
patients, who faced challenges filling prescriptions and using manufacturer cost-sharing assistance,?®
and providers, who were unable to receive payments from insurers. According to a survey by the
American Hospital Association, the Change Healthcare cyberattack impacted 82 percent of hospitals’
cash flow. Among these hospitals, more than a third reported that more than half of their revenue was
impacted. Additionally, two in five hospitals reported the cyberattack directly impacted the care
provided to patients.?*

The Change Healthcare attack is just the most recent of a growing number of cyberattacks on the health
care sector.?%> A recent survey found that two-thirds of health care organizations reported a
ransomware attack in the past year, up seven percentage points from the previous year.?% As systems
become highly integrated and reliant on one another, the risk of one attack having a ripple effect across
the entire health care system grows. As a former leader in the Federal Bureau of Investigation’s Cyber
Division, John Riggi, observed, “Where you have this concentration of mission-critical services, that also
results in the concentration of risk if those services become unavailable for any reason.”?"’

Highly consolidated systems tamp down on incentives for competing companies to create duplicative or
redundant systems. As a result, competitors have little to no incentive to enter the market and offer
alternatives, which could have been leveraged immediately following the attack. By disincentivizing
market entry, consolidation has also contributed to recent shortages of generic medicines. The
misaligned incentives of PBMs and their affiliates, as well as provider GPOs that act as bulk purchasers
for hospitals and physicians,?®® may undermine competitive pressures that should encourage investment
in generic manufacturing, leading to or exacerbating drug shortages.?®® For example, three provider

19


http://www.phrma.org/

670 Maine Avenue, SW - Suite 1000, Washington, DC 20024 « PHRMA.ORG

RESEARCH PROGRESS « HOPE

GPOs control roughly 90 percent of all generic non-retail medicine purchasing. This concentration in the
market has resulted in downward pricing pressure on manufacturers, impacting manufacturers’ revenue
and profitability. As the trade association representing generic and biosimilar manufacturers has
described, “fewer buyers means fewer markets”.?!° The practical result of this is, when generic drug
manufacturers fail to win GPO contracts, manufacturers may either exit or decide not to enter the
market for those drugs, eliminating critical suppliers in the system and contributing to diminished
manufacturing capacity, which ultimately raises the risk of drug shortages.

Vertical integration may allow insurers to undermine Medical Loss Ratio requirements

Medical loss ratio (MLR) refers to the percentage of premium (including certain other revenue) spent on
incurred claims or activities that improve health care quality. Medicare Advantage (MA), Part D,
Medicaid managed care plans (MCOs), and certain commercial health insurance plans are subject to
MLR standards.?!! Under the Affordable Care Act, health insurance issuers are subject to an 80 or 85
percent minimum MLR, depending on the market in which the issuer offers coverage. This means at
least 80 or 85 percent of the revenue that issuers receive from premiums (and certain other revenue)
must be used for patient care, rather than administrative costs or profit.

Because federal regulations require issuers to deduct manufacturer rebates and other price concessions
received by the issuer from incurred pharmacy claims, MLR is calculated based on issuers’ net pharmacy
costs.?'#213 [ssuers of individual or group health insurance coverage that do not achieve a minimum MLR
are required to rebate the difference to policyholders. MA organizations and Part D prescription drug
plan sponsors that do not achieve a minimum MLR must remit the difference to CMS and face additional
penalties if they continue to fail to achieve a minimum MLR in subsequent years.?!*

The growing vertical integration between health insurers and PBMs raises questions about how business
arrangements between affiliated entities in these large, vertically integrated organizations are treated
when determining whether issuers have met MLR standards. In a vertically integrated organization, the
licensed health insurance issuer entity may pay affiliated entities (e.g., PBMs, pharmacies, providers) for
incurred claims for prescription drug costs or other patient care. Practically speaking, this means that
vertically integrated health insurers may achieve MLR requirements through expenditures that include
profits that accrue to affiliated companies in the same vertically integrated organization. Said another
way, vertically integrated insurers may hold onto more revenue by using “intercompany eliminations,”
an accounting term under which the parent organization in a vertically integrated organization (e.g.,
health insurer) pays for direct patient and other care by transferring revenue to an affiliated entity (e.g.,
PBM, pharmacy, or provider), the profits from which accrue to the entire organization.?®®

According to reporting from the news outlet Axios, “[iJnsurers keep more of the premiums they collect
when they also own the medical providers that are paid those premium dollars...there are no limits to
how much profit a provider can keep. So if an insurer can steer its members toward its own providers,
the company is able to keep a lot more of those premium dollars.”?® Similarly, the Brookings Institute
has observed that vertical integration “permits MA plans to circumvent regulations aimed at
constraining the profits that can be earned from the MA program.” Specifically, “a vertically integrated
MA plan can move profits from the MA plan to the related business. This increases the MA plan’s MLR
without reducing the parent company’s profits, weakening the MLR constraint.”?!”

Figure 1 illustrates the MLR calculation for a vertically integrated health insurer with an affiliated entity
that directly provides medical and pharmacy care to its members (such as through a PBM-owned
pharmacy) and uses intercompany eliminations and a non-vertically integrated health insurer without an
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affiliated entity that provides medical and pharmacy care to its members. Both examples account for
profits in technical compliance with an 85 percent MLR.?!8 These examples demonstrate vertically
integrated insurers’ ability to earn organizational profits can undermine MLR requirements through
intercompany eliminations with their affiliated PBMs, pharmacies, and providers.

Vertically Integrated Insurer Non-Vertically Integrated Insurer

Pays $10,000 Premium to Insurer Pays $10,000 Premium to Insurer

Pays $8,500 to Affiliated Provider
for Patient Care

Pays $8,500 to Non-Affiliated Provider
for Patient Care
Spends $1,000 in Admin Costs Spends $1,000 in Admin Costs

Insurer Profits: $500 Insurer Profits: $500

il

Affiliated Provider

Gets $8,500 from Affiliated Insurer

Spends $7,000 on Cost of Providing
Patient Care i |

Provider Profits: $1,500

Total Company Profits: $2,000 Total Company Profits: $500

Intercompany eliminations have skyrocketed in recent years, and now account for a significant share of
vertically integrated organizations’ total revenue. For example, 62 percent of OptumRx revenue comes
from UnitedHealth Group affiliated businesses?!® and more than $49 billion of the combined $273 billion
in CVS Pharmacy and CVS Healthcare services’ revenues resulted from transactions between these two
segments.??
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PBMs maintain their profitability by keeping customers, patients, and manufacturers in the dark
about how their business works

PBMs’ vertical integration with insurers, pharmacies, and providers is riddled with conflicts of interest,
which often go unchecked due to the lack of transparency in the system. According to the PBM
Accountability Project, “PBMSs’ general lack of transparency is critical to their operations and allows
them to buy a product or service from one stakeholder in the system and sell that product or service to
another stakeholder at a higher price, without the payer understanding the true cost or inflationary
nature of the services purchased — a practice known as ‘arbitrage’.”??! For example, industry analysts
have noted that PBM contracts with employers often include clauses that prohibit the employer from
conducting an independent audit.??2 This information asymmetry constrains the ability for employers to
understand how conflicts of interest may influence the decisions their PBMs makes, such as whether the
PBM'’s formulary or preferred pharmacy network has been chosen based on the lowest cost to the plan
sponsor vs. the largest margins when filled through the PBM’s affiliated mail order pharmacy.??

Another conflict of interest stems from the financial relationships between vertically integrated PBMs
and the insurance consultants and brokers who help employers evaluate pharmacy benefit options.
These relationships represent another downstream entity that is financially affiliated with, and
influenced by, large vertically integrated PBMs.??* A recent investigation revealed that “a largely hidden
flow of money” between benefits consultants and PBMs can undermine consultants’ ability to provide
impartial advice, prompting consultants to recommend contract terms that favor PBMs at the expense
of employers and enrollees.?%> 226

Transparency to plan sponsors in the commercial market is further obfuscated by the creation of so-
called “PBM GPOs,” which have introduced an additional, non-transparent layer into the reimbursement
system and, according to experts, may be an attempt by PBMs to sidestep ongoing legislative and
regulatory reform initiatives, including efforts to increase PBM transparency.??” PBMs may also use
“PBM GPOs” to create new revenue streams via additional fees charged to manufacturers that are less
transparent to employers and plan sponsors and create additional challenges for PBM clients attempting
to conduct audits.??® These “PBM GPOs” have been addressed in recent suits brought by state Attorneys
General in Ohio and Hawaii.??> 23° The Ohio complaint alleges Ascent serves as a vehicle for Express
Scripts to conspire with other PBMs and health insurers to share pricing information and fix prices, to
the detriment of others in the market.?3!

Market incentives encourage for-profit companies and wealthy hospital chains to siphon money
intended for the safety net

As previously discussed, 340B hospitals are not required to share manufacturer-provided discounts with
low-income patients, frequently mark up the cost of medicines, incentivize the use of higher cost
medicines, and purchase independent physicians’ offices to expand their reach. The proliferation of
contract pharmacies has allowed additional entities, including PBMs, pharmacies and other for-profit
companies, to divert funds intended for the safety net. In 2018, 340B covered entities and their contract
pharmacies generated an estimated $13 billion in gross profits on 340B purchased medicines.?*?
Congress did not create 340B to help 13 of the top 30 Fortune 500 companies generate additional
profit.23

Contract pharmacy arrangements have given PBMs, PBM-owned retail and specialty pharmacies, and
other large for-profit businesses a substantial, and growing, role in the 340B program. Half of U.S.
pharmacies currently act as contract pharmacies for hospitals or health care providers in the 340B
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program, with more than 2,000 locations added in just the past 12 months.?** These contract
pharmacies are disproportionately affiliated with large, vertically integrated companies. Nearly three
quarters (71 percent) of pharmacies in the four largest chains and 41 percent of institutional pharmacies
participated in the 340B program as a contract pharmacy in 2022 compared with just 22 percent of
independent pharmacies.?*®

Overall, 44 percent of all contract pharmacy relationships are between a 340B covered entity and a
pharmacy associated with one of the three largest PBMs.?3¢ And over half of total 340B profits retained
by contract pharmacies are concentrated in just four for-profit corporations, two of which are vertically
integrated with two of the three largest PBMs (CVS Health and Express Scripts).2’” These profits are
largely driven by prescriptions filled through PBMs’ mail order pharmacies, which represent the fastest
growing segment of the contract pharmacy dispensing channels. In 2020, mail order contract
pharmacies grew by 56 percent from the previous year, at a rate two and a half times the growth rate of
3408 retail contract pharmacies.?*®

Contractual terms established by PBMs often dictate the terms of contract pharmacy partnerships with
covered entities, including when establishing provider networks,?*° and health plans and PBMs engage
in steering patients to contract pharmacies that are more financially beneficial for plans or PBMs. Health
plans and PBMs accomplish this by offering lower cost sharing at contract pharmacies, thereby
encouraging patients to fill prescriptions at these locations.?*® Additionally, certain pharmacy chains
require covered entities to engage with their other related 340B profit generating businesses as a
prerequisite to contracting.?*

The significantly higher margins on 340B medicines have incentivized greater consolidation and rapid
expansion of contract pharmacy relationships. The average profit margin obtained by contract
pharmacies on commonly dispensed 340B medicines is an estimated 72 percent vs. a margin of 22
percent for non-340B medicines dispensed through independent pharmacies.?*? Because profits per
3408 prescription are much higher than the average profit for prescriptions filled on behalf of a third-
party payer, vertically integrated conglomerates are able to use profits generated by the 340B program
to subsidize other parts of their business, allowing PBMs and their pharmacies to accept lower
reimbursement rates from plans in exchange for becoming a preferred pharmacy or part of an exclusive
network. In other words, pharmacies are likely using 340B profits to subsidize network rates, allowing
them to provide more competitive rates and capture market share, pushing out independent and
community pharmacies.?® Taken together, these dynamics further contribute to destabilizing the
independent pharmacy market.

The 340B revenue generated through contract pharmacies has become significant enough that market
analysts are taking it into consideration when evaluating company performance. Recently, an analyst
noted that the reduced volume of highly profitable 340B prescriptions filled by retail pharmacies will
limit CVS Health’s ability to exceed its earnings guidance, leading the analyst to downgrade the
company’s stock.2** Two of the largest pharmacy chains have both reported they rely heavily on the
3408 program for their profits, and any negative change in their relationship with the 340B program
could materially impact their financial performance and their ability to exceed earnings projections.?*®
The generation of 340B profits from these companies and their financial relationships with various third-
party administrators (TPAs), discussed below, are now the subject of an ongoing 340B investigation by
Senator Cassidy.2®

23


http://www.phrma.org/

670 Maine Avenue, SW - Suite 1000, Washington, DC 20024 « PHRMA.ORG

RESEARCH PROGRESS « HOPE

Increased use of contract pharmacies — fueled in part by policies that are not contemplated by the
governing statute — has not increased access to affordable medicines for patients living in low-income
communities. From 2011 to 2019, the share of contract pharmacies in the highest income
neighborhoods increased by 5.0 percent, while the share in the lowest income neighborhoods
decreased by 5.6 percent, adding to the growing body of evidence questioning the degree to which 340B
program growth serves vulnerable communities.?*’” PBM-affiliated contract pharmacies are exploiting
the 340B program to obtain outsized profits without any clear benefit to patients, despite the program’s
original focus to serve safety-net entities.

Building on the success of their initial involvement in the 340B program, large vertically integrated
corporations are exploring other opportunities to profit off of this safety net program. TPAs’ service
offerings have emerged to mine pharmacy claims and covered entities’ medical encounter data and ‘tag’
prescriptions they believe likely qualify for 340B (at varying degrees of certainty based on the covered
entity’s interpretation of the definition of a ‘patient’).2*® In this way, for-profit companies are able to
abuse the system to passively generate income from these patients’ prescriptions without maintaining
responsibility of care or sharing any of the discounts with low-income or uninsured patients.

TPAs represent an opaque area of the program with little publicly available data on ownership or
affiliations. TPAs often profit based off of each 340B script they identify,?*® moving money intended for
the safety net into for-profit companies’ pockets. PBMs have capitalized on this new revenue source and
acquired their own TPAs. By leveraging their negotiating power, they are able to compel covered entities
to contract with their affiliated vertically integrated TPAs, rather than one of the independent options.
Based on reviews of available information, researchers estimate that 14 percent of software-based TPAs
are owned by a vertically integrated pharmacy chain. 2> Some program participants wield their
significant market control to require use of the chain pharmacy’s TPA software for contract pharmacy-
related transactions.?!

Policy Reforms Should Seek to Address Market Distortions, Restore Competition, and Protect Patients

PhRMA supports the efforts of the DOJ, FTC, and HHS to better understand the effects of health care
consolidation. We, like the American public, want the U.S. health care system to ensure the best
treatments get into the hands of providers and patients, and that they are not sidelined by PBMs,
consolidated 340B covered entities, and vertically integrated affiliates seeking to maximize their bottom
lines.

PBM reforms have received broad, bipartisan support at the state and federal level,>*? and we
encourage policymakers to capitalize on this support

In our response to FTC's May 2022 request for information on the impact of PBMs’ business practices on
independent pharmacies and consumers, we supported the agency’s initiation of a broad Section 6(b)
study on the PBM industry, which we encourage the agency to complete in a timely manner. Since that
time, bicameral and bipartisan support has emerged in Congress for reforms addressing problematic
PBM practices as well as abuses in the 340B program. Below, we describe a number of key opportunities
for policymakers to realign incentives, strengthen market competition, and improve patients’ access to
care:

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
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compensation based on the value of those services. PBM compensation should not be tied to the price
of a medicine. PARMA 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 (5.2973) and
the Delinking Revenue from Unfair Gouging Act (DRUG) Act (H.R. 6283).254255256.257 The Congressional
Budget Office (CBO) has projected that delinking in both the Part D and commercial market would
reduce federal spending.?>2%°

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.

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, 263264265
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 actually 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.2%®
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The 340B program requires comprehensive legislative reforms

PhRMA also supports efforts by the agencies to provide greater oversight to 340B business relationships
and scrutiny to hospital mergers and physician practice acquisitions. While the FTC is able to review
mergers involving nonprofit hospitals, the agency is currently limited in its enforcement ability.?67:28
With the majority of hospitals in the United States operating as nonprofit entities, we believe the FTC
and DOJ should not be restricted in their ability to address anti-competitive practices in this industry.
Additionally, the FTC should closely monitor the behavior of for-profit vertically integrated entities
involved in the 340B program to ensure they are not engaging in anti-competitive arrangements. The
340B program requires comprehensive legislative reforms, including the below policies that would
specifically address some of the misaligned incentives driving provider consolidation.

Limit PBM and other for-profit companies’ involvement in 340B: In the context of broader reforms,
Congress should enact policies to curb the abuses of vertically integrated payers, PBMs, and pharmacies,
including by establishing limits on 340B program-related fees. As a condition of working with 340B
covered entities, authorized pharmacies should not be able to charge fees that are tied to the list price
of a medicine or that exceed a certain threshold (e.g., 125% of the average per-prescription dispense fee
paid to pharmacies by all third-party payers). Greater restrictions on these for-profit 340B supply chain
middlemen are needed to mitigate the misaligned incentives in the market that are driving consolidation
throughout the health care system.

Reform covered entity eligibility criteria: The ability for hospitals to merge and to acquire physicians’
offices to expand their ability to profit from the 340B program has directly fueled consolidation across
the health care system. Congress should update covered entity eligibility criteria to require, among
other changes, a minimum charity care threshold that helps ensure only providers that serve a
disproportionate share of low income and vulnerable patients are eligible to participate in the program.
Similar eligibility reforms should be extended to hospitals’ child sites, which could help to reduce
incentives for hospitals to acquire community physicians’ offices. Tailoring the program to true safety
net providers would lessen the incentives that 340B creates for more vertical and horizontal
consolidation.

Require sliding fee scale for 340B medicines: Covered entities should be required to ensure qualifying
low income and uninsured patients benefit directly from 340B through reduced out-of-pocket costs for
their 340B medicines. This can be accomplished by requiring 340B hospitals to establish a sliding fee
scale that sets cost sharing for 340B medicines at SO for uninsured or privately insured patients with
incomes below 100% of poverty and limits cost sharing for these patients with incomes at or above
100% but below 200% of poverty to the lesser of 20% of their applicable cost sharing or $35. For
medicines filled at a pharmacy, the sliding fee scale reductions in cost sharing should be reflected at the
point of sale. In addition to these specifications, 340B hospitals and their entity-owned and contract
pharmacies should have their sliding-fee-scale policies prominently posted and included in any billing-
related correspondence to a patient who received a 340B drug.

Improve 340B program integrity: A lack of definitional clarity in the current 340B statute has prompted
covered entities to try to push the bounds of the program to include more purported “patients,” which
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has contributed to the program’s continued growth. Among other changes, Congress should establish a
clear and reasonable “patient” definition that applies uniformly to all covered entities and ensure
uninsured and low-income privately insured patients directly benefit from lower cost medicines. To
ensure cost-sharing assistance can be provided at the point of medicine dispense, a determination of
whether an individual is a covered entity’s patient should occur at the time a medicine is prescribed to
the individual, not days, weeks or months later. These changes, among others, would decrease the
ability of hospitals and their profit-driven business partners to abuse the 340B program.

%k k ok

PhRMA appreciates the opportunity to provide feedback on this request for information. We look
forward to opportunities for continued collaboration on these important issues. We are happy to discuss
these comments and provide any further details or supplemental materials that you may request. Please
reach out to Rachel Weissman (rweissman@phrma.org) with any follow up questions or requests.

Sincerely,
/s/ /s/

Elizabeth Carpenter James C. Stansel

Executive Vice President, Policy & Research Executive Vice President & General Counsel
/s/ /s/

Rachel A. Weissman Joe Records

Senior Director, Policy & Research Deputy Vice President, Law
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