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PHARMACY BENEFIT MANAGERS AND THE
PRESCRIPTION DRUG SUPPLY CHAIN:
IMPACT ON PATIENTS AND TAXPAYERS

THURSDAY, MARCH 30, 2023

U.S. SENATE,
COMMITTEE ON FINANCE,
Washington, DC.

The hearing was convened, pursuant to notice, at 10:07 a.m., in
Room SD-215, Dirksen Senate Office Building, Hon. Ron Wyden
(chairman of the committee) presiding.

Present: Senators Stabenow, Cantwell, Menendez, Carper,
Cardin, Brown, Whitehouse, Cortez Masto, Warren, Crapo, Grass-
ley, Cornyn, Thune, Cassidy, Lankford, Johnson, Tillis, and Black-

urn.

Also present: Democratic staff: Shawn Bishop, Chief Health Ad-
visor; Tiffany Smith, Deputy Staff Director and Chief Counsel; and
Polly Webster, Senior Health Counsel. Republican staff: Kellie
McConnell, Health Policy Director; Gregg Richard, Staff Director;
and Conor Sheehey, Senior Health Policy Advisor.

OPENING STATEMENT OF HON. RON WYDEN, A U.S. SENATOR
FROM OREGON, CHAIRMAN, COMMITTEE ON FINANCE

The CHAIRMAN. The Finance Committee will come to order.

Colleagues, I am going to take just a minute to thank the mem-
bers for what I believe has been a very productive work period. Our
bipartisan efforts on organ transplants—thank you very much,
Senator Grassley—have really paid off. We are going to have new
contracting practices with much more accountability to protect the
millions of Americans who depend on these organ transplants.

Senator Cardin and Senator Daines yesterday focused on dental
care. Senator Crapo and both sides are working to build on our
mental health work. I thought we had a very good and bipartisan
housing hearing that proceeded in the middle of the work period.
In my State, eight different school districts are having to buy
houses to rent to teachers because there is such a housing short-
age.

And finally yesterday, the investigation—a 2-year investigation
by the Finance Committee—exposed massive Federal tax evasion
by Credit Suisse, working with ultra-wealthy Americans, often dual
citizens, who are hiding their taxes, concealing their tax obligations
for years on end. So, colleagues, thanks, and it was a productive
time.

o))
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This morning, we are going to continue our longstanding efforts
to lower the cost of health care for taxpayers and patients. Today,
the committee focuses on pharmacy benefit managers, in particular
the new strategies like charging administrative fees tied to the
price of a drug that these multibillion-dollar corporations have ag-
gressively adopted in the last 4 years, since we had previously
looked at PBMs.

Pharmacy benefit managers had a strong case for themselves
back in the 1980s and 1990s. The original goal was to use their ac-
cess to limited data to negotiate lower drug prices on behalf of their
clients—insurance companies and employers.

When prescription drug coverage came to Medicare, with Part D
in the 2000s, PBMs shifted into overdrive to get to a larger market
and more sophisticated drugs. In recent years, it has been increas-
ingly apparent that PBMs are using their data, their market
power, and their know-how to keep prices high and pad their prof-
its instead of sharing the benefits of the prices they negotiate with
consumers in the Medicare program.

I believe this is an industry that is going in the wrong direction,
and that is having a big impact on the prices that Americans pay
at pharmacy counters from one end of the country to another.
There are especially serious consequences for the Federal health
programs that the Finance Committee oversees.

Between Medicare, Medicaid, CHIP, and the individual health
insurance market, the committee oversees health coverage for more
than half of all Americans, or roughly 180 million people. Prescrip-
tion spending for these Americans constitutes a significant portion
of the amount the United States as a whole spends on pharma-
ceuticals each year. That totaled $577 billion in 2021.

That is why it is so critical for the committee to examine what
needs to be done to modernize the rules of the road for PBMs. Sen-
ator Crapo and I have talked about this at some length, particu-
larly this concept of modernizing the rules, because what made
sense really 34 years ago, does not look so sensible today.

So we are taking off on this hearing—as with so many of the
things that I just outlined over this work period—with strong bi-
partisan interest, and I thank Senator Crapo for that. So what we
are going to do is look at pharmacy benefit managers with a thor-
ough eye, and take any legislative steps necessary to ensure tax-
payers and patients are not getting a raw deal. The Finance Com-
mittee has a long history of tackling these big-league issues on a
bipartisan basis, and the results speak for themselves.

Finally, before I turn it over to Senator Crapo, I want to illus-
trate just one example of PBM practices that are resulting in high
prices. In a competitive market, if two products have equal quality,
a business should prefer the lower-cost option.

However, oftentimes PBMs charge administrative fees to drug
makers, which are calculated as a percentage of a drug’s list price.
That means PBMs get a higher payment if they favor higher-cost
drugs. In my view, that is a clear example of these bizarre, these
perverse incentives that PBMs have created that have left so many
Americans fed up and outraged at the health-care system.

The consequences of this out-of-whack market are felt by tax-
payers and families every time they show up at the prescription
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counter. Discounts negotiated by PBMs play an important role in
driving down premiums for seniors. But the games PBMs play be-
hind the scenes also appear to be driving up drug costs for many
seniors, who are forced to pay top dollar for their prescriptions at
the pharmacy counter, while PBMs profit at their expense.

So we have an important opportunity today to look at the latest
practices, the most current practices being employed by pharmacy
benefit managers, and the impact that these tactics have on tax-
payers and Americans who count on affordable medicine—afford-
able medicine—for a decent quality of life.

Thanks to all our witnesses.

Senator Crapo, please, and I thank you for your cooperation.

[The prepared statement of Chairman Wyden appears in the ap-
pendix. |

OPENING STATEMENT OF HON. MIKE CRAPO,
A U.S. SENATOR FROM IDAHO

Senator CRAPO. Thank you very much, Mr. Chairman. I have
long championed efforts to improve prescription drug access and af-
fordability for all Americans, and I welcome the opportunity to en-
gage in this vitally important bipartisan hearing.

Whether at the pharmacy counter, the doctor’s office, or the hos-
pital, some of the most lifesaving medications remain out of reach
for far too many working families and seniors, especially in the face
of persistent inflation.

Congress took a critical step toward addressing these challenges
nearly 20 years ago, when we voted to enact Medicare’s prescrip-
tion drug benefit or Part D, leveraging market-based competition
to create and protect high-quality coverage for seniors. In many
ways, Medicare Part D reflects an unprecedented success story.

Coming in massively under budget, with low and stable monthly
premiums and with a generic drug dispensing rate of roughly 90
percent, Part D’s resilient market-oriented structure continues to
ensure low-cost drug access for most seniors, even as many other
medical costs have continued to skyrocket.

Stakeholders across the supply chain deserve credit for these fig-
ures and trends. That said, much has changed in the past 2 dec-
ades, and we have an obligation to both build on the aspects of
Part D that work well, and to address access and affordability gaps
where we find them.

In weighing and developing policy solutions, my priority is al-
ways the patient. We need to identify avenues for lowering out-of-
pocket costs, increasing competition, and promoting access to life-
saving innovation, and we need to do so in a fiscally responsible
manner.

Given the tremendous common ground and shared goals around
this issue, I am confident that we can fulfill these objectives and
deliver real results for seniors. A few major points regularly raised
by Idahoans—transparency, incentives, and out-of-pocket costs—
are of key importance as we hear today’s testimony.

As anyone who has looked at a flow chart or a diagram of the
drug supply chain can attest, the only clear thing about it is how
unclear and opaque it is. We need an all-of-the-above approach to
transparency that empowers consumers, plans, providers, and



4

pharmacies to make informed, cost-effective, and clinically appro-
priate decisions, as well as to practice meaningful oversight.

Policymakers also need more line of sight into the black box of
drug pricing relationships and transactions, especially as we look
to pursue productive reforms in the future. We also need to assess
the various incentives that operate within the medication supply
chain.

Ideally, we should have frameworks both within Part D and in
other markets that encourage low prices through meaningful com-
petition. Unfortunately, in too many cases, certain dynamics seem
to drive list prices up, as the chairman has mentioned, even as net
prices reflective of rebates and discounts decline.

The gap between list and net price has grown dramatically in re-
cent years, keeping premiums stable but exposing some consumers
to astronomical out-of-pocket costs at the pharmacy counter, par-
ticularly for uninsured patients or families relying on high-
deductible health plans.

Misaligned incentives have also constrained biosimilar uptake in
Part D, driving manufacturers to launch products at multiple dif-
ferent price points, with PBMs sometimes preferencing the option
with the higher sticker price. The incentive structures at play here
clearly warrant a hard look.

Americans face an out-of-pocket cost of less than $20 for 92 per-
cent of the prescriptions filled. For the remainder, however, costs
can run much higher, particularly for seniors enrolled in Part D.
I look forward to discussing targeted solutions to bridge this gap
without fueling premium hikes for older Americans.

With these priorities in mind, thank you to our witnesses for
your being here today, and I do look forward to your testimony.

Thank you, Mr. Chairman.

[The prepared statement of Senator Crapo appears in the appen-
dix.]

The CHAIRMAN. Thank you, Senator Crapo. And listening to you
and comparing it to those five areas that I touched on where we
have been working in a bipartisan way, this is especially impor-
tant, because people find this at the pharmacy counter in commu-
nities all across the country. So we look forward to having the ma-
jority and minority work together.

Let me briefly introduce our witnesses. Robin Feldman, J.D. She
is a national expert on drug pricing, competition, innovation, and
the law. She teaches at UC College of Law, San Francisco, where
she is the Arthur Goldberg distinguished professor of law. She
holds the Albert Abramson 54 distinguished professor of law chair,
and with apologies to Ms. Feldman and our other witnesses, I am
going to be brief because I think we have so many things going on
today. I think you all have wonderful backgrounds. I am just going
to try to condense this a little bit.

Karen Van Nuys is next. She holds multiple positions at the
Leonard D. Schaeffer Center for Health Policy and Economics, in-
cluding senior fellow and the executive director of the Value of Life
Sciences Innovation Program.

Lawton Robert Burns will be next. Dr. Burns is a professor of
health care management, professor of management, and the James
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Joo-Jin professor at the University of Pennsylvania Wharton
School, with a special focus on studying health strategy.

Jonathan Levitt is with us. He is co-founder of Frier Levitt, a
boutique health care law firm. He has dedicated his practice to rep-
resenting pharmacies, dispensers, provider associations, manufac-
turers, wholesalers, and plan sponsors. We welcome him.

And Dr. Matthew Gibbs is with us, president of Capital Rx, a
pharmacy benefit manager that operates with a fully transparent
flat-fee dispensary. He is responsible for several core operations at
Capital Rx which cut across client relations, benefit design, cus-
tomer support, and clinical services.

With apologies for abbreviating all of your very distinguished
backgrounds, I would just ask unanimous consent that a more com-
plete record of their backgrounds be made a part of the record.

[The biographies appear in the appendix on p. 213.]

The CHAIRMAN. Okay, let us begin with you, Ms. Feldman.

STATEMENT OF ROBIN FELDMAN, ARTHUR J. GOLDBERG DIS-
TINGUISHED PROFESSOR OF LAW, ALBERT ABRAMSON ’54
DISTINGUISHED PROFESSOR OF LAW CHAIR, AND DIREC-
TOR OF THE CENTER FOR INNOVATION, UNIVERSITY OF
CALIFORNIA LAW, SAN FRANCISCO, CA

Ms. FELDMAN. Thank you, Mr. Chairman and esteemed members
of the committee. The supply chain for medicine is riddled with
perverse incentives and marked by skyrocketing prices. Key as-
pects of the problem can be traced to the industry that lies at the
center of drug pricing: pharmacy benefit managers, or PBMs.

Historically, PBMs were just claims processors handling the pa-
perwork. But 15 years ago, when Medicare expanded to include
prescription drugs, PBMs offered to help health plans negotiate
with drug companies for better prices. But instead of prices coming
down, the prices of many drugs have increased dramatically. For
example, the prices of 65 common medicines have almost tripled,
just during that 15-year period. Now, there are many contributing
factors, but PBMs have been in the middle of it.

So how did this happen? How did PBMs, who are supposed to
help bring prices down, end up driving prices higher instead? Well,
rather than act as honest brokers for the health plans, PBMs have
unsurprisingly acted in their own self-interest, and as it turns out,
their own interests are not aligned with lower prices. Quite simply,
higher prices put more dollars into a PBM’s pockets.

When the sticker price goes up for a drug and the PBM nego-
tiates a rebate, the PBM appears successful. It is a little like a de-
partment store that raises the price of a coat before putting it on
sale. The markdown looks great when you walk in, but it is not.

In addition, the PBM often keeps a percentage of the rebate, so
it gets to pocket more, again based on the price. Now all this might
not be so bad if no one actually paid that high sticker price, but
as Senator Crapo pointed out, many people do. With many plans,
the out-of-pocket payment comes as a percentage of that high stick-
er price, and that is very difficult. Many Americans do not have
prescription drug coverage, even if they do have health insurance.

Now, I mentioned raising the price of a coat before you put it on
sale, but it gets worse. So, imagine if the price jump is higher than
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the sale discount. That is what is happening with medicine. Be-
tween 2010 and 2017 in Medicare, prices for drugs after rebate—
we are talking about after rebate—still rose 313 percent on aver-
age. So we are buying the same coat, but we are paying more and
more. And a significant chunk of that increase is going to the
PBMs.

Now, a PBM may be brokering deals for the health plan, but it
is a very strange relationship. The PBMs refuse to give the details
of the deals they are making to their own clients, the health plans.
And, given the monopoly over pricing information, and the fact that
only three PBMs control most of the market, PBMs are setting the
ic{erms of almost every arrangement. It is not a free and fair mar-

et.

Despite the fact that PBMs should be serving as honest brokers
for the health plans, PBMs also ask drug companies for side pay-
ments. And again, those payments rise when the prices of drugs
rise, and that creates perverse incentives. They vigorously deny
having a fiduciary or any other type of duty to act in the best inter-
est of the health plan and its patients.

So, at the end of the day, what do PBMs do to protect their in-
come stream of rebates and payments? Well, PBMs stand at the
center. They are the benefit managers. As well as negotiating the
prices, PBMs help decide if patients will be reimbursed and how
much they will be reimbursed. So, in dealing with drug companies,
PBMs can offer to exclude a drug company’s competitors, or to
make it more difficult for patients to get the competitor’s medicine.
As a result, this is where we end up. Less-expensive medicines are
gisadvantaged, and patients are channeled into higher-priced

rugs.

Although the pharmaceutical supply chain is a complex system,
the overview of these aspects of the problem can be summarized
fairly simply. PBMs are able to exploit their role at the center to
extract dollars and channel the system into higher-priced drugs.
That is the core of the problem.

Thank you, and I look forward to your questions.

4 [The prepared statement of Ms. Feldman appears in the appen-
ix.]
The CHAIRMAN. Well said.
Let us go next to Dr. Van Nuys.

STATEMENT OF KAREN VAN NUYS, Ph.D., SENIOR FELLOW,
LEONARD D. SCHAEFFER CENTER FOR HEALTH POLICY AND
ECONOMICS; AND EXECUTIVE DIRECTOR, VALUE OF LIFE
SCIENCES INNOVATION PROGRAM, UNIVERSITY OF SOUTH-
ERN CALIFORNIA, LOS ANGELES, CA

Dr. VAN Nuys. Thank you, Chairman Wyden, Ranking Member
Crapo, and honorable members of the committee. Thank you for
the opportunity to testify today about the practices of pharmacy
benefit managers.

My name is Karen Van Nuys, and I am an economist and a sen-
ior fellow at the Leonard D. Schaeffer Center for Health Economics
at the University of Southern California. The opinions I offer here
today are my own and build on previous statements and publica-
tions.
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At the Schaeffer Center, we have been studying prescription
drugs for over a decade, and we are among the first research insti-
tutions to quantify the role of intermediaries in that market. PBMs
provide important and much-needed services to drug companies, in-
surers, employers, and patients, and sit in the middle of nearly
every financial transaction.

This position provides them with extraordinary information ac-
cess and leverage. As has been widely reported, the PBM industry
has become larger and more vertically integrated. Four out of five
U.S. prescriptions are now handled by the top three PBMs. While
their size may allow them to negotiate lower drug prices, it also po-
sitions them to suppress competition and raise drug costs.

Which of these two possibilities prevails is ultimately an empir-
ical question that our research seeks to answer. Estimating money
flows in this market can be challenging, because much of the need-
ed data is opaque to outsiders. That said, drug price researchers
have been conducting these studies that shine slivers of light into
the dark corners of the system. From these glimpses, we can as-
semble a collage of the overall picture, and here are some things
we have learned in assembling that collage.

First, in some circumstances, PBMs raise drug costs. We com-
pared what Medicare paid for the most common generic drugs with
what those same prescriptions would have cost cash-paying mem-
bers at Costco. We found that Medicare could have saved $2.6 bil-
lion in 2018 on just 184 drugs if they had been purchased without
insurance at Costco. Somehow, involving the PBM and the health
plan in the transaction increased drug costs by 21 percent.

Second, in some branded markets, when PBMs negotiate savings
from manufacturers, they do not always pass those along to pa-
tients and taxpayers. My Schaeffer colleagues and I studied the
money flows from U.S. insulin sales between 2014 and 2018. While
PBMs negotiated a 31-percent reduction in net payments to manu-
facturers, the total amount spent per unit of insulin barely budged.
Instead, intermediaries, including PBMs, were capturing those sav-
ings. In 2014, intermediaries were taking 31 out of every 100 dol-
lars spent on insulin. Five years later, they were claiming $53,
more than half. PBM’s share alone grew 155 percent in 5 years.

PBMs use commercial tactics like copay clawbacks, spread pric-
ing, and strategic formulary placement to do this. This leads to per-
verse outcomes, including patients’ copays exceeding the cost of the
drug on one in four prescriptions, and plans paying on average 31-
percent markups for generic scripts.

PBMs motivate manufacturers to compete for formulary place-
ment through rebates. PBMs often keep a share, leading them to
prefer drugs with higher rebates. So manufacturers offer higher re-
bates, raising list prices to accommodate them. Consequently, this
form of competition pushes prices up rather than down, and
formularies can end up favoring the highest- not lowest-cost drug.

High list prices have real consequences for patients. Those with-
out insurance may pay list prices directly; those with insurance
may still be exposed in the deductible phase or through co-
insurance payments. Passing rebates through to health plans cre-
ates its own problems for patients. Health plans may use them to
lower premiums, but this decreases the effective generosity of cov-
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erage. It transfers resources from sick patients to healthy bene-
ficiaries.

Finally, the current rebate-focused price negotiation process can
generate counterintuitive formulary designs. For example, re-
searchers found that 72 percent of Medicare formularies place at
least one branded product on a lower cost-sharing tier than its ge-
neric. Some biosimilar manufacturers are finding that it is easier
to get biosimilars with high list prices and high rebates onto
formularies compared to identical products with lower prices.

While it is true that PBMs provide valuable services, the lack of
transparency in the transactions they control, the misaligned in-
centives that govern their behavior, and vertical consolidation in
the PBM industry should be concerning to us all. Increased trans-
parency that gives market participants more equal footing in price
negotiations would help level the playing field, and stricter report-
ing requirements for more granular transaction data would allow
regulators to analyze specific markets and tactics, identify prob-
lems more quickly, and provide us with more targeted solutions.

Thank you. I look forward to your questions.

[The prepared statement of Dr. Van Nuys appears in the appen-
dix.]

The CHAIRMAN. Thank you for your testimony. We are serious
about this.

Dr. Burns?

STATEMENT OF LAWTON ROBERT BURNS, Ph.D., MBA, JAMES
JOO-JIN KIM PROFESSOR, PROFESSOR OF HEALTH CARE
MANAGEMENT, WHARTON SCHOOL, UNIVERSITY OF PENN-
SYLVANIA, PHILADELPHIA, PA

Dr. BurNs. Well, good morning. Thank you, Chairman Wyden
and Ranking Member Crapo, for inviting me to speak. My name is
Robert Burns. I am a professor of health care management and
strategy at the Wharton School.

One part of my research focuses on the entire health-care eco-
system. I have taught the introductory course on the entire health-
care system for over 35 years. I am beginning to understand it, so
I understand everybody’s frustration. I put it into a textbook which
was published 2 years ago. It covers not only the life sciences side,
pharma, and biotech, but also the providers: the insurers—both
public and private—and then the employers. And it provides a big
picture of what goes on with health care.

I think you need to understand that big picture of the ecosystem
to understand some of the dynamics that you are focusing on here
today. Another part of my research does a deep dive into what we
call the supply chain, and I look at both the institutional and retail
supply chains in health care. I have written two books on these
topics, and I have been studying them since the 1990s.

This past fall, I published a 650-page book just on the PBMs and
the GPOs, basically trying to “demystify” their roles in the health-
care system. To paraphrase Mark Antony in Act III of Shake-
speare’s Julius Caesar, “I come here today not to praise the PBMs,
but to bury some concerns about them.”

The CHAIRMAN. And you said you wrote 590 pages about PBMs?

Dr. BURNS. And 650 pages on GPOs and PBMs.
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The CHAIRMAN. That almost equals, Senator Grassley, the report
that you and I did. I think we have a close competition. Excuse me
for interrupting. It is not going to count against your time.

Dr. BUrNS. My remarks today focus on three topics. First, just
the role of intermediaries: health intermediaries and health-care-
linked buyers and sellers. Health care is full of them. They are not
well-understood or appreciated. No course is taught on these crit-
ters, and I liken them to the Rodney Dangerfield of health care.
They get absolutely no respect.

Worse yet, they are considered the whipping boys—in other
words, the people who take the rap and get spanked for the evil
doings of others. I spent 25 years studying these intermediaries,
starting with the HMOs in the 1990s, the GPOs in the early 2000s,
and then more recently the PBMs. They all take the rap. They are
all blamed for all the ills in health care.

My first book on GPOs and the institutional supply chain taught
me a lot about these intermediaries. We have been down this road
before, and to quote President Harry Truman, “The only thing new
in the world is the history we don’t know.” So that is why I have
devoted so much time to these things.

I believe there is a lot of smoke but not as much fire as people
think. I take my readers through an exercise in critical thinking,
looking at the allegations that you have seen everywhere, and then
I geg my students to ask the question, “Is what I just heard really
true?”

A historical analysis—this is one of the tools I use—shows that
PBMs serve the interests of health plans and the ERISA plan spon-
sors who utilize them. The PBMs are agents. They are not rogue
actors in the health-care system. They exert leverage over manu-
facturers in terms of the volume, trading off higher volumes for a
lower unit cost.

They have used a lot of the same contracting tools for decades,
once you consult the historical record. One thing that should allevi-
ate some concerns here is that their business models have been
changing over the last 5 to 10 years. They no longer rely on rebates
the way they used to, and I think what they are relying on now
is the dispensing of specialty pharmaceuticals, and we ought to re-
serve some time today to talk about the role of specialty pharma-
ceuticals in the rising prices for Medicare Part D seniors, because
it is a huge role.

You ought to know that manufacturers do not like intermediaries
like PBMs. Very few people like intermediaries like PBMs, and ba-
sically that is because they are using leverage to extract price con-
cessions from everybody. The name of the game in this area is
trade-offs. You are trading off volume for price, access for price,
things like that. You cannot have it all.

But the PBMs are clearly instruments of trying to extract lever-
age from the manufacturers. Yes, there has been some consolida-
tion of the PBMs, but it is a competitive market, and if you look
carefully, everybody in health care is consolidating, not just the
PBMs. I think the problem that we face in this sector is no or little
competition in the specialty pharmacy area.

The second part of my report focuses on the rebates or what we
call the gross-to-net disparities. Rebates basically reflect the dif-
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ference between the gross and the net price. Research shows, if you
look carefully, that the rebates do not drive increases in list price.

A lot of factors drive that gross-to-net disparity. A lot of factors
drive the rise in the list prices charged by manufacturers. Some of
those drivers are found in Federal legislation and Federal con-
tracting dynamics.

The second thing to recognize is that those rebates flow increas-
ingly to the health plans, who are the people that the PBMs are
agents for. They do not flow to the PBMs as much, and I think Part
D and Medicaid policies encourage manufacturers to raise their list
prices, as well as to increase their launch prices, where I think a
lot of the attention ought to focus.

Finally, there are a lot of issues about rising out-of-pocket costs
in Medicare Part D. That occurs primarily in the catastrophic
phase, and that is driven primarily by the high cost of specialty
pharmaceuticals.

The CHAIRMAN. We are going to have to move on.

Dr. BUrNs. I will stop.

[The prepared statement of Dr. Burns appears in the appendix.]

The CHAIRMAN. Great; thank you very much.

Okay, let us see. Mr. Levitt?

STATEMENT OF JONATHAN E. LEVITT, CO-FOUNDING PART-
NER, FRIER LEVITT ATTORNEYS AT LAW, PINE BROOK, NJ

Mr. LEviTT. Chairman Wyden, Ranking Member Crapo, and
members of the Senate Finance Committee, thank you for inviting
me to testify here today about PBMs. I am a trial lawyer with the
law firm of Frier Levitt. I represent stakeholders in the drug sup-
ply chain—most importantly, independent, retail, and specialty
pharmacies.

I have been trying cases against PBMs for the last 20 years. 1
am here at my own cost. The six largest PBMs control 96 percent
of the Nation’s prescription drug market, and adversely impact all
stakeholders in the drug supply chain, including patients, phar-
macies, plan sponsors, and taxpayers.

As with all Americans, Medicare and Medicaid and employer
groups are at the mercy of PBMs and their vertically integrated
health-care conglomerates. These top PBMs are driving indepen-
dent pharmacies out of business; creating pharmacy deserts, espe-
cially in rural areas; fueling drug list prices higher for all Ameri-
cans; and delaying and denying treatment for the sickest Ameri-
cans, including those with serious diseases like cancer.

In my written testimony, I have provided information on all PBM
tactics that adversely impact the stakeholders. During these open-
ing remarks, I address how PBMs fuel drug prices and extract the
DIR fees from pharmacies. While drug manufacturers set drug
prices, the growing gap between the list price of drugs and the ac-
tual net price is due to rebates that PBMs extract from manufac-
turers for preferential formulary placement and tiering treatment.

Americans pay their copay based on the list price of drugs, not
the net price. Thus, patients pay dramatically increased, artificially
inflated costs for drugs. PBMs, through their sister companies, si-
phon a huge percentage of the list price of drugs as profits to CVS
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Health, Cigna, and UnitedHealth, all of whom own little-known
companies called rebate aggregators.

Today, two of these PBM-owned rebate aggregators are located
outside the United States. Cigna, which owns Express Scripts,
owns Ascent Health, located in Switzerland. UnitedHealth, which
owns OptumRx, also owns Emisar, the rebate aggregator located in
Ireland.

Just this week, the Attorney General in Ohio filed a lawsuit
against Cigna for using, in his own words, “a little-known Switzer-
land-based company to illegally drive up drug prices and ultimately
push those higher costs onto patients, who rely on lifesaving drugs
such as insulin.”

Now let me make a few comments on DIR fees, the direct and
indirect remuneration that PBMs extract from pharmacies. PBMs
extracted $12.6 billion in 2021 in post-point-of-sale DIR fees from
retail and specialty pharmacies. These performance fees are sup-
posed to be based on legitimate adherence metrics that measure
how well a pharmacy has kept a patient on the physician’s pre-
scribed drug regimen.

However, especially in the case of specialty pharmacies, PBM ad-
herence methodologies are designed to cheat pharmacies and are
shrouded in secrecy. Pharmacies are unable to audit PBMs on the
accuracy of their DIR fee calculations. PBMs provide no adherence
data, and pharmacies are unable to challenge PBMs out of fear of
retaliation.

CMS will eliminate DIR fees in 2024, but the problem is not
eliminated. PBMs and their affiliated Medicare Part D plans will
compensate for the lost DIR fee revenue, which is very profitable,
by drastically reducing pharmacy reimbursement.

Case in point: in 2024, Express Scripts will slash pharmacies’ re-
imbursement rates to rates that are worse than the time when DIR
fees existed. The other top PBMs are likely to follow, which will
drive more pharmacies out of business. However, given that PBMs
own their own affiliated mail-order pharmacies, the largest spe-
cialty pharmacies, and giant chain pharmacies, PBMs do not care
if they drive independents out of business. PBMs will make money
one way or the other.

I have taken depositions of PBM executives and insurance execu-
tives, and I have asked questions such as, “What do you do with
the $12 billion of DIR fees that you take from pharmacies? Does
any of it go back to Medicare or to patients?”

The answers to these questions that I have gotten under oath
from these executives are really staggering. I would love to share
those answers, but PBM gag clauses and protective orders in these
cases prevent me from doing so. I truly hope Congress can shine
more transparency on PBMs and pass meaningful legislation for
the benefit of all Americans.

I welcome your questions. Thank you.

[The prepared statement of Mr. Levitt appears in the appendix.]

The CHAIRMAN. Thank you very much, Mr. Levitt.

Dr. Gibbs?
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STATEMENT OF MATTHEW GIBBS, Pharm.D., PRESIDENT,
CAPITAL Rx INC., NEW YORK, NY

Dr. GiBBs. Thank you, Chairman Wyden, Ranking Member
Crapo, and members of the Finance Committee. First and foremost,
I am a pharmacist. I have been in the PBM industry for a very
long 24 years, serving in various leadership roles. I am currently
serving as a member of the executive team at Capital Rx, a dis-
rupter PBM in the market.

We must first take a step back to truly understand how the PBM
situation developed. Since PBMs emerged in the 1980s and 1990s,
they have played a vital role in the overall supply chain. PBMs
connect all pharmacies in the U.S. via a single uniform communica-
tion logic.

This logic allows pharmacies from single-store ownership to
multistore chain operations to communicate safety edits, drug-to-
drug interactions, disease-to-drug interactions, and patient pay-
ment information. This happens within milliseconds and is argu-
ably the most efficient transaction in all of health care.

In the early 2000s, PBMs started to grow in scale, while at the
same time brand drug inflation increased. PBMs began to negotiate
directly with pharmaceutical manufacturers on rebates for pre-
ferred product placement on the PBMs’ formularies. Rebates quick-
ly became the lifeblood of every PBM. With this development came
a web of complex layers of rebate payment definitions, which be-
came impossible for any employer or government entity to track.

The market then shifted in an arguably suspicious direction,
choosing consolidation over innovation. It is no secret to anyone on
this committee that 70 to 80 percent of the PBM market is con-
trolled by three major organizations. Each of these is either owned
by or owns a major insurance carrier.

PBMs also own dispensing assets, mail-service pharmacies, and
specialty home delivery, and in certain circumstances even a retail
chain. Fortunately, the Federal Trade Commission is now exam-
ining these market concerns.

Most critical is the fact that nearly all PBMs utilize a less-than-
efficient pricing benchmark. This benchmark is known as average
wholesale price, or AWP. This was the pricing source that was part
of a class action lawsuit that required the majority of publishers
of AWP to stop before September 2011.

There was hope in the market that, at the time, a new industry
benchmark would emerge. Unfortunately, every PBM migrated
back to AWP through another available index, and it now is again
the market standard. State fee-for-service Medicaid plans, however,
were no longer going to leverage AWP, so they relied on CMS to
develop a new acquisition cost benchmark called National Average
Drug Acquisition Cost or NADAC.

It is based on survey data from retail pharmacies that report
their invoiced acquisition cost at the drug level to CMS. NADAC
is published on a free public website, while AWP—remembering
that is the industry standard—is a fee-based subscription service.

So how is Cap Rx different, and why am I the only PBM meeting
with you today? Capital Rx is set up to change the way drugs are
priced and patients are cared for to create enduring social change.
We are over 1 million members strong across all payer types. Our
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pricing model abandons the traditional AWP index and utilizes
NADAC as the primary benchmark, and we have a single ledger
model that is easily understood by our payers.

The best way to describe the problem in the market is to give
you an everyday example. If you go in the pharmacy to pick up an
over-the-counter product, you quickly see the prices in front of you
and you know what you are going to pay when you get to the reg-
ister. But when you go to the back, and you go to the pharmacy
to pick up your prescription, you spin the roulette wheel and cross
your fingers and hope for the most affordable price that month.

It does not have to be this way, and it is a direct result of the
AWP being manipulated by PBMs. The ask is simple: every drug
should have a price that is accessible to every American at any
time.

Traditional PBMs have trained everyone to believe that drug
pricing is unstable, using complex proprietary algorithms to lower
their contractual reimbursements to pharmacies, while at the same
time not returning those savings to the payers or the patients.

And while Medicare limits this practice to some extent, most
commercial and managed Medicaid contracts still allow it to con-
tinue. One solution is to use NADAC as a publicly available price
and the source of truth for drug costs. Is it perfect? No. Is it fun-
damentally better than the industry standard? Absolutely.

I will leave you with this final message. I have worked my entire
career to drive transparency into the pharmacy supply chain. We
are at a pivotal moment in history where we can finally change
what is broken and bring rational drug level pricing to the Amer-
ican people.

Compulsory NADAC reporting from all retail, mail order, and
specialty pharmacy home deliveries will drive competition and
bring meaningful cost insights to payers and patients alike.

Thank you, Chairman Wyden, Ranking Member Crapo, and the
committee, for your time on this crucial issue.

[The prepared statement of Dr. Gibbs appears in the appendix.]

The CHAIRMAN. All right. Colleagues and guests, we are about to
start votes. Two points. One, we are just going to keep this moving.
It is such an important topic, and Senator Crapo and I will figure
out a way to do it.

The first four questioners will still be the first four questioners,
though in a somewhat different order because Senator Stabenow
has to get to a Forestry hearing, and she has been very patient,
has a great interest.

Senator Stabenow?

Senator STABENOW. Thank you very much, Mr. Chairman and
Ranking Member, and thank you to all of you. This is a really im-
portant hearing, and I very much appreciate your courtesy as well.

I have long been involved in issues around rising prices of pre-
scription drugs, as many of our colleagues have, and I mean this
is, bottom line, about lifesaving medicine. It is about people’s life
and their health, and I would say it is hard to find something more
serious than whether or not people can afford the medicine that
they need. And unfortunately, we know that for decades Americans
have been paying the highest prices in the world, which makes no
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sense. And when we look at prices three times higher as in many
countries, I mean, it is just—it makes absolutely no sense.

One of the lifesaving drugs we have tried to tackle, and we are
tackling, is insulin, and we know that prices have tripled in the
last decade, with insulin costs going up 800 percent more than in
other developed countries. So we have now put a cap of $35 per
month for someone on Medicare.

It is a good start. Drug companies that make insulin are now ap-
pearing to move in this direction, but there is a lot more to do—
Medicare negotiation and so on. I know the Lowest Price Act,
which was signed into law in 2018, banned PBMs from blocking
pharmacists from telling patients how they could pay less money
for a prescription if they paid out of pocket. They were not allowed
to tell people that.

So that was just one of many, many bad practices. So let me get
to today. PBMs have said that their purpose is to negotiate lower
prices. I said, when we had a group of PBMs in front of us a couple
of years ago, we should call them “PBNs,” because they are pretty
bad negotiators, if that is what they are supposed to be doing.

So, I would first ask Ms. Feldman, can you discuss in more detail
the PBMs’ practices that have led Americans to pay the highest
prices in the world?

Ms. FELDMAN. Thank you. When PBMs channel patients into
higher-priced drugs, then the prices rise for everyone in the sys-
tem.

Fair and efficient markets do not work that way. Patients should
be encouraged to buy the drug with the lower sticker price. That
entire system is how we end up with some of the highest prices in
the world for the same drugs that other developed countries are
purchasing.

Senator STABENOW. Thank you very much.

And, Mr. Levitt, you talked about the DIR fees, and I share your
great concern both for those independent pharmacies and so on,
but also for beneficiaries. So could you talk more about how the
DIR fees harm the sickest people in the system, and could you give
us more details? We are talking about people who have cancer or
other serious diseases, and how they are affected by these fees.

Mr. LEVITT. Thank you. It is true that the sickest are the most
harmed, because I will say PBMs have made the argument that
when we collect all these rebates and also fees from pharmacies,
we are able to lower the premium. That is actually true, that the
premium is lowered—and for those who never use their prescrip-
tion drug card, they pay the lower premium.

But for the sickest Americans, those, for example, with cancer,
when they go to the pharmacy counter, as has been stated, they
pay the maximum copay. They go into the donut hole, and then
they go into catastrophic coverage—all of them, anyone who is on
a specialty drug.

So those patients who use their medication, they pay the most.
And also, the government does. In the catastrophic coverage phase,
the PBM insurance company pays the least. Manufacturers and the
government pay more, and so do patients. So the sickest patients
are the biggest losers.

Senator STABENOW. Thank you.
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Mr. Chairman, thank you again, and the ranking member, for
holding this hearing. This is a very important piece of how we are
going to really make medicine in America affordable for people. I
would just add we, as taxpayers, pay for basic research that creates
these drugs, which I am happy to do, and it is an important piece
of what happens.

But it is public dollars, and then when we end up paying the
highest prices in the world, this does not equate. This does not
work, and I am so glad we are tackling this.

The CHAIRMAN. And thanks for all your leadership in these
issues, Senator Stabenow. I hope everybody picked up on the point
Mr. Levitt just made to Senator Stabenow, and that is, you can do
phenomenally well in the prescription drug system as long as you
never need medicines. If you do not need medicines, everything
works out well.

Senator Crapo?

Senator CRAPO. Thank you very much, Mr. Chairman.

When we talk about the need for greater transparency in the
drug supply chain, that term can and should mean a few different
things. It means transparency for plans, who need to select the
best PBM option and conduct effective oversight. But it also means
transparency for consumers in choosing a plan, as well as for pro-
viders in choosing the most cost-effective, clinically appropriate
medication to prescribe.

We also know from experience that any effective transparency
policy needs to drive down rather than increase costs, and that
credible trade secrets warrant protection. With these considerations
indmind, I will start with you, Mr. Levitt and Dr. Van Nuys, in that
order.

What specific and concrete policy steps should we take to im-
prove transparency under the Medicare Part D system for patients
and plan sponsors, as well as for providers and pharmacies? I
would ask you to be as succinct as you can, because I want to have
a few other answers as well.

Mr. LEVITT. So, to speak very succinctly, I think that the process
for the government to take that would be the most practical and
the most effective would be to create a true rebate safe harbor. So
that would mean that it would be transparent, that PBMs could le-
gally take a rebate fee or an administrative fee, but it would be
limited to 3 percent, 4 percent, 5 percent, not 50 percent. So I think
a very practical rebate safe harbor would be a big change.
hSeI}?ator CrAPO. Okay, go ahead. Were you going to add some-
thing?

Mr. LEVITT. I was just going to add, from the patient perspective,
the Medicare Plan Finder is where patients go to look and see their
copay. The Medicare Plan Finder does not reveal that patients are
paying a copay based on that list price of the drug instead of the
net price after rebates and after DIR fees.

Senator CRAPO. All right; thank you.

Dr. Van Nuys?

Dr. VAN Nuys. Thank you, yes. You heard from Dr. Gibbs in his
opening statement about how helpful the National Average Drug
Acquisition Cost data are to his business model, but they are also
helpful to researchers like us.
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I think one action that the Federal Government can take is to
create similar pricing series that are collected regularly, standard-
ized, averaged, and posted publicly just like NADAC is. That would
help.

But those series are not on the acquisition cost, which is the cost
that pharmacies pay to wholesalers, but at other points in the dis-
tribution system—so, for example, the prices that are the reim-
bursements that pharmacies are receiving from pharmacy benefit
managers, or the prices that health plans are paying their phar-
macy benefit managers to settle claims.

If we had similar aggregated—so, not disclosing any confidential
information—if we had similar consistent benchmarks and meas-
ures in those points of the distribution system, people like Dr.
Gibbs could use them in their business negotiations, researchers
like me and regulators could know more about how prices are mov-
ing throughout the system. I think that would be a big help.

Senator CRAPO. All right; thank you very much.

Dr. Gibbs, what would your answer to that question be?

Dr. GiBBs. Well, I feel as if Dr. Van Nuys quoted me, but I would
say it is very similar. We are using a pricing index everywhere—
Medicare, managed Medicaid, commercial—off of AWP, and it lit-
erally has nothing to do with the price of a drug. So I do not know
if people understand that in most, if not all, Medicare contracts,
you pay the average cost of all drugs.

That is your guarantee. Drugs do not have a price. You do not
know the price of generic Lipitor. You pay a price based on all
generics’ average over a year. We do not buy any products like that
in our economy. We have accepted it in the drug business. And
until we get rid of the fundamental issue of these average bench-
marks that are not related to drug costs, we can do all these other
great, creative things around rebates, transparency, but when the
cost basis is not reflective of actual cost, it is not going to be worth
it. We have to change that.

Senator CRAPO. Well, thank you very much.

I have a number of other questions that basically ask for solu-
tions, and I am not going to have time to get into those. So I am
going to yield my time back to the chairman.

But I would like to ask you all—I will tell you, we will be submit-
ting questions for the record to you, and I ask you to really pay
a lot of attention to these questions, because we need the kind of
expertise and guidance that you can give to us to help us put to-
gether the right solutions here.

The CHAIRMAN. And I second Senator Crapo’s request. We want
to make this a bipartisan effort in this committee. So please, treat
Senator Crapo’s questions like mine and everyone else’s. We have
got to get moving on this.

My first question to you, Ms. Feldman, is that in 2021, Senator
Grassley and I released what was, really, a landmark report, re-
viewing contracts between the three biggest PBMs and insulin
manufacturers. One of the findings was that the manufacturers
often paid PBMs administrative fees for services—for example, for
providing data—and PBMs made billions of dollars every year off
these fees.
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The report also found that these administrative fees are often
based on a drug’s list price. So, preferring a higher-priced drug by
placing it on an advantageous lower formulary tier can make more
money for the PBM, yet higher costs for patients and taxpayers.

Question: doesn’t the PBMs’ practice of preferring higher-priced
drugs raise patient costs and overall drug spending?

Ms. FELDMAN. Yes, of course. When patients are channeled into
higher-priced drugs, the prices rise. With the system you have just
described, the problem is that the person negotiating on behalf of
the patient should not be getting paid by the other side. It is a con-
flict of interest. It is a problem, and it pushes those prices higher.

When that payment is based on a higher price for the drug, it
undermines the negotiation entirely.

The CHAIRMAN. You are being way too logical for a lot of the
ways the Federal Government does business, and I appreciate it.

Dr. Van Nuys, for you: your research suggests that PBMs may
be overcharging their health plan clients for generic medicines, in-
cluding Medicare Part D plans. One of your studies found that
Medicare was overcharged by $2.6 billion for generic medicines in
2018 alone, compared to Costco’s pricing for the same drugs.

A separate Harvard study backs up your findings. They found
Medicare would have saved $3 billion in 2020 if Part D plans were
charged the same prices that Mark Cuban’s Cost Plus Drugs com-
pany charged us for generics. This is all factually correct thus far;
is that correct?

Dr. VAN Nuys. Yes.

The CHAIRMAN. Okay. Now, it is no secret that big PBMs can be
effective negotiators when there is competition between drug man-
ufacturers. It is hard to believe they are not getting as good a deal,
if not better, than Costco or Mark Cuban. So I want to finish up
with a specific example.

CivicaScript is a nonprofit pharmaceutical manufacturer. They
sell a generic prostate cancer drug for $160. The average price that
the PBMs are charging the Part D plans for the exact same drug
is over $3,000. Just let that all sink in a little bit—the difference
between generic prostate cancer drugs for $160; PBMs are charging
Part D $3,000. Yet Civica cannot get the big three PBMs to cover
their drug, which is a tiny fraction of what they are doing their
business with.

So as a result, Part D plans—and consequently patients and tax-
payers—for this drug, this specific drug in this specific case, they
are facing a markup of nearly 2,000 percent. Is that right?

Dr. VAN Nuyvs. The math?

The CHAIRMAN. Yes.

Dr. VAN Nuys. Oh, I trust your math, yes.

The CHAIRMAN. Yes, correct. So, colleagues, we are going to enter
this letter into the record from CivicaScript. It provides more de-
tails on the issue. But the example that we have cited with a ge-
neric prostate cancer drug, we are talking about a markup of al-
most 2,000 percent. So something is way out of whack here, all
right?

[The letter appears in the appendix beginning on p. 211.]
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The CHAIRMAN. One last question for you, Dr. Van Nuys. Why
do PBMs appear to be charging such high prices to their health
plan clients for these medicines?

Dr. VaN Nuys. I think the short answer is, because they can.
Lack of transparency in these markets allows PBMs to pay the
pharmacy one reimbursement and then charge the plan a different
price for that same prescription and keep the difference, which is
the spread.

And because plans cannot see what the pharmacy has been paid,
they do not know when they are being overcharged. It is that kind
of lack of transparency that certainly is driving what happened
with the Costco study that we did. I suspect that is also going on
in the CivicaScript example you just cited.

In the CivicaScript example, there is also this added complexity
of the PBM owning the specialty pharmacy that is dispensing it.
That is a different issue, but also related to your question.

The CHAIRMAN. So let me close with this, and my time is just
about up. This sounds like a really bad news discussion for patient
cosltl% and spending under Medicare. Is that your assessment as
well?

Dr. VAN Nuvs. Yes, I agree.

The CHAIRMAN. Because we have got to figure out how to hold
down costs in America. We have got to figure out how to strength-
en Medicare. Senator Crapo and I talk about this often. In this
committee, colleagues, the late Senator Hatch worked with us, and
I think Senator Grassley remembers as well. We built the CHRON-
IC Care bill.

We are interested in finding ways for people to get good-quality
care, and to make it more affordable. We have just gotten a snap-
shot in time of just how the consumer gets fleeced under these
kinds of PBM practices, and how that really ripples right through
to Medicare, which picks up so many of these bills. And we just
cannot afford to do business this way and meet the challenge of
Medicare in our time.

Senator Grassley?

Senator GRASSLEY. Mr. Chairman, thank you for continuing this
committee’s work on PBMs. Something ought to get done this Con-
gress, considering the fact that there is already a bill out of Judici-
ary, a bill out of Commerce. Senator Sanders is talking about get-
ting a bill out of the HELP Committee. The House committee is al-
ready working on this issue.

I believe it is our duty to understand how the pharmaceutical
supply chain is working, and what we can do to improve it. In
2019, this committee held a hearing with PBM executives, and we
worked to advance a bipartisan bill to shed more light on PBMs
and drug companies. The Inflation Reduction Act took big steps to
reduce drug prices, but there are approximately 30 provisions in
the Grassley-Wyden bill still not law that would establish more ac-
countability in the drug pricing world, including for PBMs.

The current drug price system is so opaque that it is easy to see
why there are many questions about PBM motives and practices.
In 2018, I pressed the Federal Trade Commission to investigate
PBMs. Last year, the FTC began studying PBMs, and I am not
waiting—we cannot wait for FTC to issue their report.
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The Judiciary and Commerce Committees have passed PBM bills
that I am working on with Senator Cantwell. Senator Cantwell is
also on this committee. The Prescription Pricing for the People bill
requires the FTC to study pharmaceutical intermediaries, including
vertical integration, and issue a report and recommendations to
Congress within 1 year. This bill has passed the Judiciary Com-
mittee on a voice vote. The PBM Transparency Act has advanced
out of the Commerce Committee with a bipartisan vote of 18 to 9.
This bill puts sunshine on PBMs and saves taxpayers $740 million.

I pursued bipartisan legislation, held hearings, and conducted
oversight. In the Grassley-Wyden 2-year investigation into insulin
price-gouging, we found that that PBM scheme encourages drug
makers to spike the drug list price in order to offer greater rebates,
and in turn secure priority placement on covered meds, and all at
the expense of many patients.

This especially impacts those who are uninsured, underinsured,
and on high-deductible plans. Recently three insulin manufacturers
announced that they were lowering the list price on their insulin
products. I believe the key way that we can solve high prescription
drug prices is to have more transparency.

One of the panelists talked about PBMs being scapegoats. I think
they have created their own scapegoat environment, because of
lack of transparency. If you want people to understand what you
are doing and you are playing a very important role in this whole
business of getting pills from the manufacturer to the consumer,
then why not have transparency, and then you do not have any
problems with the public not understanding what you are doing?

So, my one and only question will be to Dr. Van Nuys and Mr.
Levitt. The Cantwell-Grassley PBM Transparency Act requires
transparency reporting to shine sunlight on prices and fees. Why
is PBM transparency important to ensuring taxpayers and patients
are getting the lowest drug prices possible?

Dr. VAN Nuys. I think transparency is an essential first step, be-
cause it gives researchers like me, regulators like the Federal Gov-
ernment, the opportunity to understand the bigger picture. But
more importantly, that kind of transparency is actually going to
provide participants in the markets with information about the
true prices that they are facing.

When they have information about the true prices that they are
facing, they can make better economic decisions, and they can
choose the highest-value opportunity. So I think it is an important
first step. I think it will help in at least those two ways.

Senator GRASSLEY. Mr. Levitt?

Mr. LEvITT. Thank you. It is our contention, based on informa-
tion we have seen in litigation and how we studied the market,
that there is a huge percentage of the list price of a drug that is
retained by the PBM and the PBM rebate aggregator. Trans-
parency would shine the light on that.

It is okay if PBMs make some money, but if it is 20 or 30 percent
of the list price of a drug, that is a problem. If we are able to shine
that transparency on those rebates, we can actually lower the list
price of drugs for all Americans. Pharmaceutical companies could
literally charge less and earn the same net price. Plan sponsors in-
cluding the government, Medicare and Medicaid, and private em-
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ployers could pay a lower price for drugs, and pharmacies could
stay in business because they could get a reasonable reimburse-
ment rate.

The CHAIRMAN. I thank my colleague, and next is Senator Cor-
nyn.

Senator CORNYN. Thank you, Mr. Chairman. This is an extraor-
dinary panel, and there is so much complexity here that I am going
to join Senator Crapo in sending you some specific questions about
solutions. I am not sure what the right metaphor is. I have heard
you talk about the system being riddled with perverse incentives.

Sometimes the PBM is called the “black box,” and I have heard
us talk about transparency. I start with the fundamental propo-
sition that our pharmaceutical industry is entitled to a return on
their investment for their risk-taking, and that we are the bene-
ficiary of that from the public health standpoint.

The fact that the American and the international pharmaceutical
industry can come up with Operation Warp Speed in an incredible
amount of time and save millions of lives, is something to be cele-
brated.

Conversely, I do believe that there is a lot of gamesmanship
going on in the industry. Maybe that is an understatement for all
of you here. So again, I do not know what the right metaphor is—
whether it is a Rubik’s Cube, or a shell game, or whatever you
want to call it—but transparency, as many of you have said, seems
to be an important part of getting the right answer.

But I cannot help but feel like this is by design, the complexity
and the difficulty of actually determining what is the price of the
drug. Dr. Gibbs, you talked about the importance of setting that
standard. So I am very interested in getting some specific pro-
posals, and of course Senator Grassley and others have talked
about transparency.

But it strikes me that without transparency, the market cannot
work. Dr. Van Nuys, do you agree with that?

Dr. VAN Nuys. Wholeheartedly, yes.

Senator CORNYN. I mean, I am not an economist. I am a recov-
ering lawyer, but it seems to me that this whole area is rife with
gamesmanship. We have even had examples of drugs that have had
as many as 100 different patents, so-called patent thickets, and
product-hopping and other gamesmanship by the industry, to try to
maximize price.

Again, I do not begrudge the industry making a return on their
investment, and I know it is highly risky. But I do object to the
gamesmanship and the playing of a rigged system. So, Dr. Van
Nuys, why is it that Costco can charge so much less for the same
drug?

Dr. VaN Nuys. Again, I am going to go back to transparency. I
think that because, in a cash market, there is no third-party payer,
there is no spread. The PBM is not charging a spread, and so
Costco does not have to pass those costs on to the patient.

Senator CORNYN. I am not—I usually do not gamble when I go
to Las Vegas, but sometimes they talk about the spread. This
sounds like it is one big gambling operation.
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Dr. VAN Nuvs. I am not sure whether it is gambling, but it is
a way for PBMs to capture money inside that distribution process,
yes.

Senator CORNYN. And, Dr. Gibbs, you talked about the mecha-
nism that you have used to try to provide more transparency and
sort of a standard price that people can operate from, because we
lack the basic information to understand the system and this
whole

Mr. Levitt has talked about all the “do not disclose” statements
and the confidential settlements and things like that that prohibit
him from telling us what he knows about this system. But what
impact do you think your company and the way you are operating
in terms of the business model, compared to Amazon or Mark Cu-
ban’s Cost Plus Drugs—what promise does that have to lead us out
of this terrible mess?

Dr. GiBBs. Sure. Thank you, Senator, for your question. I would
say our goal is and always has been to bring transparency options,
regardless of channels.

Senator CORNYN. You want to make money too though, don’t
you?

Dr. GiBBs. Correct. I mean we are—we are a startup. We started
in 2018, and we are not profitable yet. We are getting there, and
it

Senator CORNYN. I do not think Amazon was either for the first
period of time.

Dr. GiBBs. Exactly, exactly. And using a price index like NADAC,
which is published by CMS—they actually do the survey to the
pharmacies. And by making it more robust so it is not voluntary—
today it is a voluntary survey—and getting better responses to that
will lead us to the actual drug cost.

And then you can have your nuance of Costco, Mark Cuban, and
a person can actually go in and look, and actually be informed of
what the real price is once and for all. Today, with all the dynam-
ics, from PBM spread to stores having different usual and cus-
tomary fees, to membership programs that all the stores have, it
has created this quagmire for a person to really know what they
are going to pay.

The only way is to level set. The good news is, we have the tools
already. We just need to enforce them.

Senator CORNYN. Well, Dr. Burns, I appreciate your scholarly
work, but the fact it took you 650 pages or so to explain PBMs and
GPOs I think speaks volumes about where we are.

Thank you, Mr. Chairman.

The CHAIRMAN. Thank you, Senator Cornyn.

Next would be Senator Cardin.

Senator CARDIN. Thank you, Mr. Chairman, and let me thank
you for calling this hearing. I want to thank our panelists. Put me
down on the comments that you made in the opening. I strongly
support greater transparency.

The rebate systems seem to be leading to the wrong types of in-
centives. Higher-cost drugs are priority over lower-cost drugs, and
quite frankly, I do not know who holds the pharmacy benefit man-
agers accountable for any public responsibility.
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I think that is the challenge. We, the taxpayers, are the largest
payers and consumers of pharmaceutical products, and yet the
pharmacy benefit managers that play a critical role in this are
really not accountable to us. To me, that is the major challenge.

So, I do not know how we get a handle on the accountability
issue, but let me mention one area that has been one of my major
areas of concern. We have many low-cost drugs that are very im-
portant in our health-care system, infusion drugs, that are in short
supply.

I have heard specifically of examples where patients were denied
the protocol care because the drugs were not available. These are
low-cost drugs that in the richest country in the world, that spends
the most on pharmaceutical products—to me it is outrageous that
these drugs are not in adequate supply.

Now, you would think the pharmacy benefit managers that are
negotiating on behalf of the companies’ coverage for drugs would
have leverage to make sure that low-cost drugs are available. But
it does not seem to be the case, and this past year we added more
drugs to the shortage-of-supply list than we ever have in the past.

So how can we modify our system to make sure that we have
adequate supplies, and how can the pharmacy benefit managers be
engaged in that process? Who wants to take a shot at that? Please.

Dr. BURNsS. Well, there are Federal reports that the major prob-
lem with drug shortages is not PBMs; it is with the manufacturers,
and I am not here today to bash the manufacturers. But often-
times, those shortages are driven by manufacturing problems and
compliance problems in the plants operated by those manufactur-
ers. That is the source of the problem, number one.

The source of the problem number two is, sometimes we just do
not have enough manufacturers there, such that one could pick up
the slack if one of the other manufacturers’ production goes down.

Senator CARDIN. I agree with you that the primary responsibility
is with drug manufacturers and their profit motives. If they cannot
make enough on a particular drug, they are going to use that ca-
pacity for other purposes.

But I would just argue that pharmacy benefit managers are a
huge part of the pharmaceutical chain here, and they could use
their leverage in regard to pharmaceutical manufacturers. I would
suggest also that the group purchasing organizations that are set-
ting up could also add to the number of drug shortages because of
the pricing here.

So there is part of what they are setting up, to me, that makes
the pr{;)blem more challenging. Yes, did you want to respond, Mr.
Levitt?

Mr. LEvITT. Yes, I think that it is true. Manufacturers should be
making these short-supply drugs. But I think one of the things that
PBMs can do in a more moral control of the formulary, is to put
these low-cost drugs on the formulary, encourage manufacturers to
make these by giving them a fair return, and giving the phar-
macies a fair return for dispensing some of these drugs.

Senator CARDIN. I agree. It seems to me that, as I see it, the
PBMs have ignored this issue, and in some cases have made it
worse because of the way that they have organized their pricing.
So, it encourages the pharmaceutical manufacturers to do what
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they are doing today, rather than trying to provide a different ave-
nue so that we can deal with the shortages.

We have some legislation here to deal with the shelf life of drugs
and to make it easier, and some incentives to add capacity for
lower-cost drug manufacturing. So, we are doing some things on
the supply side.

But when you look at the profits that are being made, both at
the manufacturer level and at the benefit manager level, to me it
is shocking that there is not an attention to the patient who needs
these drugs.

Thank you, Mr. Chairman.

The CHAIRMAN. I thank my colleague.

Senator Cassidy is next.

Senator CASSIDY. Dr. Burns, it’s like no one is talking to you,
man, so I would like to talk to you. We have several academics on,
and if you read Ms. Feldman and Dr. Van Nuys, you are thinking,
are you all from the same planet, right? You seem to be—so let me
just ask about some things that Dr. Van Nuys puts in her testi-
mony and have your response.

In 2019 before patents were due to expire, Gilead introduced an
authorized generic version of Harvoni that was going to lower out-
of-pocket cost by $2,500, but it never made it to several PBMs’
formularies. The patients continued to pay top dollar, even though
there was a generic that was available. I think I summarized that
correctly, Dr. Van Nuys.

Now, that would look like something which is an abuse of a
PBM, by a PBM. What would you say to that, Dr. Burns?

Dr. BUrNS. Well, one has to look at the incentives in Medicare
Part D plans, and the incentives there are to get the beneficiary
through all of the various coverage phases into the catastrophic
phase, where the government picks up almost all of the tab and the
health plan pays very little.

So it is the health plans who have an incentive for the patients
to move through those coverage plans, such that their liability is
diminished when the patient hits the catastrophic phase. It is not
the PBM; it is the health plan that the PBM is an agent for.

Senator CASSIDY. So you are saying that the health plan would
be instructing the Part D PBM in order to put that formulary so
as to move the person into the catastrophic phase most rapidly?

Dr. BurNs. Well, the health plans run the Part D plans. They
are not instructing the PBM to run the patient——

Senator CASSIDY. So, it still sounds like a little bit of a collusion.
If you have an insurance company that owns, in whole, the PBM
company, and they are telling them, listen, we want to offload our
responsibility, so stick it to the patient buying the drug and move
them into—that is what you are saying, huh?

Dr. BURNS. Not necessarily, because that vertical integration
that you have talked about with the health plans owning the
PBMs, that is mostly recent, okay. Up until 2018, the only health
plan that owned a PBM——

Senator CASSIDY. Yes, but I think what we are describing is still
a recent phenomenon, at least until that was capped.

Mr. Levitt, you are shaking your head. You are waving your
hand. You are like jumping up and down, but be concise.



24

Mr. LEVITT. I thought I was being more subtle than that, but yes.
I mean the PBMs, and the insurance companies are one in the
same, and there is no firewall. So UnitedHealth owns Optum.
Cigna owns Express Scripts, and CVS owns Caremark and
SilverScript.

So to the extent—that was an accurate statement. These health
plans want the patient to have a higher-cost drug to move through
the coverage phases to get to the catastrophic.

Senator CASSIDY. So I think what you are saying is that we have
to actually broaden our view. The PBM is merely an agent for the
insurance company that is willing to foist cost upon both the con-
sumer and upon the Federal taxpayer, in order to maximize their
profit?

Mr. LEvITT. That is right, but——

Senator CASSIDY. Let me stop you, because I have limited time.

Dr. Van Nuys, now recent legislation has changed the dynamic
of the Medicare Part D incentive. Theoretically, there is no longer
a reward for sticking it to the patient and moving her into the cata-
strophic. Would you expect that which Dr. Burns, I think it is fair
to say—I do not know if “minimizes” is the right word but seems
to give less importance to—how do you think this is going to im-
pact it?

Dr. VanN Nuys. I will start by saying I am not sure, but I do
think that it could alleviate some of the issues. I do not know. We
will have to see how it plays out to understand.

Senator CASSIDY. And, Dr. Burns, coming back to you, I think
you are quoting Weinstein-Schulman’s data when you, in your tes-
timony, say that people are inferring that the higher list price,
even though net price is minimally rising, that they are inferring
that that is related to the fees, the rebates, et cetera.

Seems like a pretty good inference to me. And so, knowing that
that high list price is what the person, the patient in her deduct-
ible, is going to pay, they are still extracting more money from the
Medicare beneficiary, a lot more money. Your thoughts on that?

Dr. BURNS. Sure. Research, as well as my own study of some of
these drugs, shows that the list price goes up because the manufac-
turers can get away with it.

Senator CASSIDY. Now the Schulman article or articles, and the
Schulman-Weinstein most recently, show that the list price grows,
I do not know, 2.7 percent, whereas the—I am sorry. List price will
grow 5 percent and net price is growing 1.7 percent. Now, that is
not the manufacturer; in fact, there is a depressive effect. Others
have noted that this is costing manufacturers a fair amount of
money. So I am not sure. So where would you come from?

Dr. BurNS. Well, the manufacturer is setting that list price, and
then the PBMs act as agents on the health plan to negotiate down
that price

Senator CASSIDY. No. That list price is a negotiation between the
rebate and the net price. In fact, I think I know that the manufac-
turers do not report, as a profit, the list price. They only report the
net price, which tells me that that is all they are counting on, and
the rebate, the price between the list and the net, is that which the
PBM is demanding for where they put it on a tier, etcetera. Would
you dispute that?
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Dr. BUrNs. Well, the PBM demands that, in order to get on the
formulary, and then demands a bigger rebate in order to get a
more favored position on that formulary. And then the PBM trans-
lates or passes along those rebates to the health plan. The issue
is what the health plans do with that money, not the PBMs.

Senator CASSIDY. I am way over, but I will say that the lack of—
the opaqueness of it is, I think, what people are concerned about,
because we do not know the entirety of that is going back to the
payer. It may be going back to the integrated insurance company,
but we do not know that it is going back to Google, Exxon, Deloitte
and Touche, or you know, Performance Contracting in Louisiana.

Dr. BURNS. And what I would say is——

The CHAIRMAN. To be continued, Senator Cassidy. Important
points.

Senator Menendez is next, followed by Senator Carper and Sen-
ator Thune.

Senator MENENDEZ. Mr. Levitt, pharmacy benefit managers are
key players, or should be, in alleviating patients’ financial burden
at the pharmacy counter, as they frequently set patients’ out-of-
pocket costs based on a drug’s list price. The higher the list price,
the more the patient pays, an obvious burden.

Less obvious, but equally concerning, is that PBMs benefit sig-
nificantly from high list prices and have no incentive to choose
lower-priced drugs to drive down patient costs. PBMs extract re-
bates from manufacturers based on list price in exchange for a
manufacturer’s drug receiving formulary placement.

Those rebates are passed on to plans that employ them, but al-
most never to patients, and manufacturers also pay distributors,
group purchasing organizations, and specialty pharmacies percent-
age fees that are based on the list price. The patient gets nothing.

So, under the current structure, PBMs make more money when
a drug’s list price increases, while patients bear the financial bur-
den. Conversely, if a manufacturer lowers the list price, PBMs
stand to lose money while patients benefit.

So, Mr. Levitt, do you agree that it would be better for patients
if the supply chain was delinked from list prices, so that patients’
out-of-pocket costs were based on net prices?

Mr. LEVITT. Yes. There is absolutely no doubt that patients
would do better paying a copay based on that lower price, based
on the drug benefit structure of almost all plans.

Senator MENENDEZ. And let me ask you, would patients be better
off if PBMs and other supply chain entities were paid flat fees for
the services they provide?

Mr. LEVITT. Absolutely they would, as long as it is a reasonable
flat fee.

Senator MENENDEZ. Now, Humira treats people who are afflicted
with crippling rheumatoid arthritis. This critical medicine can cost
patients more than $80,000 a year. It should be good news to con-
sumers that Humira biosimilars are being launched, which should
make the treatment more affordable for patients who desperately
need it.

But because the economic incentives to PBMs are completely
skewed, the biosimilar drugs launch with two different prices: one
with a high list price and a large rebate; one with a low list price
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and a lower rebate. So take another look at this chart. We know
PBMs favor the high list price in order to obtain larger rebates,
even though the patient would pay significantly less if PBMs se-
lected the drug with the lower list price.

So is it true, Mr. Levitt, that the current structure incentivizes
PBMs to select higher-cost drugs to the detriment of patients?

Mr. LEVITT. Yes, Senator, it does, and it is often to the detriment
of the patient, because sometimes there is a better drug on for-
mulary that does not pay as much of a rebate that would be better
for the patient.

Senator MENENDEZ. You know, the Pharmacy Care Management
Association, which represents the PBMs, includes research on their
website that states, and I quote, “High list prices hurt patients who
must pay these prices. If list prices were lower, out-of-pocket pay-
ments based on list prices would be lower and more affordable.”

It rocked my mind when I read this. So if the PBMs themselves
acknowledge lower list prices would help patients at the pharmacy
counter, why would they still place preference on a higher list price
product, when a drug company has given them a better option for
their patients?

Mr. LEvVITT. Because they have established this architecture in
the system, where they have these rebate aggregators that we be-
lieve are secretly siphoning a lot of that rebate out and not giving
it back to the plan or the consumer.

Senator MENENDEZ. Thank you.

Now finally, as a result of mergers and acquisitions in recent
years, CVS Caremark, Express Scripts, and OptumRx now control
approximately 80 percent—80 percent—of all U.S. prescription
drug claims. This level of concentration gives these PBMs market
power over data, drug coverage, and contracting—80 percent.

The hyper-consolidation, with little to no regulatory oversight,
creates inappropriate negotiating leverage that discourages com-
petition and makes it difficult to achieve transparency, afford-
ability, and timely access for patients. So, Mr. Levitt, how does the
consolidation in the PBM market impact costs for patients, and
what sort of regulation and oversight is needed to protect con-
sumers?

Mr. LEVITT. I think, first of all, this massive power influence over
physicians, which is a problem—we want physicians to act inde-
pendently. I think some of the things Congress could do to lower
drug prices would be to create more transparency, as has been dis-
cussed a lot, but also a safe harbor for rebates.

If PBMs want to earn a rebate, to keep money, it should be at
an amount defined by the government. I think that would help
lower drug prices.

Senator MENENDEZ. Thank you. Thank you, Mr. Chairman. I ap-
preciate that Mr. Levitt’s from New Jersey, his sock wear.

The CHAIRMAN. I noticed.

Senator MENENDEZ. It looks like he may have graduated from
North Carolina at one point.

The CHAIRMAN. All right. Next will be Senator Carper and Sen-
ator Thune, and I thank my colleagues for their patience, and
when we start voting, we are going to keep everything going.

Senator Carper?



27

Senator CARPER. Thank you, Mr. Chairman. Welcome everyone.
Nice to see you all.

I am from Delaware, born in West Virginia, grew up in West Vir-
ginia, but I am privileged to represent the people of Delaware here
for quite a while now.

We are proud in Delaware, especially with being the first State
to ratify the Constitution. And in the Constitution, you may re-
call—in the preamble of the Constitution it starts with these
words: “We the people of the United States, in order to form a more
perfect union.” It does not say in order to form a perfect union, but
a more perfect union.

Out of that, I take the idea that everything we do, we can do bet-
ter, and we need to do better. That includes the way we deliver
health care: to cover more people, to do it in a cost-effective way,
harness market forces where we can to provide better health care.

I will just say, there are four questions that I ask when I am con-
sidering, among other things, how to make pharmaceuticals more
available to people, to make sure that they are getting the drugs
that they need at a reasonable cost.

But I ask four questions in this room, and one of those is, given
an idea, I say, what is the effect on patients, how does it affect pa-
tients? Then I ask, how will this affect taxpayers? What are the
budget implications of what is suggested to us? The third question
I ask is, a particular answer or idea, does it foster innovation? Does
it diminish innovation? And the last question I ask is, does a par-
ticular idea simplify or make more complex an already complex sit-
uation, as you know?

And with that in mind, I am going to ask, not a question for all
of you. I am going to pick on Dr. Karen Van Nuys, and I would
appreciate your response to this.

Again, one of my guiding principles—and I just mentioned it is
the first one—is, in terms of pharmaceuticals, the work that we do
here with respect to prescription drugs—one of my first questions
is, how does it affect patients at the counter in terms of their pock-
etbooks?

That is why I previously cosponsored something called Creating
Transparency to Have Drug Rebates Unlocked, and you bet there
is an acronym for all that. It is C, capital C, through, T-H-R-U (C—
THRU). And it is led by Senator Wyden, and would have ensured
that cost savings from rebates provided by drug manufacturers
would be passed on to patients.

At the same time, sometimes lowering costs in one part of our
health-care market, as you know, can cause another—it is like
squeezing a balloon; it pops out some place else.

But here is my question, Dr. Van Nuys. Can you share with us
briefly your thoughts on how we can better ensure that rebate cost
savings are passed down to patients at the counter, while also
managing costs for our Federal Government? And is there a narrow
or maybe an incremental way to go about this so we can balance
these trade-offs? Thank you.

Dr. VAN Nuys. Thank you, Senator. Let’s see. As you know, it
is hard to lower patient out-of-pocket costs without impacting pre-
miums and squeezing the balloon in one place and having it bulge
in another.
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And so one of the solutions or avenues to help would be to take
some of the savings that we have identified, right, that $2.6 billion
that Medicare was overpaying for low-cost generic drugs in 2018,
and figure out ways to take that money out of the current system
and get it to patients for out-of-pocket relief or so we can lower pre-
miums. We can do a lot of things with that.

We had—my coauthor Erin Trish and I—an op-ed in The Wash-
ington Post this week about taking those low-cost generic drugs out
of the benefit, so that we do not run it through this process that
adds 21 percent to their cost.

Right now, 21 percent is going to intermediaries. There are much
better things we can be doing with that money: helping patients,
helping taxpayers, helping the domestic supply industry, and help-
ing innovation.

Senator CARPER. That is a very good answer. Yes, so go ahead
and then I will—my time will expire, but go ahead, please.

Ms. FELDMAN. I believe there are three key areas that are really
worth focusing on to try to bring sanity here.

Senator CARPER. Yes, ma’am.

Ms. FELDMAN. One is to clarify that the PBMs have a duty to the
health plans and the patients they represent. The second is to en-
sure transparency, so the market can operate—price and price
term transparency. And the third is to ensure that patients get the
benefit when they choose a cost-effective drug, so that when the
drug has a lower sticker price and the patient chooses it, the pa-
tient pays less.

Senator CARPER. Great. I am going to ask the men—I have to go.
I address the men on the panel. If you agree with what she just
said, those three, raise your right hand.

[No hands raised.]

N Se(zinator CARPER. If you agree with two of them, raise your right
and.

[No hands raised.]

Senator CARPER. How about one? All right. Well, we will come
back, and we will let the guys have their discussion later on.
Thank you. Thanks very much.

The CHAIRMAN. Thank you, Senator Carper.

Senator Thune?

Senator THUNE. Thank you, Mr. Chairman.

I would say, if we were starting over, I would blow up this whole
model of the supply chain, because I think it is an antiquated
model. I believe the free market works when there is competition.
But you have so much vertical integration, so much consolidation
of market power, and no transparency, as has been pointed out a
lot of times already.

And I just—this to me makes no sense, and I have tried to study
this supply chain and how this drug pricing works in this country,
and I just—it is incredibly complex. There is not any other product
that we buy in the market that has such a complicated and anti-
quated way of getting products to the consumer.

I say that as just an observation and something that I hope we
can work on. But I know that these, some of these issues are em-
bedded in a system that has been in place for a long time. But I
would start over.
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Let me start—I have a question having to do with the 340B pro-
gram, which is critical to South Dakota hospitals, and, Mr. Levitt,
if you could speak to this. I often hear concerns from South Dakota
pharmacists, hospitals, and health centers when it comes to engag-
ing the PBMs, especially on the 340B program.

The dynamics of 340B are complicated as well. There is a lot
going on with contract pharmacies right now, but it is important
that the program continues to serve its intended purpose of helping
our hospitals and health centers support their communities. So,
could you talk about the impact of PBMs’ practices on hospitals
and health centers in the 340B program?

Mr. LEvITT. Thank you, Senator. I think nowhere in the drug
supply chain is the influence of vertically integrated health-care
companies with PBMs—and with what they call third-party admin-
istrators in the 340B program—more troubling.

The whole idea of 340B is to get 50 percent of the drug costs as
a profit back to the hospitals like the ones in South Dakota. But
what really happens? You have PBMs that take maybe a DIR fee
of 5 percent or 10 percent. So that 50-percent profit that is sup-
posed to go to hospitals in your State is taken by PBMs.

PBMs also own a third-party company that manages the 340B
program. Those third-party companies might take out another 10
percent. So now, of that 50-percent profit that was supposed to help
with indigent care in South Dakota, 15 percent is gone.

Then you have the PBMs that own pharmacies and specialty
pharmacies, and they act as contract pharmacies, as you men-
tioned, for the covered entities in your State, and they might take
out another 10 percent or maybe more. So, at the end of the day,
the 340B program is completely frustrated by PBMs, their specialty
pharmacies, their retail pharmacies, and by their third-party ad-
ministrators.

Senator THUNE. Let me—I want to direct this question to you
too, Mr. Levitt. But we talked a little, you hit a little bit on inde-
pendent pharmacies, but I also hear concerns from pharmacists in
South Dakota regarding their retroactive direct and indirect remu-
neration fees, and this is something that CMS took a step toward
providing more certainty on in their final rule last year by incor-
porating these fees in a negotiated rate.

However, I know that pharmacies continue to have concerns
about low reimbursement rates from PBMs, and we need to ensure
that our independent pharmacies remain viable, serve patients,
while also ensuring that the Medicare program is a good steward
of taxpayer dollars by promoting value and rewarding quality.

In your submission to the committee, you discussed the current
performance metrics for pharmacies, some of which you state may
not benefit pharmacies or patients. How do we incentivize or re-
ward those pharmacies that are providing high-quality care to pa-
tients?

Mr. LEVITT. The current system that PBMs use, the metrics that
they use for medication adherence—there is no oversight. One of
the Senators talked about accountability. CMS has absolutely no
idea how these big insurance companies for the Medicare Part D
program are evaluating adherence. It does not incentivize physi-
cians that dispense drugs, or pharmacies.
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The solution might be CMS becoming more active in under-
standing how adherence is judged, so that the pharmacies that are
truly doing well, serving patients, can get benefited more.

Senator THUNE. Good; thank you.

Mr. Chairman, I am about out of time, so I will—I have one
question I would like to submit for Mr. Gibbs for the record, deal-
ing with the things that you are doing in terms of technology and
some of the ideas that you have that hopefully could impact in a
positive way the price that consumers are paying at the counter.
So I will submit that one for the record. But thank you, Mr. Chair-
man.

The CHAIRMAN. I thank my friend. I just want to say before he
goes, I think there is no question that if you were starting over
today, literally starting from scratch, nobody would go out and set
up what we are dealing with now. And that is part of our chal-
lenge, and we are going to make it bipartisan, and that is what
Senator Crapo and I have been talking about. I look forward to
working with him.

Senator Tillis is next.

Senator TILLIS. Thank you, Mr. Chair. I thank you all for being
here.

I spent most of my career in management consulting, supply
chain optimization, strategic resources—all things that are relevant
to this topic. For the last 8 years, I have been trying to get use
cases that I could follow through the entire process, from the inves-
tigational new drug, to the new drug application, clinical trials, the
manufacturing of product, going to the PBMs, going through the in-
surers, the health-care providers. And in 8 years I have not had
anybody in this value chain willing to step up and go through the
whole process. That suggests to me, Dr. Burns, that there is a lot
of smoke. We just do not know exactly where the fires are.

But I do, for one, think that we have some use cases where the
PBMs are likely to be guilty of some of the fires. I think right now
we probably have people across the country viewing this committee
kind of like a Super Bowl watch party. You have PBMs watching
it; they are going to get hammered today. You have the other peo-
ple watching it, probably cheering. But every once in a while, a
statement is going to be made going, “Whoa! We have a dysfunc-
tion here.”

I look at health-care policy pretty simply. To me, there are three
critical success factors: how are you going to improve access, how
are you going to improve outcomes, and how are you going to re-
duce costs? And until we get transparency in the entire process, we
are not going to make headway here.

The other thing I would like to do, Mr. Chair, is have a hearing
at some point where past members, past or current members who
passed bills, have to sit where you are, and the industry and all
the people in the supply chain get to ask you questions about what
you were thinking. They may have been a good idea, but a lot of
the restrictions that we have are congressionally mandated. So, we
have to look in the mirror if we are going to solve this problem.

Pfizer launched a rheumatoid arthritis drug at a lower cost than
the originator drug. A PBM placed a high price, high rebate on the
formulary. Gilead authorized generic versions of a branded hep-C
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drug. They found that nearly half of Part D plans covered the
branded versions, but the authorized generics were specifically
launched to reduce patient cost. By the end of 2020, less than 20
percent of Medicare patients received either.

Mylan launched a generic version of a lifesaving cancer drug for
two price points. This PBM placed the high price, high rebate drug
on the formulary. Sandoz, biosimilar, same sort of outcome: higher
price, higher rebate on the formulary. Amgen with Humira, widely
prescribed drug, similar story.

Teva, lifesaving cancer drug, similar story. AbbVie, same story.
These are examples, some of them widely prescribed drugs, that
make no sense in terms of the ultimate cost and the availability
of it. I said in a committee hearing, last week I believe, with Mr.
Becerra—I said I think everybody in the value chain needs to be
at the table to take a haircut.

Now the question is, if we do it right, that haircut will probably
look more similar to Dr. Gibbs. If we do it wrong, somebody in the
value chain is going to get a haircut very similar to Mr. Levitt.
And, Mr. Levitt, I appreciate you being here, because if we get this
right, you are going to have fewer clients going forward, and I
think you will be okay with that.

But this is another thing that 5 minutes cannot simply allow me
to drill down on with somebody who has written 600 pages. That
is the CliffsNotes version of all that we need to understand to get
this policy right.

But you reminded me of an experience I had going into a con-
trolled burn, when you said there is a lot of smoke, but you cannot
see the fire. When you go in a controlled burn on a house, you have
to put your hand on the firefighter ahead of you, because you are
not going to see him the minute you enter the house. But there is
a fire, and my guess is there are, in some segments of the supply
chain, big ones that are going to be difficult to bear out, others
where we can have some hits, the singles and doubles, and get
something done.

But I am telling the industry, everybody in the supply chain,
there is no rational basis for us not to have use cases so we can
figure out the root causes of the problem, and it is not as simple
as any one. You have to go through this and figure out what their
value add is.

I think over time the PBMs have morphed; there is a lot of
vertical integration now, a number of things that we have to look
at if we are serious about coming up with a bipartisan proposal for
solving this. Now I would like to reserve the right to speak with
you all individually, because I think your expertise requires far
more attention than I can give you in the remaining 6 seconds. So,
thank you for being here.

The CHAIRMAN. I thank my colleague, and as we talked about
yesterday, I am very much looking forward to working with him on
this.

Senator Brown is next.

Senator BROWN. Thank you, Mr. Chairman.

Senator Tillis, thank you for your comments. I heard about the
last two-thirds of them. Thank you for that. With the Inflation Re-
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duction Act, we stood up to big pharma and dark money and finally
began to take action to bring down the cost of prescription drugs.

I thank the chairman for his leadership on that. I have been
working on this my whole career, pushing for Medicare price nego-
tiations, pushing to crack down on drug company price-gouging.
Their lobbyists rarely lose. They lost this time. We are seeing the
same kind of actions with railroad lobbyists fortunately.

We can build on that success to lower prices further by reforming
DIR fees. It is an impenetrable system of fees most people have
never heard of that makes it harder for local pharmacies—we all
hear from them often—to serve Ohioans who count on them every
day.

Fees are so exorbitant in some cases, they force people’s commu-
nity pharmacy out of network or to close altogether. I called the ad-
ministration last year to finalize its DIR fee reform proposal to
help lower drug costs for seniors. CMS has acted to protect seniors’
pocketbooks, but there are other problems with these fees that the
rule does not touch.

Mr. Levitt, for you: what other actions should Congress take to
better protect consumers and local businesses they count on by ad-
dressing DIR fees or any new practices PBMs are starting because
of the CMS rule?

Mr. LEVITT. I think that there is some current law that applies
to Medicare Part D. Terms and conditions in Medicare Part D are
supposed to be reasonable and relevant. But PBMs think that they
can pay below cost to pharmacies and still get away with it. Their
argument is, “Look, we have 68,000 pharmacies in our network. If
it was not reasonable, they would all drop out.”

But they are dropping out. So I would like CMS to clarify some
current guidance. The guidance that says, “reimbursement rates
must be reasonable,” I would like CMS to clarify to PBMs that that
means that the reimbursement rate actually must be reasonable.

Senator BROWN. Thank you.

Another concern I have with DIR fees is that pharmacies are
paid or forced to pay based on quality measures.

That sounds great, but I also hear from pharmacists in Ohio
these measures are often inconsistent, sometimes just do not make
sense. Some pharmacies, as I think you know from your head nod,
Mr. Levitt, learn about these quality measures only after it is too
late to address them. Elaborate on that, would you?

Mr. LEVITT. Sure. These DIR fees are based on performance.
They are supposed to be based on the performance of pharmacies.
But 50 percent of DIR fees plus are paid by specialty pharmacies,
and the PBMs do not know how to measure adherence for specialty
drugs.

I think they do it intentionally wrong. Sometimes they do it
themselves instead of outsourcing adherence. If we had more time,
I could give you specific examples. But I think CMS has no idea
how these PBMs are judging adherence. I think CMS should take
a look.

We sometimes ask the PBMs in depositions, “Have you gone to
CMS and asked them whether you are doing adherence measure-
ments correctly?” There is no communication between CMS and
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these big PBMs on DIR fees, including on the net reimbursement
rate after the DIR fee.

Senator BROWN. Thank you.

One of the biggest problems with our whole prescription drug
system—and I think all five of you know this—is how opaque it is.
Just a few companies dominate each part of the supply chain,
which is far more convoluted than it needs to be, always frankly,
to the benefit of the big drug companies.

Even the experts are mostly guessing about what is happening
behind closed doors at the pharmaceutical companies, again all to
their benefit. I am proud that my State is in some ways taking the
lead in tackling some of these problems. Ohio is getting some $100
million in overcharges back from PBMs.

Earlier this week, we sued one of the mysterious group pur-
chasing organizations, GPOs, that are owned by PBMs and used to
take dollars from the pockets of people who simply need their medi-
cations. It is unacceptable that these shadowy, secretive entities
have so much power over people’s health care.

Mr. Levitt, talk for the last couple of minutes—how do GPOs op-
erate? How do they contribute to the drug cost problem for every-
day Americans?

Mr. LEVITT. So, every single manufacturer that wants to get
their drug onto a PBM’s list of drugs that the PBM makes avail-
able to their big plan sponsors, has to pay a rebate to get on for-
mulary. So PBMs use that, that formulary, as a tool to extract dol-
lars from manufacturers. Sometimes if a manufacturer might re-
sist, they might say that they do not want to pay a rebate, the
PBM says, “We are not going to put you on formulary. Or maybe
we will, but we are going to make your copay Tier 3, which means
no one is going to want to buy your drug. Or we might use step
edits or prior authorization, so that physicians have a very tough
time getting your drug onto formulary.”

So these rebate aggregators, no one knows how much money they
actually take out of the system. So, to be clear, these rebates that
are collected by PBMs are not fully turned over to the plan spon-
sors, or maybe even to the government. They are retained in the
middle.

Senator BROWN. Thank you.

The CHAIRMAN. I thank my colleague, and I appreciate the fact
we have been working on these issues for a long time. And I would
just say to my colleagues, these are complicated issues. There are
questions of transparency and accountability. You always know
whose side Senator Brown is on. Senator Brown is always on the
side of the working families and the senior citizens.

I told the story the other day about how we got the price-gouging
penalties, finally, and we are already starting to see breaks for con-
sumers. We have the poster kids for these drugs like Humira, and
we are starting to see price reductions. I thank my colleague for
all his good work.

I understand Senator Whitehouse, in his usual magnanimous
way, is saying that he would like Senator Cortez Masto to go first.

Senator CORTEZ MASTO. Thank you; I appreciate that. First of
all, let me just reiterate what my colleagues have said. This is a
great panel, and I hope this is one of many discussions we are hav-
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ing, because it takes more than 5 minutes to really dive into the
issues here. So I appreciate everyone being here.

I also want to thank our chairman and Senator Crapo, not only
for holding this hearing, but really the work that we have done his-
torically in this committee together, to lower drug prices for so
many across the country, and continue to do.

Today, I am introducing legislation called the Lower Drug Costs
for Families Act, and what it will do is penalize pharmaceutical
companies for increasing the price of their drugs faster than the
rate of inflation, for patients in both the private health insurance
market as well as Medicare. I think that is so important. It is what
we are talking about today.

We have heard PBMs often prefer higher-priced drugs to reap in
administrative fees—we have heard that today—on the percentage
of a drug’s price. We know that health plans have incentives to
limit overall drug spending. We have seen that as well, and we
have also heard that PBMs get paid, both by their health plan cli-
ents and by the drug companies they negotiate with. This raises se-
rious questions as to whether PBMs are serving the best interest
of their clients, including union health funds.

Obviously, transparency is key. That is what we are hearing
about. But, Dr. Gibbs, let me ask you this, because you note in
your testimony that Capital Rx has both financially and clinically
aligned interests with its clients.

As a PBM working with union payers, I am curious about your
perspective here as well. How is your PBM model different, and
what does that mean for the patients?

Dr. GiBBs. Thank you, Senator, for your question. We work off
what is called a single ledger model. We do not have to keep two
separate sets of books, which have been referred to in many dif-
ferent aspects here today. What we reimburse the pharmacies is
what we bill our clients. What we receive from pharmaceutical con-
tracts is passed back to our clients, 100 percent.

Where that can be validated is with the Consolidated Appropria-
tions Act. PBMs had to report their third-party margin spread at
retail. They had to report their rebates that were retained on spe-
cific clients. So the data is now there as of January 31st of this
year.

I do not know what the Department of Labor or CMS intends to
do with that. But that will shine the first light on what PBMs are
making in this space, and I proudly put zeros in both of those col-
umns.

Senator CORTEZ MASTO. Yes. And so, can I ask you, what else
should we be learning from your model that you have not heard
today, that we have not discussed, that we should be aware of?

Dr. GiBBs. I think first and foremost is the fact that the supply
chain is complex because the basis is wrong. The fact that at
wholesale acquisition cost, which is kind of the starting point of
drug pricing, when we actually serve a pharmacy, their price is
lower than that.

It does not make sense. The pharmacy does not buy lower than
the wholesaler. So that should tell us right away that we are start-
ing off at a place that is nonsensical, and until we fix that, every-
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thing else we are talking about is gray noise. We have to fix the
cost basis of drug pricing in this country.

Everything ties to that. Rebates tie to WAC. Wholesaler price
ties to WAC. AWP goes to pharmacy sometimes. So, until that is
all defined and revealed and becomes transparent, the rest of the
fixes are going to continue to be on a spiral, in my opinion.

Senator CORTEZ MASTO. Thank you. And you know, it is true in
Nevada, like every other State, where I am hearing from Nevad-
ans, from our patients, from our pharmacies, all on the same issue.

So it is not something that is unique to any one State. We have
to figure this out, and I so appreciate the conversation today. I look
forward to more of it so we can really address this issue, and I am
going to yield the remainder of my time to my good colleague here.

Thank you.

Senator CRAPO. Senator Whitehouse?

Senator WHITEHOUSE. Thank you, Senator Crapo. Thank you,
Senator Cortez Masto, and thank you all for being here.

There is an obvious logic that Dr. Gibbs represents here, of hav-
ing PBMs as an organized counterweight to the power of the phar-
maceutical industry, which otherwise dominates. The danger is
that a pharmacy benefit manager, once they are interposed be-
tween the pharmaceutical company and the customer, can become
just a toll taker, or just a self-dealer, and extract more money out
of the transactions than any market principle would justify.

It gets a little bit worse than that, because if they are going that
way, there is also the prospect that either through coordination or
just through happy coexistence, the pharmaceutical companies can
artificially inflate their prices to get paid more. That allows phar-
macy benefit managers to get a bigger share of the savings that
are, at this point, fake savings.

The pharmaceutical industry is happy because it is making more
money. The PBMs are happy because they are making more
money. Nobody is blowing the whistle on the initial price being a
phony, because the PBMs who are supposed to fight the initial
price are actually in on the economics of the transaction, and the
consumer once again takes it in the neck.

So I am very interested in following up on what more in the way
of transparency and guard rails we can do to prevent those behav-
iors and highlight them when they happen. Mr. Levitt is a lawyer.
I am particularly interested in where you think some of our agen-
cies might have a more robust role than they are presently exer-
cising, like for instance our friends at the Department of Justice.
AnddI will ask you about that in a minute, and give you the closing
words.

But I also want to point out that—as I sort of step back and ob-
serve this phenomenon of concern about pharmacy benefit man-
agers—while it is possible that big pharma and big PBMs are or-
chestrating high prices that they can share, they are not doing
their jobs about proper pricing.

I think there is also a bit of competition going on here, and that
big pharma would like nothing more than to have the American
concern about their prices be diverted to concern about PBM be-
havior, so that we take our eye off the ball of how big pharma is
pricing its products.
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I think the window we created in the Inflation Reduction Act to
actually start real negotiations and get a bit of a better look under
the hood is going to help cure that problem. But I urge all of my
colleagues not to take our eye off the ball of pharma pricing as we
look into the question of PBM behavior. And with that, Mr. Levitt,
back to you on where you think the executive branch of govern-
ment could be operating more effectively in this space, and how.

Mr. LEvITT. I think PBMs, for one of the things they do—they
earn, it has been called an administrative fee and a data fee—there
is a safe harbor for those fees. There is a law about that. In order
to be safe in that harbor, these PBMs are supposed to follow the
rules, and they are not following the rules, because these are
percentage-based fees that they are taking.

I also think the executive branch should take a look at the Medi-
care bids submitted by these prescription drug plans. We talked a
lot here about the different pricing. There was a cancer drug men-
tioned that was a couple of thousand dollars versus a generic—a
nonprofit company had a generic that was a couple of hundred dol-
lars.

I think that when you bid, when these prescription drug plans
bid Medicare, somebody should look at those bids. They should
compare to things like Mark Cuban’s Cost Plus Drugs, or this pri-
vate company that has very cheap drugs.

So I think looking at safe harbors, looking at the bids, and I
think that DOJ absolutely should take a look at rebate aggre-
gators, to see just how much money is being pulled out, especially
when it relates to Medicare Part D.

Senator WHITEHOUSE. When you say take a look at the Medicare
bids, you are meaning a very practical look comparing what the bid
is for this particular drug in isolation against similar drugs or
treatments—or perhaps other bids that they have made in other
places, just to give a reality check that it is for real?

Mr. LEvITT. Exactly.

Senator WHITEHOUSE. Okay. Thank you very much.

Thanks, Chairman Crapo.

Senator CRAPO. Thank you.

Senator Lankford?

Senator LANKFORD. Thanks. Thanks for the marathon that you
all are on at this point today. You are crossing the 2-hour mark of
us pummeling you with questions. Let me pummel you with a few
more on this.

Mr. Levitt, I am going to come back to you because you are suffi-
ciently warmed up there on it, and it is the issue of tiering that
has come in. This is an area that I have been working on for a
while. The drug companies complain about the PBMs until they co-
operate with them for tiering. When it is time for a drug to go ge-
neric, once the generic is about to be released, the PBM and the
branded drug, they negotiate together some way to get a higher re-
bate fee if they will put the generic drug on the branded tier.

That means the copay for the consumer is more, and it also is
a higher cost for Medicare at that point. This has been an issue.
They are literally driving generic companies out and driving the
prices higher for the consumer. At the same time, the PBM will
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come back and say, “We are negotiating to get better prices for the
consumer,” when they are actually not. Where am I wrong on this?

Mr. LEVITT. I can see no fault in any of that logic.

Senator LANKFORD. Okay. So how do we, how do we solve this?

Mr. LEviTT. Earlier we talked about accountability. I am not sure
who is looking at these formularies. I mean, if it is a Medicare for-
mulary, I think CMS has outsourced Medicare to these private
companies—completely outsourced, with very little oversight. So I
t}ll)ink that CMS should look hard at this tiering issue you talked
about.

Also, honestly, in this self-funded plan space, I think big em-
ployer groups need to more carefully examine what their contracts
say and what PBMs are doing.

Senator LANKFORD. Okay. I would also—let me add one more ele-
ment as well. There have been some studies and some conversa-
tions about what PBMs do to independent pharmacies, especially
with the DIR fees, with the new quality basis that they literally in-
vent every month or quarter.

They will retroactively change all their requirements on them.
But it has been remarkable to me how many independent phar-
macists have told me the same crazy story, that they get a change
in quality, they get a drive-down in price, and then within about
2 weeks, they will get a call from one of the PBM-owned phar-
macies saying, “Hey, we are trying to expand into your area. Would
yfqu l‘i?ke to merge into our pharmacy? Would you like to become one
of us?”

So my challenge is in a couple of ways. What PBMs are doing,
I believe, is actually driving our independent pharmacies and our
rural pharmacies into submission or gone from there, and that is
a real problem.

The second thing we have seen is, even VA recently cooperating
with a PBM to basically cut off thousands of rural pharmacies
around the country and say, “You are no longer going to do VA
benefits. You have to do mail order through our PBM to be able
to do it,” which will kill our pharmacies.

Have you seen this as just independent stories, or has anyone
seen this as an actual trend that is going on?

Mr. LEvITT. The story told about PBMs aggressively auditing an
independent pharmacy and then offering to buy that pharmacy, I
have seen that for 10 years. I have seen that trend.

The irony also, Senator, is that when PBMs buy these phar-
macies, they are literally buying them with their own money, be-
cause PBMs have the DIR fees that are pure profit, and it has
fueled this proliferation of PBMs buying up pharmacies.

The thing about the VA and TRICARE, I think—you know, I
looked at those. Whatever information is public about the TRI-
CARE bid I was able to see. There were two PBMs that bid for the
TRICARE business. That is one of the biggest contracts in the
Cﬁuntry. I cannot figure that out, but someone has got to look at
that.

Senator LANKFORD. That is worth a follow-up from there. The
question is out there always. When we talk to any of the PBMs and
we say we need greater transparency—we need to know more
about the pharmacy reimbursement, the manufacturer rebates, we
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need that—their response is always the same: “Well, that is going
to hurt the consumer. If we give you greater transparency, the con-
sumer is going to be hurt.” Now, we never get an answer of what
that really means. Where are they coming from on that, and does
it really hurt the consumer if there is greater transparency in the
PBMs? I will let anyone answer that who wants to be able to an-
swer that. Dr. Burns?

Dr. BUurNs. Well, there is plenty of research that shows when you
start mandating transparency, especially of prices, there is always
a danger of collusion among the people who are revealing those
prices. So you always have to watch out for that.

And studies show that a lot of the transparency movement,
which has been going on for 20 years, has not really benefited con-
sumers, because most consumers do not know what to do with the
information.

Senator LANKFORD. Right. The challenge that we have is, obvi-
ously, the consumer is paying a higher price, and we all know it.
The spread pricing is real; we all know it. The percentages that are
being paid is a very real issue. The rebates are not going back to
the consumer.

We all know all those things, and any time we try to step in and
say, “Okay, so let us provide some transparency to find out how
many dollars are there,” they are like, “Oh, that is going to hurt
the consumer,” as if everything they are already doing is not hurt-
ing the consumer. But suddenly that piece becomes oh, that is
going to be bad for the consumer.

So this is an issue I am glad this committee is taking on. I am
glad you all are here. We have a lot more work to do. We discussed
this 4 years ago and have done nothing about it so far. I am grate-
ful to the Biden administration and CMS in some of the things that
they are currently doing on DIR fees to step in, but it is not far
enough.

And we have some additional work to do in this area. So I appre-
ciate all the preparation that you all made for this hearing. I am
grateful we are having it. Thank you all.

Senator CRAPO. Thank you.

Senator Warren?

Senator WARREN. Thank you, Mr. Acting Chair.

So last year, Congress passed the Inflation Reduction Act, which
finally gives HHS the authority to negotiate drug prices for a select
number of high-priced brand-name drugs. This is a significant
achievement, and one that drug companies paid their lobbyists
about $150 million to avoid. That is one of the signals that it prob-
ably will have some effect.

Despite these wins, there is more that we need to do to reduce
exorbitant drug prices for all Americans, and that includes taking
a hard look at the pharmacy benefit managers that we have been
talking about, the PBMs that negotiate discounts from manufactur-
ers on behalf of insurance plans, putting upward pressure on list
prices.

But we also cannot lose sight of the ways that drug companies
continue to abuse our intellectual property laws to drive out com-
petition, to jack up prices, and to protect their profits. So, in a com-
petitive market, we would expect to see a lot of patent applications
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for new drugs as companies race to invent the next blockbuster
product.

Professor Feldman, does that describe the patent landscape for
pharmaceuticals right now?

Ms. FELDMAN. Senator, that is not really what we are seeing
right now. Companies are largely recycling and repurposing exist-
ing drugs today. To cite one study, 78 percent of the drugs associ-
ated with new patents are not new drugs coming on the market;
they are existing ones.

Senator WARREN. Wow.

Ms. FELDMAN. We are seeing a lot of churn.

Senator WARREN. So, think about that. More than three out of
four new patent applications for pharmaceuticals are for existing
drugs, which means adding new patents for things like new formu-
lations or manufacturing methods, or even certain restrictions on
a drug, but not actually for new drug compounds, new drugs into
the field.

So let us say that a drug company manufactures a pill and the
patent for this pill is just about to expire. Instead of facing com-
petition, the company decides it will make the delayed release
version of the drug, so that it goes into effect just a little while
after the pill is ingested. Even though it is the exact same drug,
the company patents the new formulation and then removes the
original from the market. Ms. Feldman, could that restart the clock
on the drug’s monopoly protections?

Ms. FELDMAN. Yes. That would effectively restart the clock.

Senator WARREN. Okay. So drug companies use these tricks, and
a lot of others, to keep their monopolies and keep pushing prices
higher and higher and higher. Now the Inflation Reduction Act ex-
empts drugs from Medicare negotiation for the first 7 or 11 years,
depending on the kind of drug, following that initial approval.

Recognizing the potential for gaming, CMS has issued guidance
saying it will use the earliest approval of all the formulations of a
drug to determine its eligibility for the program. Professor Feld-
man, without this step, could drug companies use these patent
tricks to ensure that their drugs never become eligible for the
Medicare negotiation provision in the IRA?

Ms. FELDMAN. Product hopping is a serious concern with regula-
tions like that. The CMS guidance is a very important step for en-
suring that companies cannot evade the impact of the law by sim-
ply changing the packaging of the drug or shifting from 20 milli-
grams to 40 milligrams.

Senator WARREN. Wow. Well, you know, we must ensure that
drug companies do not rely on tricks in order to avoid competition.
I support this step from CMS. I am glad to hear that you do. But
the administration can do more to limit patent abuses without Con-
gress, and they can do it for a wider range of drugs than just the
handful of drugs that are currently subject to Medicare negotia-
tions.

We need to scrutinize the PBMs, but using existing administra-
tive tools to end abusive drug company monopolies would give pa-
tients faster, broader relief from high drug prices.

Thank you.

The CHAIRMAN. Have you completed your time?
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Senator WARREN. I have.

The CHAIRMAN. All right.

Senator Blackburn?

Senator BLACKBURN. Thank you, Mr. Chairman, and thank you
all for being here today.

I want to return to this issue of patient steering. I think that—
and I know that Senator Lankford touched on that, and I con-
stantly hear from Tennesseans how frustrated they are with the
PBMs.

You know, in all transparency, I would do away with the PBMs.
I think they are unnecessary, and when patients are being steered,
when patients are not able to reap the benefit of that reduced price
and they continue to pay higher prices, it is something that is very
difficult.

I looked at the Ohio suit. I think, Mr. Levitt, your testimony had
referenced that, and I know Kroger’s chief medical officer lives in
Nashville. You know, when they cannot turn a profit and the PBMs
have muddied the process and they are pushing that business off-
shore, I think that it is difficult.

Mr. Levitt, let me come to you on that. Let’s talk for a little bit
on what this does to Medicare and Medicaid, when you have this
steering that is going on, because you have people in rural Ten-
nessee that this is happening to, and then they have no access. So
I would love to hear just a touch from you on that. Time is limited.

Mr. LEVITT. Under Medicare Part D, there is a Federal “any will-
ing provider” law, that is

Senator BLACKBURN. That is my next question, so let’s go ahead
and hit that, because you know, we have any willing provider in
Tennessee, which limits the PBMs. And so, should we just blanket
that federally?

Mr. LEVITT. Yes. It is good Federal law, and Tennessee, you have
actually passed one of the strongest State any willing provider laws
in the country, which is phenomenal for practices and pharmacies
in your State. The steering is terrible, particularly for sick patients,
the sickest patients like cancer patients.

We have examples in your State where a patient who has the
choice to go to the oncologist that they want to get the drug from,
is steered to a PBM-owned specialty pharmacy, and then they just
get this oral oncolytic, which is a dangerous drug, in the mail. It
is terrible for patient care.

Senator BLACKBURN. Well, we think it is too, and we think that
any willing provider has helped in so many instances.

Let us continue down this same chain, because with a lot of our
community health centers, what we hear is that the PBMs get in
here and it really compromises the availability of pharmaceuticals
and cramps the community health centers on patient care, and I
would love to hear you comment for a moment on that.

Mr. LEVITT. Are these Federally Qualified Health Centers?

Senator BLACKBURN. Yes, and community health centers in rural
areas, yes.

Mr. LEVITT. I am not an expert on the Federally Qualified Health
Centers.
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Senator BLACKBURN. Okay. Well, with our community health
centers in rural areas, does anybody else want to weigh in on that
because—go ahead, Ms. Feldman.

Ms. FELDMAN. Sure. I just want to talk about what is happening
with the community pharmacies.

Senator BLACKBURN. Yes.

Ms. FELDMAN. One of the techniques we have talked about in the
hearing is clawbacks; so with that, the PBM actually asks for
money back from the pharmacy. Sometimes the pharmacist loses
money on the transaction. Now if a PBM owns the pharmacy,
money is just going from one pocket into the other; it does not mat-
ter. But for a community pharmacist, it can drive them out of busi-
ness. These are the types of techniques that are reducing the num-
ber of community pharmacies we have and limiting patient choice
and access to medicine.

Senator BLACKBURN. Well, and also what we are seeing is be-
cause PBMs have a role, what is happening is, we have lessened
the 340B programs. That is something that when you have 230
health centers, community health centers, in your State, and you
have the PBMs stepping in, it hurts the 340B programs that they
have, because basically you are taking those savings away.

I know there has been a lot of talk about vertical integration
today, and we have monitored that. I will tell you, we are quite
concerned about what we see there, because any time you have an-
other step in that vertical integration, what you end up seeing is
higher prices for consumers, and then you have less access, and it
convolutes the market.

So, thank you all for being here today.

Thank you, Mr. Chairman.

The CHAIRMAN. All right. I understand that Senator Johnson is
either on his way or he would like to have us to hold for him. All
right, let us—is Johnson’s staff here? Is that the desire of the Sen-
ator? Okay. Well then, I will kind of jump the wrap-up and give
you kind of my thoughts here about what we would like to work
with you all on, and put it this way.

I am heading back to Oregon in a few hours, and then over the
next 10 days or so I am going to be having town hall meetings
across my State, primarily in rural areas. We have them open to
all. You can ask anything you want. I have had 1,045 of them in
my time in office. It is something I pledged in every county every
year, to throw open the doors.

People care a whole lot about this matter of getting mugged at
the pharmacy counter. They do not get it, and they look at the
prices around the world, and several of my colleagues compared
them to other countries, and they certainly do not get all the med-
ical lingo that we have been speaking about today. Rebates, DIR
fees, putting things in hoppers, or hopping around or some such
thing; people do not get that kind of thing. But they do understand
these examples where what you are seeing just defies common
sense and fairness. Whatever it was, a couple of hours ago, I cited
this example of Civica and how it affects Part D, which is Medi-
care, you know.

I am one of the people who voted for Part D. I got a lot of flak
for voting for Part D. I thought it was important to get started, be-
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cause it covered people and helped people, but clearly has not done
enough for cost containment. What we were told again a couple of
gours ago is Civica, a nonprofit, sells a generic prostate drug for

160.

The average price that PBMs charge Medicare Part D plans for
the exact same drug is over $3,000, and yet Civica cannot get the
big three PBMs to cover the drug. So that means that people on
Medicare and taxpayers are paying for medicine that is marked up
almost 2,000 percent.

So, I am going to take that home, and I am going to go into these
rural communities, bright red politically, and they are going to
want something done about this. They are going to want something
done about this. I think while I wait for my colleague and I am
wrapping this up, I would be interested—we can go down the
panel.

What do you think—if you could do one thing going forward, just
one thing to end something that is so unconscionable, you know,
taxpayers, seniors facing a 2,000-percent markup—and this is not
kind of some abstract theory, this is what we were given as an ex-
ample, to highlight today how Medicare Part D gets hammered.

Medicare is our flagship health program, and we have a lot of
challenges in demographics, given the number of people who turn
65 every day. So, we will wait for Senator Johnson, but I think I
would be interested——

We will start with Ms. Feldman, but everybody, as we wrap up
after 3 hours, everybody take a crack at your idea, because I can
tell you what we are going to do during our work period at home.
Our staffs, Democratic and Republican, are going to be talking
among themselves so we can see if we can go from the constructive
discussion with all of you and with the members, and really come
up with practical steps for what to do.

So why don’t you all just go right down? You have one crack at
dealing with that outrageous example of the nonprofit versus what
PBMs charge Medicare, and then when Senator Johnson comes, we
will break for that. We will start with you, Ms. Feldman, and we
will go down the row.

Ms. FELDMAN. Sir, may I offer you one other example to take
back to your constituents?

The CHAIRMAN. Yes. But I think I would rather get——

Ms. FELDMAN. To the one.

The CHAIRMAN. Yes. I would rather get—here comes Senator
Johnson.

Ms. FELDMAN. Ahh.

The CHAIRMAN. And that gives you more time to think, okay?
Senator Johnson is going to use his time for questions, and then
I will not be doing any more speechifying, other than to hear your
response to what I asked.

Senator Johnson?

Senator JOHNSON. Thank you, Mr. Chairman. Thank you for
holding this hearing. This has been fascinating. I wish I could have
spent more time here, but I did hear the testimony.

Dr. Burns, I always like starting out with the macro, okay? Let
us take a look at the overall industry.
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The latest information I have according to the AMA, in 2021 we
spent about $4.3 trillion on health care. Is that——

Dr. BURNS. We are over $4 trillion, that is correct.

Senator JOHNSON. And also, about $577 billion on pharma-
ceuticals—gross total?

Dr.1 BURNS. It depends on how you measure retail versus institu-
tional.

Senator JOHNSON. So what do you think the number is?

Dr. BURNS. Well, if you look just at the retail numbers that come
out of CMS, people will say, well, it is about 10 percent, 11 percent
of health-care spending. But if you throw in the institutional side
of it, the drugs that are used in hospitals, you could get up to 15
or 16 percent of national health care.

Senator JOHNSON. So about a half-trillion dollars or somewhere
in the ballpark. What do you think the after-tax profitability in
total of that amount is?

Dr. BURNs. Well, it varies by sector. There are——

Senator JOHNSON. I understand. But I mean in total, would you
say—again, total industry after-tax profitability probably averages
about 5 percent. Well, let us say with drugs more, maybe it might
be 10 percent.

Dr. BURNS. Why not? The pharmaceutical companies and the
medical device companies clean up.

Senator JOHNSON. Okay. So would it be——

Dr. BURNS. They are in the low 20-percent range.

Senator JOHNSON. Okay. So again, I am talking about after tax,
because let us face it
Dr. BURNS. Sure.

Senator JOHNSON [continuing]. The tax the government collects
goes right back into our coffers as well.

Dr. BURNS. Yes.

Senator JOHNSON. So, but let us say it is 20 percent on a half-
trillion dollars. That is about $100 billion on a total spend in
health care of about $4.3 trillion. So we are talking somewhere 2,
2V% percent in terms of profitability of the drugs, in terms of our
overall health-care spending.

I make the point because it is easy for us to zero in on a par-
ticular problem. Again, I think PBMs—this is a really interesting
hearing, okay? But if you eliminate all the profitability and all the
incentives for creating new drugs, you have not really made a dent
in our health-care spend. Is that pretty accurate?

Dr. BurNs. Well, the real issue now facing the Part D plans and
their beneficiaries is the high-cost specialty drugs, for which there
are no competitors, and that is where the elderly are getting
creamed

Senator JOHNSON. Right.

Dr. BURNS [continuing]. In terms of their out-of-pocket cost.
What we need there is more competition among those sorts of man-
ufacturers.

Senator JOHNSON. There you go. Do we not also need more con-
sumer involvement? I think, Dr. Gibbs, you were talking in your
testimony that unlike every other product—and that may be a little
bit too broad—but like almost every other product in our economy,
we do not know what things cost in drugs. And again, I think that
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is a generally true statement, but I guess I would argue that the
reason for that is because of the third-party payer system, where
consumers pay about 10 percent of all of our goods and services in
health care—10 percent.

Nobody cares what any of this stuff costs. If they did, you would
have price transparency just through the marketplace; correct? I
mean, does anybody want to disagree with that? How about the at-
torney who sues these guys?

Dr. BURNS. I would totally agree with it, and if everybody’s cov-
ered by insurance—and more than 90 percent of the population
are—they do not really care about the cost.

Senator JOHNSON. So the solution, again—you know, I would
argue the biggest problem with PBMs is we have Medicare and
their formularies, and it makes it so unbelievably complex. I am an
accountant, okay? I actually understand numbers. I understand. I
have had people try to explain this to me like Professor Burns. You
have written books on this stuff, and you are just sort of kind of
getting your arms around this, okay?

Markets are complex. If you let in the competitive market system
with consumers participating in it, you will get price transparency
just as a natural part of it, as opposed to trying to suss it out
through government regulations, which we have been trying to do,
and it just does not work.

Dr. BURNS. Well, as I wrote in the textbook I published 2 years
ago, consumers and consumer literacy just have not shown up yet.

Senator JOHNSON. So we do want drug companies to produce new
molecules to save lives. I mean, we want that R&D. So there has
to be a profit motive in there. One thing that I found out during
the pandemic is how completely unlevel the playing field is be-
tween generics and the patentable drugs.

Part of the problem is, now it has to be random control trials as
the only standard. They will not accept observational meta-analysis
gf that. So the playing field is totally tipped towards patentable

rugs.

So all these molecules that are there, doctors oftentimes cannot
use. And of course we found with some generic drugs that, in my
experience working with the doctors worked really well in COVID,
were not allowed, and I am highly concerned. I have actually—I am
the author of Right to Try. I have also authored another bill now,
Right to Treat.

It should not be necessary, but can I get just your opinion in
terms of allowing doctors to use their medical judgment? Some-
thing like 20 percent of all drugs are prescribed off label. That is
how you get generic drugs more readily used, more looked at by the
medical profession, and hopefully with more observational studies
to prove their efficacy or if there are problems with them.

I mean, we have got to produce research on generics and try and
u}?e “;hose as much as possible. Does anybody want to argue with
that?

Dr. Burns. I totally agree. The last thing you want to do is
second-guess what the doctors are doing at the bedside or the point
of care. The thing I would have mentioned is that it is not nec-
essarily patentable versus generic drugs. We oftentimes have a lot
of biological drugs, specialty medicines that are off patent, and the
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price increases continue there because there are no effective com-
petitors.

Senator JOHNSON. Yes. So again, I am a private-sector guy. Com-
petition solves an awful lot of problems, and we just do not have
the competition, and certainly not in the PBM markets.

So again, I really, really do appreciate all your testimony here.
This is very interesting. I wish it was a little bit clearer than mud.
Maybe I missed some stuff and maybe you clarified this entire
issue. But again, I will point out again the marketplace, the third-
party payer system, those are at odds in terms of transparency,
and that is what we really need to move toward.

So thank you, Mr. Chairman.

The CHAIRMAN. I thank my colleague.

Ms. Feldman, my apologies. I think I did not look down at the
name tags earlier. We are glad you are here.

Everybody, take one crack at what you would say to the fact that
there is nearly a 2,000-percent markup, a markup that hits seniors,
hits Part D, hits taxpayers, and ought to be a symbol—and I can
just tell you, I am going to go out and have all these town hall
meetings, and I am going to hold that up.

Because that is the real world today of people getting clobbered.
I have to hear all the lingo about, you know, rebates and exotic fees
and all the rest. It is about a markup of 2,000 percent—2,000 per-
cent—that hits seniors and hits taxpayers, and it ought to be some-
thing that we use as kind of a theme to get this thing fixed.

Ms. Feldman, right down the line. Everybody gets one idea to put
into this, and we are going to have to build a coalition. Senator
Johnson was not here when we talked about it. Senator Crapo and
I said we are going to take the best ideas from both sides. Staffs
are going to work on it over these 2 weeks, and we are just going
to keep our foot to the pedal, because I think this is a good hearing.

I did not hear a bad question in the house, to tell you the truth,
from my colleagues; I thought your answers were thoughtful. So we
are going to dig in here.

Ms. Feldman, start us off. Your one answer to this challenge.

Ms. FELDMAN. Perverse incentives happen when interests are not
aligned. The PBMs’ interests are not aligned with the patient, so
make sure the duties are clear about what they have to do.

The CHAIRMAN. Okay.

Dr. Van Nuys?

Dr. VAN Nuys. I am going to go back to that Federal benchmark
of prices across different transaction points in the supply chain.
Like we have NADAC, make those public in other places in the
supply chain, so we can tell whether that 2,000-percent markup is
happening in the spread, or is it happening in the specialty phar-
macy.

The CHAIRMAN. Making it public?

Dr. VAN Nuvys. Yes.

The CHAIRMAN. The information in the supply chain.

Dr. VAN Nuys. Yes, exactly.

The CHAIRMAN. Okay, good.

Dr. Burns?

Dr. BUrNS. Yes. I would fix Part D, two things in Part D. One
is, the prices that are paid ought to be pegged to net prices, not
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list prices. Secondly, health plans need to have more skin in the
game, more fiscal responsibility in the catastrophic phase.

The CHAIRMAN. Okay.

Mr. Levitt?

Mr. LEVITT. More transparency for the PBMs, more transparency
for the rebate aggregators, on both the spread pricing on the drug
side, and the rebate side as well.

The CHAIRMAN. Okay.

Dr. Gibbs?

Dr. GiBBs. I agree with Dr. Van Nuys once again. The price
should be made public and everyone should be able to see it at any
time.

The CHAIRMAN. Okay. Here is what we are going to do. We are
going to—and by the way, it is a practice of the committee to hold
the record open for, it will be 5 days, I believe, and Senators can—
is that the correct number of days?

The HEARING CLERK. A business week, yes.

The CHAIRMAN. A business week. We will hold the record open
for members to offer their questions. Those of you who want to sub-
mit additional information, please feel free to do so. This has been
a good hearing. I want us to look back and say that today was the
day that we started to get this fixed. I will welcome your ideas and
suggestions. The stakes are high, and I thank you for participating.

And with that, the Finance Committee is adjourned.

[Whereupon, at 12:35 p.m., the hearing was concluded.]
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INTRODUCTION

Good morning, Chairman Wyden, Ranking Member Crapo, and members of the
committee. Thank you for inviting me to address the role of PBMs in the prescrip-
tion drug supply chain. My name is Robert Burns, and I am a management and
strategy professor specializing in health care at the University of Pennsylvania’s
Wharton School. My research and teaching examine how the entire U.S. health-care
ecosystem operates; I have taught an Introductory Course on this material for near-
ly 4 decades at three business schools. I have also recently written a textbook on
the topic.! Another part of my research agenda examines how the institutional and
retail supply chains work in the health-care ecosystem; I have examined these sup-
ply chains since the mid-1990s and written two books on them.2:3

To paraphrase Mark Antony in Shakespeare’s Julius Caesar,* I come here today
not to praise PBMs but to bury some concerns about them. My testimony covers
three topics. Part I explains the operations of intermediaries (i.e., “middlemen”) in
health-care supply chains and demystify their role. Part II explains why pharmacy
benefit managers (PBMs) are not the drivers of the rising prices of brand drugs, as
many allege. Part III explains the growing trend of vertical integration in the retail
pharmaceutical supply chain and explores its possible impacts.

My conclusions and opinions are based on my own research, teaching, and first-
hand experience with the health-care ecosystem since my doctoral training in late
1970s. They do not necessarily represent the views of the Wharton School.

PART I: DARK TERRITORY: LIFTING THE VEIL ON PBMS %

“Dark Territory” describes a section of railroad track not controlled by any sig-
nals. There are safety concerns due to the absence of train detection. There is a less-
ened ability to detect misalignment in track switches, broken rails, or runaway rail
cars. It is dark and mysterious.

Health care’s version of dark territory consists of intermediaries that connect buy-
ers and sellers. Often, these intermediaries are widely mistrusted and vilified. They
seem out of control, lack transparency and Federal regulation, act in ways that re-
portedly threaten patient safety, make a lot of money without making anything, and
are viewed with suspicion. During the 1990s, health maintenance organizations
(HMOs) constituted the dark territory. The criticisms of the HMOs back then pale
in comparison with the invective leveled over the past 2 decades at two other inter-

1Lawton Robert Burns. The U.S. Healthcare Ecosystem (New York: McGraw-Hill, 2021).

2Lawton Robert Burns. The Health Care Value Chain (San Francisco, CA: Jossey -Bass, 2002).

3 Lawton Robert Burns. The Healthcare Value Chain: Demystlfymg the Roles of GPOs and
PBMs (Palgrave Macmillan, 2022).

4 Act III, Scene 2. Just to be clear, we are not talking here about Mark Anthony, J Lo’s third
husband. Their last names are spelled differently. My students always get them confused.

5This section draws on Chapter 14 of The Healthcare Value Chain: Demystifying the Roles
of GPOs and PBMs (Palgrave Macmillan, 2022). It also draws on an article I recently wrote in
The Hill, “What History Tells Us About Your Prescription Costs and the New ‘Bad Boys’ of
Health Care” (March 22, 2023).

(47)



48

mediaries: group purchasing organizations (GPOs) and pharmacy benefit managers
(PBMs). Like the late comedian Rodney Dangerfield, “they get no respect.” Worse
yet, they serve as the “whipping boys” of health care who take the rap for others.®

Last year, I published a 650-page volume that takes readers through this dark
territory.” Here, I focus my remarks on the PBMs. The allegations against PBMs
include: monopoly power, anticompetitive behavior, collusion with manufacturers,
exclusive contracts, financial ties with suppliers that mitigate search for the best
products at the lowest cost, reduced provider discretion and patient access to needed
medicines, conflicts of interest, preoccupation with growing revenues, excessive fees
and profits, kickbacks, secret rebates, lack of full disclosure, harms to patient qual-
ity, and higher consumer costs. Most of these allegations can usually be found in
just a single newspaper story, book chapter, or industry report. Needless to say, the
authors of such stories rarely “go deep” into any of these allegations.

I approach these issues through the lens of “critical thinking.” I teach my under-
graduate courses at Wharton using the Socratic Method: I show students an argu-
ment that someone has proposed, and then get them to first ask the question, “Is
What I Just Heard Really True?” I then spend the course training students to evalu-
ate such proposed arguments using published research evidence (both pro and con)
to thereby answer the question.

My book evaluates the claims advanced by GPO critics against several bodies of
evidence. These include (1) the historical PBM chronicle, (2) the agency role that
PBMs play on behalf of insurers, (3) the documented tradeoffs that PBMs make re-
garding access, cost, and quality while serving their insurer clients, (4) the growing
concentration in U.S. health care, and (5) the existential threat of supplier consoli-
dation. I conclude that PBMs are nowhere near the villains their critics have paint-
ed them to be. They perhaps deserve a bit more thanks for the roles they perform.
One should remember that the Kaiser Permanente health plans of today that policy-
makers laud as solutions to population health and the triple aim were the whipping
boys in earlier decades.8

SOME HISTORY LESSONS

PBM critics rarely bother to examine their history. The narrative has (until now)
never been pulled together from archival and eyewitness sources, which requires a
lot of homework. As former President Harry Truman said, “the only thing new in
the world is the history you don’t know.” My recent book devotes two chapters and
115 pages to this chronicle. The lessons from this narrative do not support the alle-
gations and conclusions of the critics.

Like GPOs, PBMs Have Historically Served the Interests of Local Providers and
Health Plans

The early PBMs began as local cooperatives providing medical and pharma-
ceutical services to community members through prepaid groups on a capitated
basis. They were less health-care insurance and more health-care assurance pro-
viders. They were typically organized around HMOs that provided both medical and
pharmacy benefits to cover the total health-care needs of their enrollees under an
affordable budget. The early PBMs were thus tied to health insurers, just like they
are today.

Today, following the decline of HMOs, PBMs serve insurers and providers of
health services but neither supply these services nor charge for them. They are at
least one or more degrees of separation from where health-care costs and quality
are rendered. Efforts by critics to lay the responsibility for rising health-care costs
or harms to patient quality at the feet of the PBMs are misguided.

6“Whipping Boys” is not a derogatory term. It refers to the use of stand-ins who were pun-
ished for the wrongdoings of the princes that were heir to the throne of the Tudor and Stuart
kings of England. It was bad optics to whip the heirs, so childhood friends who were educated
alongside them served as the substitutes. A synonym for whipping boy is scapegoat.

7Lawton Robert Burns. The Healthcare Value Chain: Demystifying the Roles of GPOs and
PBMs (Palgrave Macmillan, 2022).

8For a positive view of Kaiser today, see: Donald Berwick, Thomas Nolan, and John
Whittington. “The Triple Aim: Care, Health, and Cost,” Health Affairs 27(3) (2008): 759-769.
Less than 100 years ago, however, Kaiser and other prepaid health plans were viewed as “dan-
gerous deviations from accepted forms of practice.” See Patricia Spain Ward. “United States
versus American Medical Association et al.: The Medical Antitrust Case of 1938-1943,” Amer-
ican Studies 30(2) (1989): 123-153.
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PBM Leverage Over Product Suppliers

PBMs sought to amass purchasing volume to negotiate lower prices from product
manufacturers. HMO-PBMs combined the prescription orders of scores (and then
hundreds) of physicians on their medical staffs. Both routed these orders through
a centralized negotiating hub to contract as “one” with manufacturers. The game
has always been one of “leverage” over suppliers to exchange higher buyer volume
for lower unit price. This game became more important for survival and customer
service with intensification of input cost pressures and/or reimbursement pressures.
When squeezed downstream, PBMs sought to squeeze drug manufacturers up-
stream.

PBMs Subject to Considerable Federal Oversight

Both GPO and PBM intermediaries have been subjected to considerable scrutiny
by the U.S. Congress (House and Senate hearings), the Congressional Budget Office,
and various Federal Agencies such as the Federal Trade Commission (FTC) and the
Office of The Inspector General (OIG). Such scrutiny led to the development of
“codes of conduct” for both intermediaries during 2004 to 2005. None of this scrutiny
has since resulted in any subsequent change in legislation or regulatory oversight
of either intermediary. This latter point suggests that the codes of conduct may have
served their purpose, as some research suggests.

PBMs Have Utilized Many of the Same Contracting Tools for Decades

Certain PBM (and GPO) practices have irritated their critics in the new millen-
nium. For PBMs, they include drug formularies, contract administration fees (CAFs)
paid by manufacturers, discounts and rebates from manufacturers, narrow phar-
macy networks, and spread pricing.

What critics fail to realize is that most of these contracting tools have long been
in place without causing an uproar. That is likely because these tools served the
economic interests of their sponsoring organizations downstream (health plans), who
developed them to deal with competitive and reimbursement pressures. Just like
many contracts between buyers and sellers in the private sector, PBM contracts are
never publicly disclosed in order to encourage price discounting by manufacturers
(and inhibit any collusion among them).

PBM Business Models Have Changed Over Time

Finally, the historical narrative demonstrates that the business models and rev-
enue sources of these intermediaries have changed over time. PBMs are now heavily
focused on the dispensing of specialty drugs, as are other players in the health-care
ecosystem. Yet, PBM critics continue to attack them regarding strategies heavily
pursued in the past, particularly manufacturer rebates and pharmacy network man-
agement. Although still a sizeable portion of their revenues, such strategies and rev-
enue sources are on the wane.

PBMS’ AGENCY ROLE IN SERVING HEALTH PLANS

PBMs seek to exert leverage over suppliers, not over their health plan sponsors.
Their actions are thus consistent with being “agents.” Surveys of health plans con-
firm this agency role via high satisfaction levels and a concordance in their goals
and interests. As further evidence of this agency role:

e Suppliers have been historically skeptical of intermediaries like PBMs;

e Suppliers have sought to render them ineffective;

e Suppliers do not contract with PBMs when they do not have to (due to lack of
competition);

o The relationships between suppliers and these intermediaries are characterized
as “adversarial”’; and

e Suppliers raise prices unilaterally “because they can,” which the PBM inter-
mediaries seek to counteract.

o PBMs believe that supplier competition is always in their interest.

TRADEOFFS: THE NAME OF THE GAME

Economics and the entire health-care ecosystem are all about tradeoffs.® For ex-
ample, when one examines the different health plans that employers offer workers,
those plans that offer a wider choice of providers (more open-network models such

9 Lawton Robert Burns. The U.S. Healthcare Ecosystem (New York: McGraw-Hill, 2021): Chap-
ter 2.
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as preferred provider organizations, or PPOs) come with higher premiums—that is,
PPOs trade off wider access for higher cost.

The same tradeoffs factor into the strategies employed by PBMs. PBMs (in part-
nership with health plans) have developed formulary tiers that allow plan partici-
pants to access the drug(s) they prefer at the cost they can afford. PBMs do not dic-
tate the choice to their plan enrollees.

Product quality is, nevertheless, evident in the decisions made by health plan
pharmacy and therapeutics committees. Such committees are heavily comprised of
clinicians (physicians, nurses, pharmacists) who focus primarily on product quality,
not on product cost. In other words, these committee mechanisms represent local-
level decisions by clinicians on the types of products they want. PBMs are not in
the business of telling doctors what they can or cannot order or prescribe. To the
extent the product choice set is limited, it usually reflects committee (peer) assess-
ments of what are comparable, therapeutically equivalent products with no evidence
base to differentiate them.

Another area where strategic tradeoffs are evident is national versus local. The
GPOs began as local cooperatives and developed contracts for local membership. The
proximity and small membership size made it fairly easy to decide upon products
and manufacturers to contract with. As they grew, however, the regional and (then)
national GPOs faced increasing difficulty in developing contracts that all of their
members wanted. The GPOs therefore embarked on several strategies that allowed
members to customize contracts to suit local needs and clinician preferences, includ-
ing regional GPO affiliates, assistance with custom contracting, contracting tiers,
etc. The goal was to balance the economic leverage of centralized buying with access
to desired products at the local level. PBMs have engaged in similar tradeoffs. They,
along with their health plan sponsors, have developed national drug formularies
than can be tailored or disregarded by health plans at the local level.

CONSOLIDATION

PBMs have come under fire for being concentrated sectors in which a small num-
ber of intermediaries manage the vast bulk of sales. This observation is correct. But
then critics extrapolate to conclude that these huge oligopolies raise costs, harm
thelifr own members, and engage in anti-competitive practices that harm the public’s
welfare.

The evidence base refutes all of these charges. First, PBMs help their health plan
clients by negotiating lower input prices and serve as their agents. Second, there
has been no Federal antitrust enforcement activity brought against these parties
since the early 2000s. There has also been a vastly reduced number of lawsuits filed
against them since they adopted codes of conduct in the mid-2000s. Third, the entire
health-care ecosystem and nearly all the intermediaries in the supply chain have
grown more concentrated. For some reason, however, critics do not usually complain
about the oligopolies among pharmacies, pharmaceutical wholesalers, and specialty
distributors. If one really wants to start pointing fingers at the biggest culprits in
consolidation and rising cost, one does not have to look very far: large hospital sys-
tems (“Big Med”).10, 11

EXISTENTIAL THREAT OF SUPPLIER CONSOLIDATION, CONCENTRATION, AND PRICING

The greatest existential threat to intermediaries such as PBMs is consolidation
and/or concentration among the manufacturers upstream with whom they contract.
The immediate impact is (1) a reduction in the number of suppliers available for
customers to contract with, and (2) the reduction in the competitive rivalry among
these suppliers.

Research suggests that pharmaceutical mergers and acquisitions (M&A) are some-
times motivated by the desire to limit competition. Researchers have found that a
company is 5—7 percent less likely to complete the drug development project in its
acquisition’s pipeline if those drugs would compete with the acquirer’s existing prod-
uct line (i.e., “killer acquisition”).12 Other research shows that M&A can result in

10David Dranove and Lawton R. Burns. Big Med: Megaproviders and the High Cost of Health
Care in America (Chicago, IL: University of Chicago Press, 2021).

11 Lawton Robert Burns and Mark V. Pauly. “Big Med’s Spread,” Milbank Quarterly (Spring
2023, forthcoming).

12 Colleen Cunningham, Florian Ederer, and Song Ma. “Killer Acquisitions,” Journal of Polit-
ical Economy 129(3) (2021): 649-702.
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reduced R&D spending and patenting for several years;!3 conversely, higher com-
petition spurs R&D spending by firms.14 15

The threat of supplier concentration particularly resides in the availability of spe-
cialty pharmaceuticals, many of which are off patent. There are higher entry bar-
riers in the biologics space due to (among other reasons) the complexity of the
science, uncertainty regarding the regulatory process for biosimilars, and the guide-
lines for “interchangeability.” The result is fewer competitors and little generic
threat to these newer biological products. Biologics as a percentage of drug spending
doubled between 2006 and 2016, from 13 percent to 27 percent. The wholesale ac-
quisition cost of biologics is a multiple of the cost of small molecules. The approval
of biologic license applications (BLAs) for new biological products has recently over-
taken the approval of new molecular entities (NMEs) for traditional drugs. The
threat facing payers is containing the cost of these drugs. At the same time, the dis-
tribution of specialty pharmaceuticals has become a major revenue driver for the
PBMs and others.

Moreover, specialty drugs are more buffered from the effects of drug formularies
and tiers. Formulary position is driven by competition within the therapeutic area.
Such competition is greater in some areas (e.g., metabolic, cardiovascular, central
nervous system, gastrointestinal) than in others (oncology, infectious disease, immu-
nology, and respiratory). In the former areas, there is less clinical differentiation
among drug classes and more variation in tiering; in the latter areas, there is more
clinical differentiation among drug classes and much less dispersion of formulary
drugs across price tiers. This reflects the considerable unmet clinical need and vari-
ation in patient response to specialty (e.g., oncologic) drugs, making it harder to re-
strict and/or channel physician choice among products. Finally, drugs that treat
widely prevalent conditions (e.g., diabetes) and thus incur high aggregate spending
are more likely to be targeted by formulary tiers than are specialty drugs that incur
lower aggregate spending which are more likely to attract payer strategies such as
step therapy.

SUMMARY

GPOs and PBMs occupy parallel roles in the institutional and retail channels of
the health-care value chain. There are multiple similarities in their historical origin,
product selection bodies, role in the value chain, role as agents for downstream buy-
ers, business model, operating guidelines, transparency, rebates earned, cost man-
agement efforts, tradeoffs managed, and directional influence in the supply chain.
These similarities are counter-balanced by their differences in channel served (insti-
tutional versus retail), products contracted for, customer served (hospital versus
health plan), founding period, owner/sponsor, number of firms, and industry finan-
cials.

Finally, they are both intermediaries. They do not buy, sell, or price products con-
veyed through the supply chain. They are also not providers of health-care services.
Their impact on the cost and quality of care rendered to patients is thus removed
from the parties who play the major roles here. The remarkable finding here is that
these intermediaries may nevertheless serve the public’s welfare by controlling the
rise in health-care costs.

PART II: THE BROUHAHA OVER REBATES AND THE GROSS-TO-NET PRICE DISPARITY 16

Over the past few years, observers have noted not only the rise in drug list prices
but also the growing disparity between gross and net prices for pharmaceutical

13 Government Accountability Office. “Drug Industry: Profits, Research and Development
Spending, and Merger and Acquisition Deals,” GAO-18-40 (Washington, DC: GAO, November
2017).

14 Richard Thakor and Andrew Lo. “Competition and R&D Financing: Evidence from the Bio-
pharmaceutical Industry,” Journal of Financial and Quantitative Analysis (2021).

15However, the threat is not always due to supplier mergers. M&A activity among large phar-
maceutical manufacturers has not resulted in a more concentrated sector. In 2006, the top 10
firms accounted for 46 percent of total sales; 10 years later they accounted for only 41 percent
of sales. Instead, in recent years, the threat has sometimes come from generic drugs where ei-
ther market demand is too small to support more than one firm and/or all other suppliers have
withdrawn for various reasons. The result is a monopoly and egregious pricing behavior. Two
prominent examples are Turing Pharmaceuticals and its drug Daraprim, and Mylan Pharma-
ceuticals and its EpiPen—firms which continually hiked their prices because they could.

16 This section draws on Chapter 9 of The Healthcare Value Chain: Demystifying the Roles of
GPOs and PBMs (Palgrave Macmillan, 2022).
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products. As a percent of drug price growth, rebates accounted for only 6-9 percent
during 2011-2012 but then accounted for 57-77 percent during 2013-2015.17 The
disparity has continued. More recent data published by IQVIA show that between
2015-2018 branded drug invoice price grew between 5.5 percent and 11.2 percent,
while branded drug net price grew between 0.3 percent and 2.9 percent; between
2018-2021, branded drug invoice price grew between 4.3 percent and 6.6 percent,
while net price either fell or grew only modestly (—2.9 percent to +1.7 percent).18
The latter data indicate that net brand prices are growing less than the annual av-
erage growth in the consumer price index, and that manufacturer rebates are partly
responsible. Some health economists argue that rebates roughly constitute the dif-
ference between list price and net price.1®

Indeed, a recent report by a small, provider-owned PBM (Navitus Health Solu-
tions) shows that per-member-per-month (PMPM) drug spending for its plan spon-
sor clients grew only 1.5 percent during 2021. This (low) growth rate was driven
by higher utilization (9.1 percent for specialty drugs, 1.3 percent for nonspecialty
drugs) and not by unit cost (—4.8 percent for specialty drugs, —2.2 percent for non-
specialty drugs).2° Another recent report by Milliman estimates that manufacturer
rebates reduced total per-capita health-care costs by 6 percent ($397) in 2022.21

Some observers allege that the rise in list prices is partly caused by the higher
rebates (and other payments made by manufacturers to PBMs), which are rep-
resented by the gap between gross and net price. In their view, the facts that (1)
higher rebates and other fees account for a higher percentage of the drug’s list price
increase and (2) the rebate size increases with list price are evidence of causation.
The theory behind this presumed causality is that the PBMs benefit from higher re-
bates, and that this may encourage manufacturers to hike their list prices which
leads to a win-win situation: the PBM earns more rebates, and the higher rebates
earn the manufacturer a more favorable position on the formulary where they can
achieve higher sales volume. These observers nevertheless admit that the lack of
granular data on PBM rebates and drug prices (due to confidentiality clauses) ren-
ders this causal assertion uncertain. As the great “philosopher” Yogi Berra once
said, “In theory, theory and practice are the same. In practice, they are not.”

The flaw in this causal logic is shown by several pieces of evidence. Drug manu-
facturers raise prices several times a year, whereas PBMs negotiate contracts and
rebates every 2 to 3 years, with the rebates remaining constant during the duration
of each contract. Moreover, drug manufacturers raise prices in anticipation of losing
patent protection (and thus market share), in the event of filing patent lawsuits
against competitors (potentially gaining share), in anticipation of a generic product
entering the market (losing market share), in anticipation of new competitors enter-
ing the market (and thus losing market share), or in the event that an existing com-
petitor pulls their product from the market (gaining market share). In general, drug
manufacturers raise prices because they can—e.g., when they enjoy more of a mo-
nopoly position in their therapeutic category, when they have superior marketing,
when their product is a physician preference item (PPI), and when their product has
brand preference among patients. Most health economists acknowledge that drug
manufacturers control list price.

Multiple factors have contributed to the growing spread between gross and net
drug prices (known as the gross-to-net disparity). First is the growing consolidation
of the PBM sector. PBM consolidation was legitimated by the Federal Trade Com-
mission’s (FTC) sign-off on Express Scripts’ (ESI) acquisition of WellPoint’s Next Rx

17Burns. The Healthcare Value Chain: Demystifying the Roles of GPOs and PBMs, 2022: Fig-
ure 9.9.

18JQVIA Institute. The Use of Medicines in the U.S. 2022. Available online at: https://
www.iquia.com /- media [ iquia [ pdfs /institute-reports | the-use-of-medicines-in-the-us-2022 [ iquia-
institute-the-use-of-medicines-in-the-us-2022.pdf. Accessed on July 12, 2022.

19 Gerard Anderson. Remarks to “Understanding the Role of Rebates in Presciption Drug Pric-
ing,” conference sponsored by Alliance for Health Policy (December 28, 2018). Available online
at: hitps:/ /www.allhealthpolicy.org | 11282018-publicbriefing-transcript/. Accesssed on July 12,
2022.

20 Adam Fein. “Drug Channels News Roundup,” Drug Channels (June 2022). Available online
at: hitps:/ /www.drugchannels.net /2022 /06 | drug-channels-news-roundup-june-2022.html. Ac-
cessed on July 12, 2022.

21 Mike Gaal, Paul Houchens, Dave Liner et al. 2022 Milliman Medical Index. Available online
at:  hitps:/ /www.milliman.com /- / media / milliman [ pdfs /2022-articles | 2022-milliman-medical-
index.ashx. Accessed on July 12, 2022.
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in-house PBM in 2009, and the market valuation placed on Next Rx’s business.22
This consolidation accelerated in the 2012-2015 period, led by ESI’s acquisition of
Medco (2012), Catamaran’s acquisition of ReStat and TPG’s acquisition of
EnvisionRx (both in 2013), and then Optum’s acquisition of Catamaran (2015).23 By
2017, the top three PBMs commanded 71 percent of the market (measured in
scrips): CVS (25 percent), ESI (24 percent), and Optum (22 percent). The top 7
PBMs controlled 95 percent of the market. This market concentration of buyers al-
lows PBMs and health insurers to extract large discounts in price from manufactur-
ers in exchange for a drug’s position on the formulary. This is a major driver of drug
rebates (discounts on list price) paid to the PBMs.

Second, complementing the growing concentration on the buyer side (PBM mar-
ket), there can be growing competition on the supplier side in the form of competing
pharmaceutical products. This is also referred to as “crowded therapeutic cat-
egories.” Such product competition gives PBMs and health insurers leverage over
manufacturers by virtue of playing one manufacturer off another and threatening
tobmove) market share to the manufacturer who offers better terms (including higher
rebates).

Third, beginning around 2012, but picking up around 2014, PBMs began to utilize
the strategy of “formulary exclusion” whereby manufacturers are threatened with
product removal from the PBM’s national formulary.2¢ CVS/Caremark removed 34
brand-name drugs from its standard national formulary in January 2012, and added
another 17 drugs to the exclusion list in 2013; ESI followed CVS’ example in 2014.
Both PBMs have added more drugs to the list over time. Optum, Prime Thera-
peutics, Aetna, and Cigna embraced drug exclusions by 2016.

Such a strategy works in the presence of therapeutically comparable brand-name
drugs. In 2016, more than 50 percent of the commercial market was covered by
plans with formulary exclusions. Note that exclusions block access to specific prod-
ucts on a PBM’s recommended national formulary; they are, thus, suggestions rath-
er than mandates. ERISA Plan Sponsors and health insurers can ignore the PBM’s
national formulary, but then face reduced rebates and/or higher plan costs. They,
thus, tradeoff higher access to drugs for higher costs incurred—much in the way
that formularies financially reward patients for selecting generic and lower-tier
drugs with lower costs, while allowing access to additional drugs on higher tiers but
requiring patients to face higher costs via higher copays or coinsurance. Neverthe-
less, the prospect of exclusion leads manufacturers to offer larger rebates. A precipi-
tating event here was the introduction of AbbVie’s hepatitis C drug Viekira Pak to
compete with Gilead’s Sovaldi and Harvoni. The number of products on the for-
mulary exclusion lists for two PBMs (CVS and ESI) has grown steadily since 2012.25

Fourth, statutory rebates are another large driver of gross-to-net discounts. The
Patient Protection and Affordable Care Act (PPACA 2010) increased the mandatory
rebates that pharmaceutical manufacturers must pay under the Medicaid program.
For single-source (non-generic) drugs, the Unit Rebate Amount (URA) increased
from 15.1 percent of a product’s average manufacturer price (AMP) to 23.1 percent
of AMP. It also required manufacturers to provide rebates in the Medicare Part D
coverage gap. The Bipartisan Budget Act, signed into law in February 2018, in-
creased these discounts. Rebates and other channel discounts to PBMs and phar-
macies constitute “direct and indirect remuneration” (DIR) payments made to Part
D Plan Sponsors. These payments were stable from 2010-2012 but began to accel-
erate beginning in 2013. DIRs help to create a gap between list and net prices.

Fifth, the pharmaceutical industry experienced steep patent cliffs in 2012 and
2015, and much higher level of patent expiries in the period 2013—2019 compared
to earlier levels (e.g., 2010).26 Attending these patent expiries was a wave of new
generic drugs entering the market. The advent of biosimilars in the biotechnology
market constituted a parallel development, but on a smaller scale. Research docu-

22 Andrew Ross Sorkin and Michael J. de la Merced. “Drug Benefit Unit in $4.7 Billion Deal”
(April 13, 2009). Available online at: Atips://www.nytimes.com/2009/04 /14 /business/
14deal.html. Accessed on February 3, 2020.

23 Burns. The Healthcare Value Chain: Demystifying the Roles of GPOs and PBMs, 2022: Fig-
ure 9.10.

24 Burns. The Healthcare Value Chain: Demystifying the Roles of GPOs and PBMs, 2022: Fig-
ure 9.11.

25 Drug Channels. The 2018 Economic Report on U.S. Pharmacies and Pharmacy Benefit Man-
agers. Exhibit 85: 127.

26 Burns. The Healthcare Value Chain: Demystifying the Roles of GPOs and PBMs, 2022: Fig-
ure 9.12.
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ments that drug prices decrease markedly after patent expiration.2? In 2017, the ge-
neric dispensing rate—the percentage of drug prescriptions dispensed with a generic
drug instead of a branded drug—was 90 percent. The rise in generics and generic
dispensing rates occasioned a slowdown in the price growth of branded drugs.

Sixth, the same increase in rebates has been observed in Medicare Part D. Be-
tween 2006 and 2020, Part D drug rebates as a percentage of total drug costs rose
from 8.6 percent to 27.0 percent.2® This is relevant since PBMs, which administer
the drug benefit, retain less than 1 percent of these rebates and thus do not benefit.
Instead, analysts point out that the growing Part D rebates are tied to competition
among manufacturers within a given drug class to get on the formulary.2® Research
by Milliman shows that, among drugs with rebates covered under Part D, rebates
as a percentage of gross drug costs reached 39 percent in the presence of direct
brand competition. Rebates reached 34 percent when there were 3+ competitors in-
cluding a direct generic substitute, 27 percent when there were 1-2 competitors
with a direct generic substitute, and only 23 percent in the absence of direct brand
competition or a generic substitute.30

Seventh, the growth in the gross-to-net difference observed over time has been
driven not by commercial rebates but instead by Medicare Part D rebates and 340B
discounts.31 According to Adam Fein, the gross-to-net difference in the price of
branded drugs reflects a declining share in commercial rebates (22 percent of dif-
ference in 2021, down from 27 percent in 2017), a rising share in Part D rebates
(23 percent of difference in 2021, up from 19 percent in 2017), and a sharply rising
share in 340B discounts (20 percent in 2021, up from 10 percent in 2019).

Considering the Arguments of GPO Ceritics: Critical Thinking Exercise

PBM critics counter by asserting that PBMs are not the only drug channel parties
with an incentive for higher prices under Medicare Part D. Since 99 percent+ of the
manufacturer rebates flow to the health plans, there may be an incentive for the
health plan sponsors to favor higher list prices. The prescription drug plans (PDPs)
which administer the Part D benefit earn a portion of their profits from DIR pay-
ments. Manufacturer rebates comprise the vast majority (92 percent) of DIR pay-
ments, which are paid to plans to get favorable placement on their formularies.32
Critics have expressed concern that this remuneration structure may lead health
plans to favor higher-priced brand drugs (which come with rebates) on their
formularies over lower-cost generics (which do not come with rebates).

As evidence, researchers examined 57 unique drug formularies across all 750
stand-alone PDPs in 2016, focusing on 935 drugs that were “multi-source” (brand
and generic both available).33 They found that 12.8 percent of multi-source drugs
did not have generics covered in any formulary; they also found that 72 percent of
formularies placed at least one branded product in a lower cost-sharing tier than
the generic. When they examined 222 multi-source drugs covered in all formularies
that had both brand and generic products covered in at least one formulary, they
found that brand products were placed in a lower cost-sharing tier than the generic
for only 5 percent of these drugs. If there is a problem, the low percentages suggest
it is limited in scope. Additional evidence from other researchers confirms this.3¢ A
recent analysis of Medicare Part D plans with matched pairs of brand and generic
drugs found that branded drugs are rarely covered when generics are available.

27 Gerard Vondeling, Qi Cao, Maarten Postma et al. “The Impact of Patent Expiry on Drug
Prices: A Systematic Literature Review,” Applied Health Economics and Health Policy 16 (2018):
653-660.

28 The 2022 Annual Report of the Boards of Trustees of the Federal Hospital Insurance and
Federal Supplementary Medical Insurance Trust Funds. June 2022. Table IV.B8.

29 Jack Hoadley. Remarks to “Understanding the Role of Rebates in Prescription Drug Pric-
ing,” Conference sponsored by Alliance for Health Policy (December 28, 2018). Available online
;gQgttps://www.allhealthpolicy.org/11282018-publicbriefing-tmnscript/. Accessed on July 12,

30 Nicholas Johnson, Charles Mill, and Matthew Kidgen. Prescription Drug Rebates and Part
D Drug Costs. Milliman Research Report (July 16,2018).

C}fl Burns. The Healthcare Value Chain: Demystifying the Roles of GPOs and PBMs, 2022:
apter 11.

32William Feldman, Benjamin Rome, Veronique Raimond et al. “Estimating Rebates and
Other Discounts Received by Medicare Part D,” JAMA Health Forum 2(6) (2021): e210626.

33 Mariana Socal, Ge Bai, and Gerard Anderson. “Favorable Formulary Placement of Branded
Drugs in Medicare Prescription Drug Plans When Generics Are Available,” JAMA Internal Med-
icine 179(6) (2019): 832—833.

34 Stacie Dusetzina, Juliette Cubanski, Leonce Nshuti et al. “Medicare Part D Plans Rarely
Cover Brand-Name Drugs When Generics Are Available,” Health Affairs 39(8) (2020): 1326—
1333.
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Most of the time (84 percent), only generics were covered; some plans might cover
both brand and generic products (15 percent). In the few instances where branded
drugs had preferential formulary placement, beneficiary and Medicare prices were
generally low for both products.35

Eighth, there is correlational evidence of an association between rebates and list
prices, and an association between increases in rebates and increases in list prices.
However, the evidence here is not consistent, and can oftentimes suggest no rela-
tionship at all.36 Moreover, the researchers who report these findings are somewhat
circumspect in their conclusions, arguing that to the degree that PBMs retain re-
bates (rather then pass them along to health plans) “a higher list price might gen-
erate more revenue for PBMs” [italics added].37 Some of my researcher friends simi-
larly hedge their bets, stating that rebates are “probably at least partially respon-
sible for the faster increase in list prices than in the amounts received by drug man-
ufacturers (net prices)” [italics added].38 They are also quite clear in stating that
rebates have moderated the growth in drug prices.3°

Ninth, and finally, there is growing research evidence that a main driver in the
list prices of brand drugs is not PBM rebates but rather Federal reimbursement
policies. Economists suggest that Medicare Part D dynamics encourage growth in
list prices and thus in rebates. These dynamics include Part D benefit design and
beneficiary cost sharing. The Federal Government is at greatest financial risk for
high drug spending in Part D by virtue of shouldering 80 percent of costs in the
catastrophic coverage phase, thereby encouraging higher list prices. Via this mecha-
nism, Part D cost-sharing and beneficiary out-of-pocket costs are tied to list price.4?

In a similar vein, the Congressional Budget Office (CBO) recently concluded that
Medicaid’s statutory rebates provide incentives to manufacturers to negotiate higher
prices with commercial insurers as well as employ higher market-wide launch
prices. The CBO’s causal argument is as follows: more people covered by public in-
surance (such as Medicaid) leads to more third-party (public) coverage of drug
spending which, in turn, means more patients less exposed to high drug prices and
more willing to buy high-priced drugs—all of which alleviates pressure on manufac-
turers to restrain their price hikes.#! The cause is not PBM rebates, but rather
moral hazard resulting from public insurance coverage. This last point suggests
that—to paraphrase the old comic strip Pogo—we have met the enemy and the
enemy is us. Rising prices and out-of-pocket of costs may have been unwittingly in-
duced by Federal payment policy.42

All of these factors contribute to gross-to-net discounts. These discounts acceler-
ated from 2014 through 2019.43 The majority of these gross-to-net discounts were
not realized by PBMs and other drug channel participants such as wholesalers and
pharmacies, but rather were realized by public and private payers (62 percent). Re-

35] am not sure which side is right and which is wrong. Maybe I have missed something. My
colleagues are welcome to point out the error in my ways. As Jalen Hurts, the quarterback of
the Philadelphia Eagles said after losing this year’s Super Bowl, “You either win or you learn.”
Wise words to live by.

36 Visante. No Correlation Between Increasing Drug Prices and Manufacturer Rebates in Major
Drug Categories (2017). Available online at: htips:/ /www.pcmanet.org/wp-content/uploads/
2017/ 04/ Visante-Study-on-Prices-vs.-Rebates-By-Category-FINAL.pdf. Accessed on March 24,
2023.

37Ge Bai, Aditi Sen, and Gerard Anderson. "Pharmacy Benefit Managers, Brand Name Drug
Prices, and Patient Cost Sharing,” Annals of Internal Medicine 168(6) (2018): 436-437. A similar
admission regarding the circumstantial evidence for causality is stated by Christine Buttorff,
Yifan Xu, and Geoffrey Joyce. “Variation in Generic Dispensing Rates in Medicare Part D,”
American Journal of Managed Care 26(11) (2020): e355-361.

38 Ge Bai, Aditi Sen, and Gerard Anderson. "Pharmacy Benefit Managers, Brand-Name Drug
Prices, and Patient Cost-Sharing,” Annals of Internal Medicine 168(6) (2018): 436-437.

39EKrin Trish. Drug Rebates in Medicare Part D (Los Angeles: University of Southern Cali-
fornia, Leonard D. Schaeffer Center for Health Policy and Economics, July 27, 2021).

40Erin Trish. Drug Rebates in Medicare Part D (Los Angeles: University of Southern Cali-
fornia, Leonard D. Schaeffer Center for Health Policy and Economics, July 27, 2021).

41 Congressional Budget Office. Prescription Drugs: Spending, Use, and Prices (Washington,
DC: CBO, January 2022).

42 Available online at: htips:/ /library.osu.edu/site/40stories/2020/01/05 | we-have-met-the-
enemy /. Accessed on March 24, 2023.

43Burns. The Healthcare Value Chain: Demystifying the Roles of GPOs and PBMs, 2022: Fig-
ure 9.13.
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searchers estimate that pharmacies capture the bulk (15 percent) of the remainder,
with PBMs (5 percent) and wholesalers (2 percent) capturing much less.44 45

This means that ERISA Plan Sponsors and the health insurers they contract with
realized large discounts off of drug list prices, which accounts for the majority of
the growing gross-to-net disparity. This is reflected in data for both small and large
employers that capture the rebates flowing back to the ERISA Plan Sponsors in
2021.46 The data indicate that a growing percentage of both smaller and larger em-
ployers are receiving 100 percent of the rebates negotiated by their PBMs. Among
larger employers, the 100 percent pass-through is by far the most common rebate
arrangement; a majority of smaller employers also received 100 percent pass-
throughs, but nearly one-quarter receive a percentage share of rebates.

The question is, what did ERISA Plan Sponsors and health insurers do with the
rebates (savings)? The rebates can be used in a number of ways, according to insur-
ance executives.4? First, they can be used to offset the health-care costs generated
by employees (or plan members) and thereby reduce their insurance premiums; this
approach benefits everyone. Second, they can be used to fund employer wellness pro-
grams, which also benefits all members. Third, they can be used to finance patient
engagement programs which extend enhanced benefits to those choosing more cost-
effective plans or those more compliant with their medications. Alternatively, the re-
bates can be used to lower patient copays for members using specific drugs or re-
duce the prices paid at point-of-sale; this benefits specific members.

PBMI survey data suggest that the vast majority of employers (68 percent) use
the rebates to offset the overall plan costs to the employer, especially their own
spending on drugs.#8 By contrast, a smaller percentage of employers (11 percent)
use the discounts to reduce the premiums of their employees (11 percent), a strategy
that benefits all workers. A small percentage of employers (15 percent) split the sav-
ings with employees, or reduce employee out-of-pocket costs at the point-of-sale (4
percent). This means that employers use the discounts generated by their employees
with more severe illnesses that require expensive drugs (which earn higher rebates)
to cover their overall health expenditures rather than benefit the employees who
generate the rebates. The irony, according to industry analysts, is that the employ-
ees’ actual out-of-pocket costs are set by their insurer and ERISA Plan Sponsor. It
is not the PBMs, but rather the Plan Sponsors and health insurers who elect not
to share the rebates directly with employees.4?

Over time, employers’ drug benefit designs have shifted out-of-pocket spending
from flat co-payments to deductibles and coinsurance arrangements. By 2019, more
than half of all consumer out-of-pocket spending on prescription drugs was for coin-
surance or deductibles, both of which are tied to list price.5° Evidence shows the de-
cline in cost sharing using co-payments, the rise in cost sharing using coinsurance
when employer plans include high deductibles, by drug tier, and the dollar amount
of cost sharing by drug tier for both co-payment and coinsurance. Moreover, over
time, the percentage of ERISA Sponsor Plans with pharmacy benefit deductibles has
r}ijer;.l These deductibles can be separate from or combined with the medical deduct-
ible.

A recent survey of large employers by the National Business Group on Health
suggests some change in employer sentiment here. In 2019, 18 percent of employers
reported having a point-of-sale rebate program in place; 2 percent said they were
implementing a program in 2020, and another 40 percent were considering such a

44 Neeraj Sood, Tiffany Shih, Karen Van Nuys et al. The Flow of Money Through the Pharma-
ceutical Distribution System (Los Angeles: University of Southern California, Leonard D. Schaef-
fer Center for Health Policy and Economics, 2017).

45Burns. The Healthcare Value Chain: Demysttfymg the Roles of GPOs and PBMs, 2022: Fig-
ure 9.15.

46 Burns. The Healthcare Value Chain: Demystifying the Roles of GPOs and PBMs, 2022: Fig-
ure 9.16.

47Linda Etemad. Presentation to Understanding the Role of Rebates in Prescription Drug
Pricing Conference. Sponsored by Alliance for Health Policy (December 28, 2018).

48 Pharmacy Benefit Management Institute. 2017 Trends in Drug Benefit Design (Plano TX:
PBMI, 2017).

49Drug Channels. Employers are Getting More Rebates Than Ever—But Sharing Little With
Their Employees (January 18, 2018). Available online at: https:/ /www.drugchannels.net/2018/
01 /employers-are-getting-more-rebates-than.html. Accessed on February 1, 2020.

50JQVIA. “Patient Affordability Part One” (May 18, 2018). Available online at: https://
www.iquia.com /locations | united-states | library | case-studies | patient-affordability-part-one.  Ac-
cessed August 4, 2020.

51Burns, 2022: Figures 9.17, 9.18, 9.19, and 9.20.
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program for 2012-2022.52 Such programs pass the rebates directly to the employee
at point of purchase. Such point-of-sale programs are most appropriate when the
employee is filling a prescription during the deductible phase of coverage or when
paying a coinsurance. As industry analysts make clear, this decision about point-
of-sale programs is at the discretion of ERISA Plan Sponsors and the health insur-
ers they contract with. These two parties choose the overall prescription drug ben-
efit that is offered to plan participants, which can include: which drugs are covered,
the different levels of cost sharing, the number of pharmacies available to partici-
pants, and the incentives for using certain network pharmacies.

These choices reflect the tradeoffs that ERISA Plan Sponsors and health insurers
make between access, quality, and cost. These two parties then contract with PBMs
to administer their prescription drug plans and implement the choices made by Plan
Sponsors.

PART III: VERTICAL INTEGRATION ALONG THE RETAIL PHARMACEUTICAL SUPPLY CHAIN 53

Adam Fein at Drug Channels has continued to update researchers and policy-
makers on the growing consolidation of diverse players operating in the retail phar-
maceutical supply chain. The latest version from Adam’s 2023 report is reproduced
below (with his permission).

Exhibit 234: Vertical Business Relationships Among Insurers, PBMs, Specialty Pharmacies, and
Providers, 2023
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We do not know whether the vertical chains in the Figure above are pro-or anti-
competitive. There are no data on the costs, prices, or other performance metrics
resulting from these combinations. Researchers acknowledge that “it is well known
in antitrust economics that assessing policies in industries with important vertical
relationships is challenging. . . . Even in the presence of reliable data, how vertical
relationships affect consumer welfare is generally theoretically ambiguous, and
under various models of supplier behavior, stronger vertical relationships can great-
ly improve consumer welfare or greatly harm it.”54

Some observers look at this chart and quickly conclude that the emergence of such
behemoth, bureaucratic intermediaries may not be good for the public. Even a sea-
soned analyst such as Adam Fein suggests, “These organizations are poised to exert

52Drug Channels. Employers Slowly Warm to Point-of-Sale Rebates—But Most Move Faster
for Insulin (rerun) (September 19, 2019). Available online at: Attps:/ /www.drugchannels.net/
2019/09/employers-slowly-warm-to-point-of-sale.html. Accessed on February 1, 2020.

53The section draws on Chapter 13 of The Healthcare Value Chain: Demystifying the Roles
of GPOs and PBMs (Palgrave Macmillan, 2022).

54Zarek Brot-Goldberg, Catherine Che, and Benjamin Handel. “Pharmacy Benefit Managers
and Vertical Relationships in Drug Supply: State of Current Research,” NBER Working Paper
Series (April 2022).
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greater control over patient access, sites of care/dispensing, and pricing.”55 At the
same time, Fein argues that whether they do or can exercise such control is pure
speculation. Other researchers go further, concluding that competing value chains
such as those depicted above might serve as the new basis of competition in an eco-
system that is quickly consolidating.5¢ This sounds like a great topic for critical
thinking.

THE KEY ISSUE IN VERTICAL INTEGRATION: MAKE VERSUS BUY

The type of combinations depicted in the Figure above are known as “vertical inte-
gration.” Management researchers often argue that the central decision in corporate
strategy concerns “make versus buy”: i.e., make it in house or buy it in the market-
place. The choices are also known as “insource versus outsource.” There are advan-
tages to each approach such as: use the company’s managerial hierarchy versus
market forces to coordinate the two parties’ behaviors, seek the advantages of col-
laboration versus the benefits of specialization, diversify versus focus, etc. With re-
gard to pharmaceutical benefits, the two approaches are known as “carve-in” versus
“carve-out.”7 There is no clearly defined calculus regarding which option to take in
the make-versus-buy decision. One has to calculate the costs and benefits of each
option—and be satisfied with the tradeoffs. In the absence of data on costs and
prices, no one that I know of has made these calculations for the vertically inte-
grated firms depicted here.

It is important to note that, historically, the players in the retail pharmaceutical
supply chain have taken both approaches. For example, the PBM sector began using
a carve-in approach when staff model HMOs served as their own pharmacy benefit
managers working under a capitated budget constraint.58 The objective was to pro-
vide comprehensive coverage of both inpatient and outpatient services, including
prescription drugs, at an affordable cost (“assurance” rather than insurance). Stand-
alone PBMs that originally developed as staff-model HMOs waxed and waned in
popularity. Later PBMs evolved a different set of benefits and services that at-
tracted both employers and health plans as clients; while some PBMs could be
carved in, many were carved out of the health plan. United’s acquisition of
Pacificare in 2005 marked the beginning of the current trend to the carved-in ap-
proach (a return to the roots). United’s move was motivated by its desire to acquire
Pacificare’s health plan operations; the PBM came with the deal. By virtue of ac-
quiring Pacificare’s 3.3 million enrollees, United increased its enrollment stature
(25.7 million lives) relative to its larger competitor Wellpoint (27.7 million lives), di-
versified geographically into the West (where Pacificare was located), gained trac-
tion in the Medicare risk market, and helped it to prepare for the coming Medicare
drug benefit. The deal was also part of the M&A frenzy among health plans in the
2005—2006 era.’? Thus, the sector has experimented with both approaches over
time, oftentimes based on historical circumstances, opportunities, or rationales spe-
cific to that point in time—but not necessarily to get into the PBM business.

ADVERSARIAL RELATIONSHIPS

The historical lesson here is that the relationships between PBMs and health
plans can vary. It is also important to note that the relationships between PBMs
and their health plan clients are not always cordial and productive but could instead
be unwieldy and rather adversarial. They can both wind and unwind.

Anthem-Express Scripts Litigation

In 2009, Express Scripts entered a 10-year contract with Anthem to provide exclu-
sive pharmacy benefits. In 2016, Anthem filed a lawsuit arguing that its contract
with Express Scripts guaranteed it competitive prices for prescription drugs. An-
them or a third-party consultant it retained would conduct a market analysis every
3 years to determine how competitive the PBM’s pricing was; if the pricing was not
competitive, then Anthem could renegotiate pricing terms with its PBM. In 2011-
2012, Anthem commenced the first round of these renegotiations, which lasted for

55 Drug Channels. The 2023 Economic Report on U.S. Pharmacies and Pharmacy Benefit Man-
agers (Philadelphia, PA: Drug Channels Institute): p. 366.

56 David Dranove and Lawton R. Burns. Big Med: Megaproviders and the High Cost of Health
Care in America (University of Chicago Press, 2021): Chapter 10.

57This is covered in Chapter 9 of The Healthcare Value Chain: Demystifying the Roles of GPOs
and PBMs (Palgrave Macmillan, 2022).

58 This is covered in Chapter 10 of The Healthcare Value Chain: Demystifying the Roles of
GPOs and PBMs (Palgrave Macmillan, 2022).

59The historical M&A trend among PBMs is depicted in Chapter 11 of The Healthcare Value
Chain: Demystifying the Roles of GPOs and PBMs (Palgrave Macmillan, 2022).
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nearly 1 year and strained the relationship between the two parties, before they
reached an agreement. However, Anthem concluded it was overcharged $3 billion
a year for several years. Anthem began a second round of renegotiations in 2014
by demanding $15 billion in price concessions from its PBM, and then notified it
of breach of contract. Express Scripts countered that the insurer was responsible to
produce a market analysis of drug prices that would serve as the basis of negotia-
tions. It also stated that it earned well below than $3 billion annually from the PBM
agreement and thus could not meet Anthem’s demand.

In 2017, Anthem announced it would not new its contract with Express Scripts.
This meant a loss of 20 percent of the PBM’s revenue. In early 2018, a U.S. District
Court Judge dismissed Anthem’s suit, stating that its contract did not explicitly
state that its PBM would ensure competitive pricing; Express Scripts’ only obliga-
tion was to negotiate based on data the insurer provided.

Downstream Effects of the Litigation

The litigation had several downstream effects—for both insurers and PBMs. First,
Anthem had to replace its big-three PBM. In October 2017, Anthem announced its
plan to launch its own in-house PBM, IngenioRx, in collaboration with CVS Health;
the latter would provide Anthem with claims processing, point-of-sale engagement,
and prescription fulfillment services. In 2019, Anthem launched IngenioRx, which
reportedly accounted for one-fifth of Anthem’s revenue, and served as the insurer’s
PBM vehicle to target self-insured employers.

Second, Express Scripts faced the loss of its largest health plan client (Anthem)
and questions about its future as a stand-alone PBM in an era of consolidation. In
April 2017, Express Scripts reported in its quarterly earnings announcement that
it did not expect Anthem to renew its contract; indeed, in January 2019, Anthem
terminated the contract a year earlier than scheduled. Express Scripts was soon
courted by another insurer, Cigna. Cigna was rebounding from its failed horizontal
merger with Anthem: on February 8, 2017, the District Court for the District of Co-
lumbia sided with the Department of Justice in blocking the horizontal merger of
Cigna and Anthem. In March of 2018, Cigna announced its plan to acquire Express
]S)criptsbfor $67 billion and pursue a vertical merger instead. The deal closed in early

ecember.

The February 2017 District Court ruling also blocked the proposed merger of
Aetna and Humana. Within months of the decision, Aetna likewise pursued a
vertical merger with CVS Health. CVS Health executives presented the merger to
investors as a strategy to develop health hubs for Aetna enrollees at CVS drug-
stores.

HISTORICAL RATIONALES FOR VERTICAL INTEGRATION

The combinations of (1) Cigna with Express Scripts and (2) Aetna with CVS
Health meant that all three major PBMs now had health plan partners.
UnitedHealth had previously formed Optum in 2011 by combining its existing phar-
macy benefit and care delivery services within the company. Its PBM operations
stemmed from its 2005 acquisition of PacifiCare, a health plan which had a phar-
macy benefit manager.

Indeed, there have been many rationales for such vertical integration offered over
the past decade. These rationales reflect the period’s Zeitgeist (spirit of the times):
care coordination, manage the continuum of care, disease management and chronic
disease management, use big data and data analytics to (a) stratify enrollees by
their risk level and then (b) identify and intervene for those at high risk. Providers
halze offered similar rationales for the vertical integration mergers they have under-
taken.

Vertical integration has also been partly motivated by the growth in spending on
specialty drugs. Such spending is split between the pharmacy benefit and the med-
ical benefit. Patients taking specialty medications tend to have more expensive con-
ditions that health plans need to manage. Health plans have argued that spending
under both benefits is large and roughly equal in level, thus requiring close manage-
ment of both. While there is some overlap, specialty drug spend for different disease
categories tends to dominate one benefit over the other (e.g., multiple sclerosis on
the pharmaceutical benefit side, oncology on the medical benefit side).

The vertical integration strategies were also partly motivated by Department of
Justice’s move to block Aetna’s and Cigna’s prior horizontal merger efforts (with
Humana and Anthem, respectively). The latter observation suggests that, at least
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initially, one underlying rationale for vertical integration was simply growth, not
necessarily the specific merger partner.

CURRENT RATIONALES FOR VERTICAL INTEGRATION

Adam Fein (at Drug Channels) and Eric Percher (at Nephron Research) have done
perhaps the best job of articulating the current vertical integration movement in the
pharmaceutical supply chain. As noted above, Fein suggests that the issue may be
control over the drug channel: “vertically-integrated payers/PBMs/providers are
poised to restructure U.S. drug channels by exerting greater control over patient ac-
cess, sites of care/dispensing, and pricing. If they can effectively coordinate their
sprawling business operations, they will pose a substantial threat of disruption to
the existing commercial strategies of pharma companies.”®® Such control could re-
sult from (1) channeling of enrollees to the specialty pharmacies and providers in-
side these vertical firms, (2) rewarding providers for formulary compliance, and (3)
greater management and utilization control over provider-administered drugs and
the buy-and-bill practices of in-house physicians.61

In his 2022 Report,2 Fein summarized some additional specific goals of vertical
integration that are mentioned by Percher:63

e Because health-care services (e.g., pharmacy) are not subject to the same risk-
based capital requirements or profitability regulations as insurers, integration
can allow them to retain a greater share of revenues.

e Patients who are on expensive specialty medications have high overall med-
ical spending which can benefit from the combined pharmacy and medical
benefit.

e Vertical integration enables insurers to tap into the growing market for spe-
cialty pharmaceuticals and perhaps control downstream pharmacy assets.

CHALLENGES TO VERTICAL INTEGRATION

In his 2022 and 2023 reports, Fein is also careful to point out the challenges fac-
ing the strategy of vertical integrating insurers with PBMs and pharmacies.

e There is no guarantee that an insurer which owns its own PBM and phar-
macy operations is assured that prescribing physicians are aware of any phar-
macy network restrictions and can direct their drug dispensing.

e Employers may be skeptical about whether the savings from combining the
pharmaceutical and medical benefit will accrue to them. This may slow down
their adoption of such plans. Not all health plan sponsors seem to be beating
a path to such integrated offerings. According to Drug Channels, 77 percent
of small employers (< 1,000 workers) contracted with a combined health plan/
PBM in 2021. By -contrast, only 53 percent of mid-sized employers
(1,000 —5,000 workers) and only 33 percent of large employers (> 5,000 work-
ers) did so; the latter two categories were more likely to carve out the PBM.64

60 Adam Fein. “Insurers + PBMs + Specialty Pharmacies + Providers: Will Vertical Consolida-
tion Disrupt Drug Channels in 2020?”, Drug Channels (December 12, 2019).

61Here 1s what Adam Fein has to say. With regard to buy-and-bill utilization management:
ownership of clinics enables much greater control over provider-administered drugs—including
opportunities to tighten utilization management, negotiate greater rebates from manufacturers,
and drive greater biosimilar adoption. For example, Optum’s MedExpress clinics currently offer
infusion therapy in select Florida and Indiana locations for people with UnitedHealthcare or
Humana insurance . . . commercial health plans try to move infusions to lower-cost sites of
care. This is typically achieved with utilization management strategies that guide patients to
lower-cost and/or better-performing sites of care. But employed physicians and in-house clinics
make site-of-care management much easier. With regard to buy-and-bill channel management.
A physician office or clinic that is owned by a vertically integrated organization can be required
to obtain provider-administered specialty pharmaceuticals from the company’s own specialty
pharmacy. This practice is called white bagging. It has displaced buy-and-bill for a significant
share of provider-administered drugs in commercial health plans. By owning the infusion site,
the insurer bypasses the challenge of getting hospitals to accept white bagging. Adam Fein. “In-
surers + PBMs + Specialty Pharmacies + Providers: Will Vertical Consolidation Disrupt Drug
Channels in 2020?”, Drug Channels (December 12, 2019).

62Drug Channels Institute. The 2022 Economic Report on U.S. Pharmacies and Pharmacy
Benefit Managers. Section 12.3.

63 Eric Percher. Optum Launches “Emisar” Contracting Entity; Navitus Aligns with Ascent via
Prime (Nephron Research, July 26, 2021). Eric Percher. A Closer Look: Cigna |/ ESI Makes Waves
with Ascent Contracting and Econdisc Sourcing GPOs (Nephron Research, January 23, 2020).

64Drug Channels Institute. The 2022 Economic Report on U.S. Pharmacies and Pharmacy
Benefit Managers. Exhibit 80.
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e Hospitals have been entering the specialty pharmaceutical business and ac-
quiring oncologist practices. The market for physician-administered drugs is
thus shifting from physician offices to hospital outpatient departments. Alter-
nate sites of care such as home infusion account for a portion of the medical
benefit spend as well as Medicare Part B spend. Hospitals may enjoy a com-
petitive advantage over integrated insurers in this fragmented market.

e Some prior insurer/PBM/pharmacy/provider joint ventures (e.g., those involv-
ing Humana, Prime Therapeutics, Centene) and prior insurer-PBM acquisi-
tions (UnitedHealth and DPS) have unwound.6®> Humana has retrenched to
focus on its core Medicare business. In 2021, it began sourcing formulary re-
bates for its commercial health plans via Cigna’s Ascent Health Services busi-
ness; in 2022, it announced it would divest its majority interest in Kindred
at Home and Personal Care Divisions. Prime Therapeutics sold its 49 percent
stake in the AllianceRx Walgreens Prime pharmacy; it also outsourced signifi-
cant portions of its PBM operations to Cigna’s Evernorth, including retail
pharmacy network contracting, formulary rebates, and mail and specialty
pharmacy dispensing. Centene announced plans to outsource PBM operations
to Express Scripts and has already sold other businesses (e.g., Magellan Rx
PBM, Rare specialty pharmacy). These vertical integration formations are
thus quite fluid.

The overall goal of vertical integration may be the magic word, “synergy”. Like
Helen of Troy, synergy may be the strategy that launched a thousand mergers.66
Synergy results when the whole is greater than the sum of the parts (ie., 1 + 1
= 3). There are two types of synergies: cost synergies and revenue synergies. Fol-
lowing Fein and Percher, revenue synergies seem to be front of mind in combining
the component parts depicted in the Figure above,. All of this is speculative and the-
oretical at the moment. We have yet to see whether these combinations can figure
out how to coordinate the various parts they acquire. Success will largely hinge on
getting physicians and patients to follow directives and “do the right thing”: e.g., use
in-house pharmacies and providers (stay in network) when they are part of different
organizations. Success may be challenged by having to rely on those outside, non-
contracted organizations to attract needed volume. As a result, each vertical integra-
tion combination may need business from other similar combinations, who are their
competitors.

CONSEQUENCES OF VERTICAL INTEGRATION

Vertical integration may have important, positive consequences for competition.
According to analysts, one outcome of this vertical integration will be more aggres-
sive price competition among health plans and PBMs.67 This could come about by
the merging parties’ bundling of medical and pharmacy benefits, which would entail
a diminution of carve-out contracts between employers and PBMs for just the phar-
macy benefit. This would put pressure on the margins of the freestanding PBMs,
because vertically integrated insurers would discount their in-house PBM’s services
to win the combined business. Any stand-alone PBM contracts would need to lower
prices to remain competitive.

Such integration might also reduce heterogeneity in health plans’ approaches to
strategic alignment with PBMs (which used to vary along an outsourcing-insourcing
continuum). Greater homogeneity in strategic alignment across dyads of health
plans and PBMs would increase their competitive rivalry since downstream buyers
discern fewer distinctive features of one vertical integration combination.

65This section is taken from Drug Channels. The 2023 Economic Report on U.S. Pharmacies
and Pharmacy Benefit Managers (Philadelphia, PA: Drug Channels Institute): pp. 367-368.

66 In his play, The Tragical History of the Life and Death of Doctor Faustus, the 16th-century
English playwright Christopher Marlowe refers to Helen of Troy as “the face that launched a
thousand ships.” Helen was the queen of Sparta and the wife of the king, Menelaus. When
Paris, son of the king of Troy, abducts Helen, Menelaus enlists the help of his older brother
Agamemnon, King of Athens, to launch the Greek fleet (the 1,000 ships) to attack Troy. This
is the start of the Trojan Wat as depicted in Homer’s The Iliad. 1 have to explain all of this
to my Penn students who (somehow, somewhere) neither read the book nor took a course on
Greek history. They do not know what face launched a thousand ships, let alone who Menelaeus
and Agamemnon were. When, in disbelief, I push further to ask them what they know about
the Trojan War, I continue to get blank faces. Out of a class of 55 students one year, only one
raisei)c} his hand, answering in a questioning voice, “Brad Pitt?”. Our educational system is in
trouble.

67Drug Channels Institute. The 2022 Economic Report on U.S. Pharmacies and Pharmacy
Benefit Managers.
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Such integration also potentially signals that PBMs may focus increasingly more
on the specialty pharmacy business for their profitability and, conversely, focus in-
creasingly less on retained rebates. PBMs have passed along a much greater share
of these rebates to health plan sponsors over the past decade, from 75 percent in
2013 to 90 percent in 2018. According to some PBM industry presentations, rebates
apply to 70 percent of their branded pharmacy scripts, which in turn account for
only 10 percent of total scripts. Rebates have also diminished in importance due to
Medicare’s growing share of retail prescription drug spending (from 18 percent in
%006 SOPZ]%)OPpercent in 2017) and the low amount of rebates retained by PBMs in

art S.

Finally, growing vertical integration between health plans and PBMs will likely
reduce the transparency of freestanding PBMs’ financial results.®®8 We have already
confronted the opacity issue in trying to assess the performance of vertical integra-
tion efforts by hospitals to develop physician and health plan divisions.6°

VERTICAL INTEGRATION: RIDE INTO THE DANGER ZONE?

Vertical integration has become a popular strategy in the health-care ecosystem.
Many of the recent vertical integration efforts depicted in the Figure above include
providers (e.g., physicians, ambulatory surgery centers or ASCs, retail clinics) as
well as insurers, pharmacies, and PBMs. A prominent illustration is UnitedHealth
Group which includes the insurer UnitedHealth, its in-house PBM (OptumRx), and
its Optum Health division, which employs or contracts with roughly 70,000 physi-
cians and owns a chain of ASCs and urgent care centers. Another is CVS Health,
which encompasses Aetna, CVS pharmacies, and their retail clinics. Such provider
markets are typically more fragmented than the core pharmacy and PBM busi-
nesses, offer another possible revenue stream, and can involve the key prescriber.

The health-care sector is in the midst of its second or third iteration of vertical
integration involving hospitals, physicians, insurers, and alternate care sites. The
historical evidence among this different set of players has already been published,
weighed in the balance, and found wanting.”0 It is not a pretty picture. Most of the
vertical combinations fall into one of three categories—physicians with insurers,
hospitals with insurers, physicians with hospitals. They have all suffered from dis-
appointing financial performance and, sometimes, huge losses. There are an esti-
mated 50 different reasons why combinations of providers with insurers do not
work; worse yet, it may only take one of those reasons to sink the deal.’?

68 Growing vertical integration between health plans and PBMs will likely reduce the trans-
parency of freestanding PBMs’ financial results. Consider UnitedHealth Group, which had reve-
nues of $226.2 billion in 2018. For 2018, revenues at its OptumRx subsidiary were $69.5 billion.
Interpreting the OptumRx figure is challenging, because: (1) it includes a combination of pre-
scription revenues from its own mail/specialty pharmacies plus external retail network phar-
macies, (2) it is reported net of rebates, (3) it excludes the value of members’ out-of-pocket pay-
ments from revenues from retail network dispensed prescriptions, but includes the value of
these member payments from prescriptions dispensed by its in-house pharmacies, and (4) it in-
cludes revenues of $39.4 billion (57 percent) from services provided to other subsidiaries, e.g.,
UnitedHealthcare. Drug Channels Institute. The 2022 Economic Report on U.S. Pharmacies and
Pharmacy Benefit Managers.

United’s 10-K statement from 2021 includes a depiction of the conglomerate’s total revenues.
The data indicate huge growth between 2018 and 2021 in the revenues of OptumRx (from $69.5
billion to $91.3 billion) and Optum Health (from $24.1 billion to $54.0 billion); they appear to
be the growth drivers in UnitedHealth’s total revenues (from $226.2 billion to $287.6 billion).
United’s biggest revenue source (60 percent) is the company’s Medical and Retirement insurance
segment. OptumRx may become increasingly more or less dependent on enrollees outside the
parent company. It is difficult to determine the sources of United’s profits coming from internal
versus external sources given the conglomerate structure and the mix of customers.

69 Jeff Goldsmith, Lawton R. Burns, Aditi Sen, and Trevor Goldsmith. Integrated Delivery Net-
works: In Search of Benefits and Market Effects (Washington, DC: National Academy of Social
Insurance, 2015).

70David Dranove and Lawton R. Burns. Big Med: Megaproviders and the High Cost of
Healthcare in America (Chicago, IL: University of Chicago Press, 2021). Jeff Goldsmith, Lawton
R. Burns, Aditi Sen, and Trevor Goldsmith. Integrated Delivery Networks: In Search of Benefits
and Market Effects (Washington, DC: National Academy of Social Insurance, 2015). Lawton R.
Burns, David Asch, and Ralph Muller. “Vertical Integration of Physicians and Hospitals: Three
Decades of Futility?”, in Mark V. Pauly (ed.), Seemed Like a Good Idea: Alchemy versus
Evidence-Based Approaches to Healthcare Management Innovation (Cambridge, UK: Cambridge
University Press, 2022). Lawton R. Burns and Darrell P. Thorpe. “Why Provider-Sponsored
Health Plans Don’t Work.” Healthcare Financial Management: 2001 Resource Guide: 12-16.
2001.

71Lawton R. Burns and Darrell P. Thorpe. “Why Provider-Sponsored Health Plans Don’t
Work.” Healthcare Financial Management: 2001 Resource Guide: 12-16. 2001.
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How should one evaluate vertical integration between firms in adjacent stages in
the health-care value chain? According to strategy researchers, vertical integration
(insourcing) makes more sense than using the market (outsourcing) when the fol-
lowing general conditions hold:

e There are few firms in the adjacent stage.

e There is need to make transaction-specific investment in an upstream/
downstream firm.

The integration ensures access to needed inputs.

There is a need for coordination between the firms in the adjacent stages.

The adjacent stages are similar in their optimal scale.

The two stages are strategically similar.

There is high certainty in market demand.

There is low risk in the reliability of the trading partner.

There is low need to continually upgrade capabilities.

Moreover, the following specific conditions must also be met if the vertical integra-
tion is to confer competitive advantage over rivals:

e The integration achieves coordination and collaboration not open to other
firms.

e The inttggration improves the joint performance of value chain activities under

one roof.

The integration leverages resources and capabilities across the combined firm.

Ownership is needed to capture all of this value.

Culture clashes between the two firms can be avoided.

Executives can get the two firms to work together.

The bar is pretty high. Many firms may be challenged to clear it. It is unclear
whether executives consider the general market and specific firm conditions needed
to make vertical integration succeed. Vertical integration is a specific type of cor-
porate diversification. The evidence base for the performance of diversified firms is
not much better than that for vertically integrated firms. Related diversification out-
performs unrelated diversification; but, focus may outperform related diversification.
The key question is how big is the overlap between the value chains of the firms
that are integrating; the secondary question is whether the overlap occurs in the
most important stages of their value chains. This requires a comparison of the
health plan’s value chain and the PBM’s value chain.”2 Another key issue is that
such an analysis needs to be conducted for each pair of components in the vertical
chain. A final issue which most strategists fail to consider is this: given the popu-
larity of vertical integration and the large number of firms adopting this strategy,
just where is the competitive advantage?

CONCLUSION REGARDING VERTICAL INTEGRATION

In sum, vertical integration is not a guaranteed success. When pursued by hos-
pitals and physicians, there has been a lot of red ink and unwinding of the combina-
tions. This is all documented evidence. At the same time, hospitals have utilized
vertical integration with physicians to increase the prices they charge insurers in
local markets; this serves to increase their costs and total spending. This, too, is
well documented. Regulators need to closely monitor what effects the combinations
depicted in the Figure above exert on pricing and costs. At this point, we simply
do not know.

QUESTIONS SUBMITTED FOR THE RECORD TO LAWTON ROBERT BURNS, PH.D., MBA

QUESTIONS SUBMITTED BY HON. MIKE CRAPO
PBM-OWNED GROUP PURCHASING ORGANIZATIONS/REBATE AGGREGATORS

Question. Recent years have seen the emergence of a number of PBM-owned or
affiliated group purchasing organizations (GPOs), often known as rebate aggre-
gators, through which certain PBMs have reportedly outsourced some of their func-
tions, including with respect to manufacturer negotiations.

How do these organizations differ from traditional GPOs, what are their implica-
tions for the broader prescription drug supply chain (and for patients), and what ad-

72 Compare Figures 11.14 and 13.5 in The Healthcare Value Chain: Demystifying the Roles of
GPOs and PBMs.
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ditional information should policymakers seek to collect and/or monitor with respect
to these entities?

Answer. The major PBMs have indeed set up their own GPOs. The PBM-GPOs
act like the group purchasing organizations found in the institutional channel of the
supply chain. They aggregate the drug purchases for many health plans and their
PBMs, extracting greater savings from manufacturers and pharmacies based on a
larger-volume-for-lower-price discount. The larger PBM members in the PBM-GPO
get some additional price concessions due to the additional volume, while the small-
er PBM members in the PBM-GPO get more substantial price concessions by virtue
of pooling their drug buying with the larger PBMs. Because they are usually based
outside of the U.S., the PBM-GPOs only operate in the commercial business.

The PBMs that own and operate these rebate aggregators prefer to call them
“Contracting Entities” rather than GPOs. Nevertheless, their contracts are struc-
tured so as to allow these aggregators to leverage the already-existing GPO safe
harbor. This serves two functions, according to Eric Percher. First, it enables rebate
aggregator to charge GPO administrative fees of up to 300bp, thereby creating a po-
tential new or substitutive fee for PBM members (substitutive for admin fees with
the added bonus that profits may be transferred to lower-cost tax jurisdictions). Sec-
ond, it ensures that should legislative or administrative action undercut the phar-
maceutical rebate/discount safe harbor, the PBM owners will continue to have ac-
cess to a mechanism to collect and share administrative fees with PBM-GPO aggre-
gator members via the separate and distinct GPO safe harbor. What the Senate
might investigate is how large are the revenues shifted to lower cost tax jurisdic-
tions.

TRANSPARENCY

Question. As you noted during the March 30th hearing, transparency measures
can produce both benefits and risks, depending on their design and context.

In designing appropriate transparency provisions in the context of the prescrip-
tion drug supply chain, what steps could Congress take to improve stakeholder and
patient line-of-sight into practices and pricing dynamics while minimizing the risk
of unintended consequences?

Answer. It is not clear that patients want/meed a clear line of sight into PBM
practices. Research already shows that patients do not customarily use the price
and quality information on the providers they utilize, even when such data are
made transparent. It is also unclear that patients use such information in choosing
their health plans. Since patient understanding of PBMs is likely a quantum degree
lower than their understanding of their providers and their health plans, it is not
clear there is much to be gained here in terms of patient shopping behavior.

The major customers of the PBMs are (1) the health plans that PBMs serve and
(2) the employers whom the health plans serve. At this time, there is nothing to
prevent either PBM customer (health plan or employer) from demanding more
transparency and data visibility/reporting from their agent PBMs. It is not entirely
clear why the plans and employers have not demanded greater access to such infor-
mation. And this is after they spend a boatload of money on benefits consultants,
contract consultants, and attorneys. Are the health plans and employers really that
helpless? To be sure, the PBMs have gotten really big and may be good at moving
fees around; and the plans and employers may have trouble seeing their own data
as well as they would like. But should the Federal Government step in here? This
seems like an area of private-sector contracting, not public-sector regulation.

QUESTIONS SUBMITTED BY HON. JOHN CORNYN

Question. As part of your written testimony at the hearing, you note that PBMs
are the focus of many of the allegations in the industry—including, monopoly power,
anticompetitive behavior, and reduced access to medication, to name a few. You also
note how the business model of this industry has changed over time.

Do you think more transparency in the PBM system—such as how rebates are
used, what portion is passed onto the consumer, is an effective solution to under-
stand the industry better?

Answer. The issue of what to do with rebates entails some interesting tradeoffs.
At present, the rebates flow to the health plans and their ERISA plan sponsors, who
utilize them in ways to spread the benefits across all of their enrollees/employees.
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The rebates do not flow to those sicker members who are using the expensive drugs
that generate the high rebates that flow to the plans. This means that the sicker
enrollees/employees are subsidizing the healthier enrollees/employees; this is true
for both commercial and Part D enrollees. The conundrum is that the former group
vastly outweighs the latter group in sheer numbers—so more people actually ben-
efit. Some employers have taken steps to move toward “point-of-service” rebates in
order to help the latter, sicker enrollees. The problem is that this weakens the com-
petitive position of their employees and their health plans, since their premiums are
likely to rise.

In general, transparency has not worked in the U.S. health-care system to date.
A recent report issued by the Congressional Budget Office confirms this. So does a
boatload of academic research.

Question. Your written testimony indicates that many people are still focused on
the older practices of PBMs, such as manufacturer rebates, whereas PBMs are more
focused on specialty drugs now. Can you elaborate on this comment?

Does this mean that the solutions and actions Congress may be looked at should
be focused differently?

How do PBMs make a profit off specialty drugs, and does this fit into the overall
pharmaceutical supply chain?

Answer. A crucial, new part of PBM profits derives from the dispensing of spe-
cialty pharmaceuticals using their in-house pharmacies, as well as non-rebate fees
from pharmaceutical manufacturers for a range of services (listed below). Con-
versely, PBMs now derive a smaller portion of their profits from rebate contracting
with manufacturers and network management of retail pharmacies. Congressional
efforts to target manufacturer rebates is, thus, misplaced and out of date.

How has this come about? Specialty pharmaceuticals now drive the rising cost of
drugs: they have few (if any) competitors, very high launch prices, and very high
list prices. Without any effective competitors, the PBMs have very little bargaining
power.

Congress should be looking at the launch/list prices of new specialty drugs, includ-
ing orphan drugs. That is where the money is being spent. That is where consumers
face high out-of-pocket costs at the pharmacy (regardless of whether that pharmacy
is owned by a PBM or some other party). There is a lot of competition in the spe-
cialty pharmacy space, but not much in specialty pharmaceutical manufacturing.
Academic Medical Centers who administer these expensive drugs are starting their
own specialty pharmacies.

Everyone makes money from the dispensing of specialty drugs. The PBMs and
others who operate specialty pharmacies are taking business away from retail phar-
macies. That is one reason the latter complain so much about the PBMs: they are
losing market share in the growing market of dispensing these expensive drugs. Ac-
cording to Adam Fein of Drug Channels, the gross margin of a specialty pharmacy
consists of a dispensing spread (reimbursement — acquisition cost) + fees from man-
ufacturers for a range of services provided. (However, there can also be many hid-
den sources of profits such as 340B, copay maximizers, and off-invoice discounts).
These services can encompass disease management, outcomes research, compliance
and adherence services, side-effect management services, and managing patient
service hub programs.

Health plans develop small, preferred networks of specialty pharmacies, partly be-
cause they help to increase patient adherence to their medications, but also because
they obtain lower prices in a volume-for-price tradeoff. Specialty drugs can account
for at least 50 percent of a health plan’s net pharmacy benefit spending. That rep-
resents an enormous rise from just 23 percent in 2013. Likewise, drug manufactur-
ers may limit the network of pharmacies that dispense their specialty drugs. We do
not know much about this side of the PBM’s business. Most companies do not report
prescription revenues from specialty drugs.

QUESTION SUBMITTED BY HON. T1iM ScOTT

Question. I have seen a lot of information regarding the gross-to-net bubble, the
difference between a drug’s list price and net price, which can be quite sizeable
when there are rebates paid by the manufacturer. Reporting from many sources, in-
cluding KPMG, Drug Channels, and others, share that discounts from manufactur-
ers are often higher than 50 percent in Part D. Yet, patients who purchase those



66

medicines do not share in those rebates. The PBM business model today has evolved
to a point where they are now often owned by or own an insurer, a large pharmacy
chain, or both.

How do you think PBMs and related industry vertical integration and consolida-
tion impacts the prices that patients pay directly and how might that impact the
incentive to lower costs at the pharmacy counter?

Answer. The prices that patients pay at the pharmacy counter are driven largely
by what their health plans have (or have not) negotiated with the manufacturers.
In the commercial space, a lot of patients pay high out-of-pocket costs because they
have high-deductible health plans (HDHPs) and they are still in the deductible
phase of their coverage that year. That means they are on the hook for all of a
drug’s cost, and that cost (unfortunately) happens to be the manufacturer’s list
price. This is driven by the employer; the PBM has nothing to do with it.

On the Medicare Part D side, the health plans may not be aggressively negoti-
ating prices for really expensive specialty drugs for the following reason. Part D
beneficiaries pay the higher prices, they quickly move through the various coverage
phases in Part D, and then reach the catastrophic coverage phase where the Federal
Government covers 80 percent of the cost of the drug, while the health plan’s share
drops. This seems like a cost-shifting game, which Medicare Part D planners inad-
vertently allowed back in 2006.

Medicaid beneficiaries do not pay much out of pocket for drugs. They are, there-
fore, not as disadvantaged as the other two sets of beneficiaries above.

PREPARED STATEMENT OF HON. MIKE CRAPO,
A U.S. SENATOR FrROM IDAHO

I have long championed efforts to improve prescription drug access and afford-
ability for Americans, and I welcome the opportunity to engage in this vitally impor-
tant bipartisan hearing.

Whether at the pharmacy counter, the doctor’s office, or the hospital, some of the
most lifesaving medications remain out of reach for far too many working families
and seniors, especially in the face of persistent inflation. Congress took a critical
step toward addressing these challenges nearly 20 years ago, when we voted to
enact Medicare’s prescription drug benefit, or Part D, leveraging market-based com-
petition to create and protect high-quality coverage options for seniors.

In many ways, Medicare Part D reflects an unprecedented success story, coming
in massively under budget, with low and stable monthly premiums—and with a ge-
neric drug dispensing rate of roughly 90 percent. Part D’s resilient, market-oriented
structure continues to ensure low-cost drug access for most seniors, even as many
other medical costs have continued to skyrocket. Stakeholders across the supply
chain deserve credit for these figures and trends.

That said, much has changed in the past 2 decades, and we have an obligation
both to build on the aspects of Part D that work well and to address access and
affordability gaps where we find them. In weighing and developing policy solutions,
my priority is always the patient. We need to identify avenues for lowering out-of-
pocket costs, increasing competition, and promoting access to lifesaving innovation—
and we need to do so in a fiscally responsible manner.

Given the tremendous common ground and shared goals around this issue, I am
confident we can fulfill these objectives and deliver real results for seniors. A few
major points regularly raised by Idahoans—transparency, incentives, and out-of-
pocket costs—are of key importance as we hear today’s testimony.

As anyone who has looked at a flow chart or diagram of the drug supply chain
can attest, the only clear thing about it is how unclear and opaque it really is. We
need an all-of-the-above approach to transparency that empowers consumers, plans,
providers, and pharmacies to make informed, cost-effective, and clinically appro-
priate decisions—as well as to practice meaningful oversight. Policymakers also
need more line of sight into the black box of drug pricing relationships and trans-
actions, especially as we look to pursue productive reforms in the future.

We also need to assess the various incentives that operate within the medication
supply chain. Ideally, we should have frameworks, both within Part D and in other
markets, that encourage low prices through meaningful competition. Unfortunately,
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in too many cases, certain dynamics seem to drive list prices up, even as net prices,
reflective of rebates and discounts, decline.

The gap between list and net price has grown dramatically in recent years, keep-
ing premiums stable but exposing some consumers to astronomical out-of-pocket
costs at the pharmacy counter, particularly for uninsured patients or families rely-
ing on high-deductible health plans.

Misaligned incentives have also constrained biosimilar uptake in Part D, driving
manufacturers to launch products at multiple different price points, with PBMs
sometimes preferencing the option with the higher sticker price. The incentive struc-
tures at play here clearly warrant a hard look.

Americans face an out-of-pocket cost of less than $20 for 92 percent of prescrip-
tions filled. For the remainder, however, costs can run much higher, particularly for
seniors enrolled in Part D. I look forward to discussing targeted solutions to bridge
this gap without fueling premium hikes for older Americans.

With these priorities in mind, thank you to our witnesses for being here today.
I look forward to your testimonies.

Thank you, Mr. Chairman.

PREPARED STATEMENT OF ROBIN FELDMAN, ARTHUR J. GOLDBERG DISTINGUISHED
PROFESSOR OF LAW, ALBERT ABRAMSON ’54 DISTINGUISHED PROFESSOR OF LAW
CHAIR, AND DIRECTOR OF THE CENTER FOR INNOVATION, UNIVERSITY OF CALI-
FORNIA LAW

Thank you, Mr. Chairman and esteemed members of the committee. I am honored
to be here today to address an issue that is burdening patients, taxpayers, and those
trying to help them.

The supply chain for medicine is riddled with perverse incentives, and marked by
sky-rocketing prices. we see persistently rising prices on the medications people de-
pend on, day after day, to treat widespread problems such as diabetes, high blood
pressure, high cholesterol, and opioid addiction.! Key aspects of the problem can be
traced to the industry that lies at the center of drug pricing—pharmacy benefit
managers, or PBMs.2

Historically, PBMs operated as claims processors, just handling the paperwork.3
But 15 years ago, when Medicare coverage expanded to include prescription drugs,
PBMs offered to help health plans negotiate with drug companies for better prices.

But instead of prices coming down, prices of many drugs dramatically increased.
For example, the prices of 65 common medicines have almost tripled, just during

1See Centers for Medicare and Medicaid Services, Drug Spending Information Products Fact
Sheet (2018), https:/ /www.cms.gov [ newsroom /fact-sheets [ drug-spending-information-products-
fact-sheet (listing the 10 drugs with highest annual price increases from 2012 to 2016 covered
by Medicare); California Office of Statewide Health Planning and Development, Prescription
Drug Wholesale Acquisition Cost (WAC) Increases (2019) (detailing wholesale price increases of
more than 16 percent for hundreds of drugs between 2017 and Q2 of 2019); Feldman, Devil,
supra note 1, at 2.

2For additional information on pharmacy benefit managers, see Robin Feldman, “Drugs,
Money, and Secret Handshakes: The Unstoppable Growth of Prescription Drug Prices” (2019)
(discussing the role of PBMs in the pharmaceutical market); Robin Feldman, “Perverse Incen-
tives: Why Everyone Prefers High Drug Prices—Except for Those Who Pay the Bills,” 57 Harv.
oJ. on Leg. 303 (2020) (describing the incentive structures that lead PBMs to contribute to rising
drug prices); Robin Feldman, “The Devil in the Tiers,” 8 J.L. and Biosci. 1 (2021) (analyzing
the role PBMs play in distorting the organization of drug formularies); Robin Feldman, “Why
prescription drug prices have skyrocketed,” Washington Post (November 26, 2018), hitps://
www.washingtonpost.com [ outlook /2018 /11 /26 | why-prescription-drug-prices-have-skyrocketed |
(discussing the role PBMs play in the pharmaceutical market). For a discussion of potential so-
lutions, see Feldman, Devil, at 31-41 (suggesting that drugs should be located on formulary
tiers based on list, rather than net, price to remove the incentive for anticompetitive formulary
manipulation); Feldman, Secret Handshakes, at 95-102 (describing the significance of trans-
parency and potential State and Federal level responses).

3 Feldman, Washington Post, supra note 1.
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those 15 years.® There are many contributing factors, but PBMs have been in the
middle of it.

So how did this happen? How did PBMs—which were supposed to help negotiate
lower prices—end up helping to inflate drug prices instead? Rather than act as hon-
est brokers for the health plans, PBMs have acted in their own self-interest. And
as it turns out, their own interests are not aligned with low prices.

Quite simply, higher prices put more dollars into a PBM’s pockets. When the
starting price of a drug rises, and the PBM negotiates a rebate, the PBM appears
successful. It’s like a store that raises the price of a coat before putting it on sale.
The markdown looks like a great bargain; but it’s not. In addition, the PBM often
keeps a percentage of the rebate, so it gets to pocket more.

All of this might not be so bad if no one actually paid that high list price. But
people do. Many consumers have what are called high-deductible plans, in which
they pay that high list price out of their pockets until they reach a certain thresh-
old;> other plans require that patients pay a percentage of the high list price for
what is known as co-insurance.® And many Americans don’t have coverage for pre-
scription drugs, even if they have health insurance.

I mentioned raising the price of a coat before you put it on sale. It gets worse.
Imagine if the price jump is higher than the sale discount. That’s what’s happening
with medicine. Medicine prices are rising faster than rebates. Between 2010 and
2017 in Medicare, prices for particular drugs after rebate still rose 313 percent on
average.” We are buying the same coat, but it is costing us more and more. And
a significant portion of that price increase is going to PBMs.

A PBM may be brokering deals for a health plan, but it is a strange relationship.
PBMs refuse to tell the health plans—their own clients—the details of the deals
they are making. Neither health plans, nor the government, nor the market has any
disclosure.® Given their monopoly over pricing information, and the fact that just
three PBMs control most of the market, PBMs are setting the terms of almost
every arrangement. It is not a free or fair market.

And despite the fact that PBMs should be serving as honest brokers for the health
plans, PBMs also ask drug companies for side payments—again, payments that rise
when the price of the drug rises. And they vigorously deny having a fiduciary or
any other type of duty to act in the best interests of the health plan and its patients.

So, what so PBMs do to protect their income stream of rebates and side pay-
ments? PBMs stand at the center. As well as negotiating prices, PBMs help decide
if patients will be reimbursed and how much they will be reimbursed. So, when
dealing with drug companies, PBMs can offer to exclude a drug company’s compet-
itor or make it harder for patients to get the competitor’s medicine.10 As a result,

4 Stephen W. Schondelmeyer and Leigh Purvis, AARP Public Policy Institute, “Trends in retail
prices of brand name prescription drugs widely used by older Americans, 2006 to 2020,” 1-2
(2021).

5For an example of a plan requiring that the patient pay 100 percent of the costs of drugs
up to a certain limit, see the Anthem insurance plan described at First Am. Consolidated Class
Action Compl., at para. 13, In re Express Scripts/Anthem ERISA Litigation, 2018 U.S. Dist.
LEXIS 3081 (S.D.N.Y. 2016) (No. 16-3399).

6See Medicare Payment Advisory Commission, Report to the Congress: Medicare Payment
Policy, 408-09 (2017).

7Feldman, Devil, supra note 1, at 19, 21-22.

8 PBMs refuse to disclose net prices, the precise size of rebates, or the details of the rebate
terms, asserting that the information is a trade secret. Even auditors and regulators are not
given full access. For an explanation of why prices and price terms negotiated between PBMs
and drug companies do not constitute trade secrets, see Robin Feldman and Charles Tait
Graves, “Naked Price and Pharmaceutical Trade Secret Overreach,” 22 Yale J.L. and Tech 61
(2020).

9 Neeraj Sood, Dana P. Goldman, and Karen Van Nuys, “Follow the money to understand how
drug profits flow,” STAT (December 15, 2017), https:/ | www.statnews.com /2017 /12 /15 / prescrip-
tion-drug-profits-pbm/ (“The top three pharmacy benefit managers, which negotiate drug prices
on behalf of insurers and self-insured employers, dominate 85 percent of their market.”). See
also Neeraj Sood, Transcript of Understanding Competition in Prescription Drug Markets: Entry
and Supply Chain, Dynamics Workshop (November 8, 2017), https:/ [www.ftc.gov [ system [ files |
documents | videos [ understanding-competition-prescription-drug-markets-panel-2 / ftc_understand
ing competition_in_prescription_drug_markets -_transcript_segment_3.pdf.

10See generally Robin Feldman, “Drugs, Money, and Secret Handshakes: The Unstoppable
Growth of Prescription Drug Prices” (2019). For press reports and case allegations describing
formulary exclusion as a result of rebate deals, see, e.g., Charles Ornstein and Katie Thomas,
“Take the Generic, Patients Are Told. Until They Are Not,” New York Times (August 6, 2017)
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less-expensive medicines are disadvantaged, and patients are channeled into higher-
priced drugs.

Although the pharmaceutical supply chain is complex, the overview of these as-
pects of the problem can be summarized fairly simply: PBMs are able to exploit
their role at the center to extract dollars and channel the system towards higher-
priced drugs. Patients and taxpayers must pick up the bill.

QUESTIONS SUBMITTED FOR THE RECORD TO ROBIN FELDMAN

QUESTIONS SUBMITTED BY HON. RON WYDEN

Question. What specific data and information should PBMs share with their
health plan clients in order to mitigate possible conflicts of interest?

Answer. For transparency aimed at reducing conflicts of interest, PBMs should re-
veal to their health plan clients the terms of any payment agreements with drug
companies, along with the payment flows resulting from those agreements. This can
help make the markets more fair, efficient, and transparent.

For the basic drug supply agreements, transparency should include the terms of
the agreements along with both the gross and net prices that result. These should
be described at the level of the individual drug and dose, rather than in the aggre-
gate. The information should include whether the payment terms are based on con-
ditions such as filling a quantity of drugs or limiting competing drugs.

Transparency also should include terms and payment flows related to any agree-
ments PBMs have with drug companies, whether those are administrative fees, data
management fees, or other payments. This follows the notion that if I'm negotiating
on behalf of the health plan and its patients, I shouldn’t be receiving payments from
the other side. At the very least, the health plan should know what those payments
are.

Question. Please describe price protection clauses. What incentives do these
clauses create for PBMs and manufacturers?

Answer. I am aware of two types of price protection clauses. First, there is a re-
cent innovation in PBM contracting with health plans that side-steps the issue of
rebates paid by drug companies to PBMs and what the PBMs are doing with the
rebate moneys. Known as “price protection,” this approach completely obscures pay-
ments from drug companies to the PBM. If a large plan with some level of market
clout asks for access to contract terms and claims information, a PBM can offer, as
an alternative, that the overall prices won’t rise more than a certain amount. The
PBM is essentially saying to the health plan, “Why engage in examining all that
grubby detail when what you care about is the bottom line?” Unfortunately, these
price protection agreements simply obscure the agreements that block cheaper en-
trants from gaining a foothold in the market, entrants that could ultimately bring
prices down.

Second, some rebate agreements between drug companies and PBMs include a
clause ensuring a form of price protection or most-favored-nation status for the drug
company. These clauses ensure that patients won’t be given better access to the
drug company’s competitors in any way, presumably even if the competitor offers
a lower price. These clauses encourage PBMs and manufacturers to maintain higher
prices, at the expense of patients and payers.

(describing health plans forcing patients to pay more for the generic version of a drug or declin-
ing to reimburse for the generic at all, Attps:/ /www.nytimes.com /2017 /08 /06 | health | prescrip-
tion-drugs-brand-name-generic.html?mirref=undefined [https:/ |perma.cc/ U4JU-4P3X]; see also
Complaint, Regeneron Pharmaceuticals Inc. v. Amgen Inc., No. 1:22—cv-00697 (D.Del 2022) (al-
leging bundled rebates for cholesterol medication induced health plans to exclude competitor
medication from formularies in order to obtain rebates) case number 1:22—cv—00697, in the U.S.
District Court for the District of Delaware Complaint, Shire U.S., Inc. v. Allergan, Inc., No. 17—
7716 (D.N.J. 2017) (alleging bundled rebates for the eye medication Restasis deterred health
plan formularies from including competitors); Complaint, Pfizer, Inc. v. Johnson & Johnson and
Janssen Biotech, Inc., 2018 U.S. Dist. LEXIS 31690 (E.D. Pa. 2018) (No. 17—4180) (bundled re-
bates for the rheumatoid arthritis drug Remicade resulted in hospitals and health plan
formularies essentially excluding the lower-priced biosimilar).
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QUESTIONS SUBMITTED BY HON. THOMAS R. CARPER

Question. Last year, Congress passed and President Biden signed into law the In-
flation Reduction Act—which capped insulin prices for Medicare beneficiaries at $35
per month. Thanks to President Biden’s leadership, drug manufacturers like Eli
Lilly have followed suit and have voluntarily capped the price of insulin at $35 per
month in the commercial market as well.

What are your thoughts on expanding the insulin price cap to other classes of
drugs—for example, drugs that are older, highly rebated, and/or treat chronic condi-
tions? What are the key things that Congress should think about when considering
this type of policy? What are the trade-offs and how can we prevent costs from bal-
looning in other parts of our health-care system when designing such a policy?

Answer. Any relief to struggling patients is welcome relief. But copay caps alone
have a hidden trade-off. Patients have no reason to choose a cost-effective drug over
the expensive brand-name drug. Thus, it buys customer loyalty by shielding them
from out-of-pocket costs. The plan, however, pays the lion’s share of the price. If pa-
tients stay with the pricier product when less-expensive alternatives enter the mar-
ket, that increases costs to the plan as a whole, which could flow through to higher
premiums for all patients.

Question. Thanks to the testimony of our witnesses and questions from my col-
leagues, we heard a good amount of discussion about the perverse incentives that
exist in the market due to how PBMs make their money. To summarize, a signifi-
cant source of revenue for PBMs are rebates and administrative fees that are often
based on a drug’s list price. This creates bizarre and perverse incentives that have
been found to lead to increased drug list prices and higher-priced drugs on for-
mulary lists so that PBMs can bring in more revenue. That’s bad for patients and
its bad for taxpayers. Dr. Gibbs in his testimony talked about the transparent, flat-
fee pricing model that Capital Rx has put in place.

What can we as policymakers learn from Capital Rx’s pricing model and what pro-
posals would you recommend we pursue to align pricing incentives in the various
parts of the drug supply chain?

Answer. I am not familiar with Capital Rx, so I cannot comment on its model.
Certainly, a transparent model that eliminates the perverse incentives would be a
great improvement. Of course, as I noted in response to a question for the record
from Chairman Wyden, a PBM pricing model based on a simple fee would not, in
itself, eliminate the perverse incentives. Some of the price-protection agreements in
place—in which PBMs guarantee that the overall price for a health plan will not
rise more than a certain amount—may obscure agreements between the PBM and
drug companies that block cheaper entrants from gaining a foothold in the market
and ultimately bringing prices down. In that case, the price-protection approach
simply encourages the plan not to ask too many questions, but leaves many of the
problematic elements in place.

QUESTIONS SUBMITTED BY HON. ELIZABETH WARREN

Question. There is evidence that manufacturers may engage in rebate-based nego-
tiating strategies with PBMs to block competitors and secure preferential formulary
placement. These strategies may be used in tandem and jointly result in distorted
formulary designs that may favor higher-cost and less effective products.

Please describe bundled rebates and rebate traps.

Answer. The PBM industry has evolved in a manner that puts upward pressure
on prices. The name of the game is volume. The more volume a drug company has
with a particular PBM, and the greater the drug company’s market share, the better
the potential deal that the drug company can offer as an inducement to disfavor
rival drugs.

In simplified form, imagine a major drug company that sells 1 million doses of
a medication to a plan’s patients.! The company tells the PBM, “we will give you
a rebate of $1 per dose if you agree to disfavor our new competitor.” That deal is
worth a million dollars in rebates. A new entrant, selling a small number of doses,

1For an expanded version of this hypothetical using beer bottles as an analogy and citations
to allegations in various drug industry cases, see Robin Feldman, “Drugs, Money and Secret
Handshakes,” 21-31 (Cambridge 2019).



71

could never offer enough off the price of the drug to compensate for the million-
dollar rebate offered by the major player. When a drug company has a portfolio of
drugs to bundle together in a rebate offer, the opportunities for drug companies in-
crease.

Bundled rebates take different forms. A drug company could offer the PBM an es-
pecially high rebate if the PBM’s client accumulates a certain volume of multiple
different drugs the company makes. In that case, a competitor that sells only one
drug could never offer a comparable volume and thus could never offer a similarly
high rebate. Or if a drug company is selling two drugs—one that is well-protected
by patents against competition and one that is vulnerable to competition—the drug
company could offer a break on the price of the well-protected drug (because the
company doesn’t fear competition) in exchange for a preferred formulary placement
for the drug facing competition.

Real world examples abound. A suit against Allergan alleged that the company
used bundled rebates to preserve its market share for the dry-eye medication Re-
stasis. According to a Medicare plan administrator quoted in the complaint, given
the company’s scheme, a competitor could give the new drug away for free, and the
numbers still wouldn’t work—meaning that the new drug still wouldn’t get reason-
able formulary access and consumers still wouldn’t end up switching to the new
kcirug. 2That is a striking comment, and it captures the raw power of bundled re-

ates.

Question. How might these practices influence formularies?

Answer. With volume and bundled rebates, more expensive drugs receive pre-
ferred positions on formularies. And research suggests that generic drugs are in-
creasingly losing out on formulary placement. Between 2010 and 2017, the percent-
age of generics on the most-preferred tier dropped from 73 percent to 28 percent.3

Question. What effect might they have on patient drug costs?

Answer. When patients are channeled into higher-priced drugs, their costs rise.
For example, any co-insurance payments that are based on a percentage of the
drug’s costs will be higher.

Considering only costs paid by patients and the Federal low-income subsidy pro-
gram, improper tiering conservatively resulted in $4.17 billion in wasted cost in
2017 alone.4

Question. What effect might they have on overall drug spending?

Answer. These perverse incentives have caused dramatic increases in spending on
medicine throughout the health-care system. As one doctor pointed out, it is “Alice-
in-Wonderland-time in the drug world.”> And it’s our money going down the rabbit
hole.

PREPARED STATEMENT OF MATTHEW GIBBS, PHARM.D., PRESIDENT, CAPITAL RX INC.

My name is Matthew Aaron Gibbs, and I am a doctor of pharmacy, also known
as a Pharm.D. I have been in the pharmacy benefit management (“PBM”) and man-
aged care industry for over 20 years serving in various roles, including managing
clinical strategy, sales leadership, negotiating contracts with pharmaceutical manu-
facturers, mail service and specialty home delivery operations, and most recently
serving as a member of the executive team at Capital Rx, where I am the current
president of the company. I have been at Capital Rx for nearly 3 years, and before
joining Capital Rx, I served as president of another mid-market PBM for 4 years.

2Compl., at 67, Shire U.S. Inc. v. Allergan, Inc., No. 17-7716 (D.N.J. 2017) (stating that
Allergan’s product portfolio, which includes several popular glaucoma drugs, provides the com-
pany with the “financial wherewithal to give . . . rebates that far exceed anything that Shire
could offer on [its own drug] Xiidra”); ¢f. Shire U.S. Inc. v. Allergan, Inc., 375 F. Supp. 3d 538
(D.N.J. 2019) (granting motion to dismiss complaint because alleged relevant product market
was defined so narrowly as to exclude entities that could have purchased Shire’s drug, and be-
cause Shire did not allege that it couldn’t itself offer bundled rebates or that bundled drugs gen-
erating Allergan’s bundled rebate included any drug over which Allergan had monopoly power).

3 See Robin Feldman, “The Devil in the Tiers,” Oxford J.L. and Biosci. 1 (2021).

4See Robin Feldman, “The Devil in the Tiers,” Oxford J.L. and Biosci. 1 (2021).

5Charles Ornstein and Katie Thomas, “Take the Generic, Patients Are Told. Until They Are
Not,” New York Times (August 6, 2017), hitps://www.nytimes.com/2017/08/06 /health /pre-
scription-drugs-brand-name-generic.html.
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I have also managed two of the Nation’s largest pharmacy consulting groups advis-
ing Fortune 100 companies on their procurement strategies for selecting PBM part-
ners. Additionally, I have pharmacy expertise in all the relevant lines of business:
Medicare, Medicaid, commercial insured plans, ACA/exchange, and self-funded em-
ployers of all types.

I am honored and humbled to address this committee regarding growing concerns
around prescription drug pricing in the United States.

We must first take a step back to truly understand the problem and think
through solutions. Since PBMs emerged in the 1990s they have played a critical role
in the pharmacy and overall health care supply chain. PBMs were at the forefront
of technology, connecting all pharmacies in the U.S. via a single and uniform com-
munication logic known as The National Council for Prescription Drug Programs
(NCPDP). This logic allows pharmacies, regardless of owner or chain name, to com-
municate safety edits, drug-to-drug interactions, disease-to-drug interactions, and
patient payment information related to out-of-pocket costs. This happens within mil-
liseconds and is arguably the most efficient transaction in all of health care.
Through the early 2000s PBMs gained in market share, but the business model was
still simpler than today-they generally collected a fair and equitable per-claim trans-
action fee that was disclosed and understood by the payer. As PBMs grew in scale
and brand drug inflation increased, they began to negotiate directly with pharma-
ceutical manufacturers on rebates for preferred placement on the PBMs’ formu-
laries. While this approach likely saved payers significant dollars initially, the dol-
lars related to rebates became the lifeblood of every PBM. Additionally, PBMs cre-
ated different definitions around what is considered a “rebate.” There were new
terms such as administrative fees, market basket fees, data aggregation fees, etc.
With this development came a web of complex layers of rebate payment terms and
definitions, which created an opaque matrix of financial terms that became impos-
sible for any employer or government entity to truly understand or track.

These rebate payments, or as I like to say, “pharmaceutical revenue,” were not
enough for the PBMs in terms of what they needed to optimize revenue. The market
shifted in an interesting and arguably suspicious direction by choosing consolidation
over innovation. It is no secret to anyone on the committee that (1) around 70 per-
cent to 80 percent of the PBM market share is controlled by three major organiza-
tions; (2) each of these has either been purchased by an insurance carrier or has
purchased an insurance carrier themselves; and (3) the major PBMs also own dis-
pensing assets for mail service and Specialty home delivery, and in certain cir-
cumstances a retail pharmacy chain. This “all-in-one” option has narrowed the mar-
ketplace and forced even more consolidation and fewer options for payers. I'll stop
there and leave the issue in the capable hands of the Federal Trade Commission,
which is presently reviewing these concerns.

Last and certainly not least is the fact that nearly all payers utilize what I can
only characterize as a “less than ideal” pricing benchmark as the standard for all
drug pricing in the United States. This pricing benchmark, known as Average
Wholesale Price (AWP), was the primary source of a class action lawsuit that re-
quired one of the major publishers of AWP to stop production of the benchmark no
later than September 2011. AWP is not related to the retail acquisition cost of a
pharmaceutical product. There was hope in the market at the time that a new in-
dustry benchmark would emerge. Unfortunately, most PBMs migrated to another
publishing index available on the market, and AWP survived.

However, in response to many State Medicaid plans, the Centers for Medicare and
Medicaid Services (CMS) did something great and started the process of creating
and establishing the National Average Drug Acquisition Cost (NADAC) index. This
new benchmark was initially published in draft form in 2012. It is based on vol-
untary survey data from retail pharmacies that report their invoiced acquisition
costs at the drug level to CMS. This is performed as frequently as weekly and is
available on a free public website. It should be noted that AWP data, by comparison,
is a subscription-based service, and anyone wishing to review and audit AWP may
have to purchase a license to examine their own drug cost benchmark data.

Founded in 2017, Capital Rx set out to change the way drugs are priced and pa-
tients are cared for to create enduring social change. We are over 1 million members
strong across payers, including employers, union trusts, municipalities, school dis-
tricts, commercial health plans, Medicare, and managed Medicaid clients. As a
proud member of our executive team, I can confidently say Capital Rx has both fi-
nancially and clinically aligned interests with its clients. In fact, Capital Rx is the
only full-service PBM serving all lines of business and one of the relatively few
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health-care companies that have earned B Corp™ certification, to my knowledge.
This is the ultimate testament to aligning the company’s interests with the patient
and committing to “being a force for good” for society.

Our pricing model abandons the traditional AWP model and utilizes NADAC as
the primary pricing benchmark. We have a Single-Ledger model that aligns our
“books”—the drug manufacturer and pharmacy side of the house always aligns with
the accounting on the client side of the house. We do not retain rebates or “spread”
from any pharmacy or manufacturer contract. We are paid a fair administrative fee
which is disclosed in our client contracts and appears as a line item on every client
invoice. In full transparency, we also receive disclosed fees for additional clinical
services that we may provide to a client as well, but the point is that there’s no
gray area. Everyone can (1) see the price of the drug; and (2) clients don’t have to
question if all “other” revenue is passed through to them or they paid a fair price.

The best way to describe what we do is to give a real-life example to which every-
one can relate. If you have a headache and go to a pharmacy to pick up an over-
the-counter option to get some relief, you'll see quickly that your options—Tylenol,
Adpvil, Aleve, the generic options—have a price on the shelf, and you know what you
are going to pay when you go to the register. However, if you walk to the back of
the store to pick up a prescription, you’re spinning a roulette wheel and hoping for
the best based on what you know about your benefits; or, if you're uninsured or
underinsured, what you’ve read about the price online. You cannot see or know
what you will have to pay for that medication. That’s because of AWP and the afore-
mentioned contract complexity. It doesn’t have to be like that. Today’s pricing
framework does not empower the pharmacist to explain why a drug costs one
amount one month and then costs something different the next month. We have all
been conditioned that “this is how it is and has to be.” It’s simply not true.

In my opinion, the traditional PBMs have trained everyone to believe that drug
pricing is unstable, but they are utilizing complex algorithms to minimize their con-
tractual reimbursements to pharmacies while at the same time not sharing the
“savings” from this reimbursement reduction with the patient or the payer. This
spread pricing game must stop. And while Medicare specifically prohibits this prac-
tice, most commercial and some managed Medicaid contracts still allow it to con-
tinue. One solution is to use NADAC as a publicly available benchmark price as the
source of truth for drug costs. Is it perfect? No. Is it fundamentally better than the
AWP industry standard? Absolutely. Are there ways to make it even better? Again,
absolutely.

My simple message is this: every drug should have a price that is available for
all to see and creates equity, thereby improving access for all Americans. It should
be reported by all pharmacies, including retail, mail, and specialty home delivery,
so patients and payers have day-to-day transparency on drug costs.

T'll leave you with a final message. I have worked my entire career to drive trans-
parency into the pharmacy supply chain. We are at a pivotal moment in history
where we can finally change what is broken and bring rational drug-level pricing
to the American people. The fix is simple because the mechanisms are in place to
3110W both sides of the transaction—anywhere in the U.S.—to see the price of a

rug.

Thank you, Chairman Wyden, Ranking Member Crapo, and this committee, for
your time on this crucial issue.

QUESTIONS SUBMITTED FOR THE RECORD TO MATTHEW GIBBS, PHARM.D.

QUESTIONS SUBMITTED BY HON. RON WYDEN

Question. What specific data and information should PBMs share with their
health plan clients in order to mitigate possible conflicts of interest?

Answer. Capital Rx believes that the Consolidated Appropriations Act (CAA)
made great strides in increasing transparency in the PBM market by mandating
certain information be shared with plan sponsors and ultimately the Centers for
Medicare and Medicaid Services (CMS) and Department of Labor (DOL) as well. In
so doing, prescription drug data collection (RxDC) allows CMS and other regulatory
agencies to identify potential sources of administrative inefficiencies. As such, CAA
promotes mitigating potential conflicts of interest in the market. Further, Capital
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Rx anticipates that CAA will allow plan sponsors to begin making better-informed,
and more cost-effective purchasing decisions.

Our organization posits expanding RxDC reporting elements will further drive
market alignment. We believe that true transparency in the form of mandated dis-
closure of the following data elements will allow lawmakers and regulators to mean-
ingfully analyze the state of the current PBM market:

o PBM profit per prescription dispensed by PBM-owned assets at mail order,
specialty home delivery, and retail chain pharmacies.

o PBM retained rebates and other revenue received from manufacturers either
directly, or through affiliated Group Purchasing Organizations (GPOs), and
rebate aggregation partners.

e Revenue retained by brokerage firms as part of the procurement process for
plan sponsors. Currently, part of section 202 of CAA however, we recommend
that section 202 be expanded to include PBMs.

As an extension of the above point, we believe that better plan oversight is para-
mount in mitigating conflicts of interest. We also encourage the adoption of more
robust health plan procurement standards to ensure financial alignment and miti-
gate conflicts of interest.

Question. Please detail the strengths and weaknesses of the National Average
Drug Acquisition Cost (NADAC) benchmark. How could NADAC be enhanced?

Answer. Below please find an assessment of the strengths and weaknesses of
NADAC, as experienced through Capital Rx’s use of NADAC for our full book of
business. Most proposed enhancements, also noted below, focus on increasing par-
ticipation in the CMS survey model.

STRENGTHS OF NADAC

Capital Rx’s position is to remain conflict-free in setting pricing benchmarks to
protect our model’s integrity and provide a fully aligned arrangement to plan spon-
sors. First published in draft form in 2012, NADAC has proven to be an effective
pricing benchmark for fee-for-service Medicaid plans. Moreover, NADAC is the clos-
est national drug pricing benchmark that calculates the true average acquisition
cost for retail pharmacies to purchase a medication. Provided at the NDC-11 level,
all drugs reported to CMS under NADAC have an established retail price. Capital
Rx chose NADAC because it is the market’s least conflicted option available today.

In contrast, Average Wholesale Price (AWP) is derived from a calculation of
Wholesale Acquisition Cost (WAC) and is not generally related to the actual “cost”
of a medication across the supply chain. According to a study Capital Rx developed
in partnership with 3 Axis Advisors in 2020, NADAC prices for generic drugs de-
flated by 44 percent, while the AWP price index inflated by 1 percent. This study
analyzed price fluctuations from 2015 to 2020 for the top 1,200 generic drugs in our
2019 book of business.

By using NADAC, Capital Rx’s Single-Ledger model:

¢ Eliminates easily manipulated annual guarantees based on average AWP dis-
counts and Maximum Allowable Cost (MAC) lists.

o Establishes a single, accurate price for nearly all NDCs, pegged to acquisition

costs.

Eliminates price variability across employer contracts.

Eliminates price volatility for patients at the point of sale.

Provides fair reimbursement to pharmacies.

Empowers patients to understand drug prices and make informed health-care

decisions.

e Allows Capital Rx to focus on improving plan performance and patient out-
comes.

WEAKNESSES OF NADAC

NADAC is published through a CMS-administered survey, and acquisition cost is
voluntarily self-reported by some pharmacies. Independent pharmacies and smaller
chains most often respond to NADAC surveys. As such, larger pharmacies and
chains typically prefer not to share certain information and rarely, if ever, fill out
NADAC surveys.

Furthermore, NADAC represents an estimated “blended average” of actual drug
costs, not a precise measure at the chain level. As such, a handful of drugs do not
have an assigned NADAC price (usually <1 percent of a typical client’s utilization).
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In such cases, PBMs like Capital Rx, who primarily use NADAC, must rely upon
AWP for the subset of drugs without a NADAC price.

ENHANCEMENTS TO THE NADAC SURVEY

Given the weaknesses noted above, there are several areas where NADAC could
be improved. We suggest the following:

e Mandate all retail pharmacies who participate in Medicare/Medicaid pro-
grams to respond to the NADAC survey when requested by CMS.1

e Mandatory reporting by all mail service pharmacies to create a separate
NADAC-mail index average.

e Mandatory reporting by all specialty home delivery pharmacies to create a
separate NADAC-specialty drug index average.

o Inclusion of “off invoice” discounts as part of the net cost invoice submission
for NADAC reporting across all dispensing channels.

QUESTIONS SUBMITTED BY HON. JOHN CORNYN

Question. Can you share some details about the way your current PBM is struc-
tured, and how you think this can be implemented in the market more broadly? Are
these solutions scalable?

Answer. The following paragraphs describe the main differentiators of Capital
Rx’s business model. To preface our description, it is important for the committee
to understand that as a health-care technology company, our success and the
scalability of our model is partly dependent upon our next-generation technical solu-
tion, JUDI. Through an investment of over $100 million in our platform, JUDI deliv-
ers unequaled scale at the highest standard of operational efficiency currently avail-
able in the industry. To put this in perspective, JUDI can process all the prescrip-
tion claim transactions in the U.S. each year, with no change to our existing archi-
tecture or infrastructure. In comparison, legacy PBMs continue to utilize platforms
which are inefficient and inflexible.

JUDI, coupled with our Single-Ledger model, aligns the financial interest of the
PBM with its clients. We have been able to scale our business and allocate our re-
sources to critical aspects of the supply chain—thereby lowering costs for plan spon-
sors and patients while advancing best-in-class clinical outcomes and driving high
patient and plan sponsor satisfaction.

Capital Rx’s position is that competitors can adopt modern technology and rein-
force financial alignment to streamline manual processes and reduce overall oper-
ational costs, thereby passing said savings through to plan sponsors and their pa-
tients.

CAPITAL RX IS FINANCIALLY ALIGNED WITH PLAN SPONSORS AND PATIENTS

Beyond our commitment to passing through 100 percent of all received rebate rev-
enue, Capital Rx takes the mystery out of prescription drug pricing. The result is
a fairer, fully aligned system with the ability to deliver untapped value from the
supply chain by ensuring everyone knows exactly what they are getting and what
it costs:

e We remain agnostic and allow patients to fill prescriptions at any pharmacy
in good standing. This allows Capital Rx to serve as a truly objective strategic
partner to our clients. Free from this conflict of interest, we focus on the
things that matter—providing exemplary service, reducing costs, and improv-
ing the health and well-being of our patients.

Capital Rx operates using a Single-Ledger model and passes 100 percent of
manufacturer revenue to our clients. We do not believe drug pricing is propri-
etary, and all patients should be able to freely access and receive the lowest
prescription price available. Because we do not look to retain any rebates, or
other manufacturer-derived revenue, we are free from any conflict and are
able to apply formulary management strategies that drive the most cost-
effective, clinically appropriate therapies to manage the patients’ health.

1This type of requirement is similar to Medicaid requirements imposed on pharmaceutical
manufacturers that participate in the Medicaid program and are required to participate in the
340B program.
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e We do not inflate or manipulate drug prices at retail, mail, and specialty ful-
fillment. The current prescription pricing system looks like drug prices
change every hour, of every day, in every pharmacy. This artificial pricing
volatility is fiction, and unfortunately creates a system of winners and losers
in the U.S. health-care system. Our Single-Ledger model ensures every pa-
tient receives the same low price for each drug.

As such, we remain agile and unconflicted to support a framework that focuses
on cost-reduction strategies supported by advanced data and analytics, improving
patient outcomes and service excellence.

CAPITAL RX IS DRIVEN BY OUR MISSION

Capital Rx’s mission is to change the way prescriptions are priced and patients
are cared for to create enduring social change. Each individual of our company—
from our CEO to our employees caring for patients each and every day—is invested
in this mission. By transforming the conventional relationship between plan spon-
sors and PBMs, we are leading the path toward reducing prescription drug costs
with greater efficiency and simplicity.

CAPITAL RX IS COMMITTED TO CLIENT SATISFACTION

As a core aspect of our client services model, we prioritize speed and efficiency.
We provide front-line clinical expertise, and each account executive is a registered
pharmacist. We find this model improves efficiency, strengthens relationships, and
yields a superior, clinically focused experience. Our client services culture empha-
sizes cross-functional collaboration, ensuring clear lines of communication that pre-
vent delays and avoidable errors.

From our state-of-the-art technology to our experienced and innovative staff, Cap-
ital Rx’s comprehensive suite of PBM services delivers a new paradigm of service
excellence, operational efficiency, cost savings, and the highest standards of clinical
care. Our approach to client service is a key reason we have earned an unprece-
dented Net Promoter Score (NPS) of 96, a measure of client satisfaction.

CAPITAL RX HAS RECEIVED INDUSTRY-LEADING PATIENT SATISFACTION RATINGS

Capital Rx treats pharmacy benefits as an investment, encouraging a holistic view
of health care that focuses on achieving the highest level of patient care. Capital
Rx’s Customer Care Center employs representatives with distinct subject matter ex-
pertise who work to understand each client’s clinical requirements and recognize,
appreciate, and respect pharmacy, provider, and patient concerns.

In 2022, Capital Rx was presented with a Bronze Stevie® Award in the Customer
Service Department of the Year—Healthcare, Pharmaceuticals, and Related Indus-
tries category at the 16th Annual Stevie Awards for Sales and Customer Service.
The Stevie Awards for Sales and Customer Service are the world’s top honors for
customer service.

Our approach to patient care is why we have earned a current overall satisfaction
rating of 99 percent on post-call customer satisfaction surveys.

CAPITAL RX USES NEXT-GENERATION TECHNOLOGY TO DRIVE EFFICIENCIES AND
IMPROVE THE PATIENT EXPERIENCE

JUDI unifies all pharmacy operations within one ecosystem. Through the use of
a fully serverless architecture, JUDI allows for unprecedented scalability, instant
rightsizing, and the unique capability to handle clients of any size. In fact, one in-
stance of JUDI can process 3.6 billion claims per year. Our cloud-based architecture
provides limitless scale for Capital Rx to efficiently handle all the prescription
transactions in the U.S., at a fractional cost.

JUDI underlies our success in the industry—and enables a level of efficiency
never thought possible in health-care management. For example, while it takes
other PBMs 30—45 hours to implement a plan design change, JUDI is able to make
plan design changes in under 5 minutes.

CAPITAL RX IS AGNOSTIC TO DRUG DISPENSING

Since our only source of revenue is a flat administrative fee and fully disclosed
ancillary administrative fees, we have no financial interest in where a prescription
is filled. We believe a PBM should focus on the administration of the pharmacy pro-
gram, not the fulfillment of prescriptions.
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This approach allows Capital Rx to focus on meeting our clients’ unique needs,
benefit designs, and pricing arrangements as they relate to the administration and
adjudication of claims.

Question. You specifically call out spread pricing as a practice that should be pro-
hibited, but are there other practices that you would like to expand on that you
think are detrimental to the currently pharmaceutical supply chain structure?

Answer. Other than combating spread pricing practices, we believe the following
common industry practices create opacity in the current supply chain:

e Alignment with the Plan Sponsor: PBMs have an incredible responsibility as
the administrators of pharmacy benefit plans. Among the hundreds of tasks
required to run a prescription benefit plan, a PBM develops client specific
formularies (access to specific drugs), conducts clinical review (patient safety),
and authorization (approval of high-cost medication). Unfortunately, there is
an inherent conflict of interest when a PBM utilizes a spread-pricing model.
Under a spread-pricing model, the more expensive the drug, the more money
a PBM makes. Furthermore, the higher the price of a medication rises (infla-
tion), spread pricing yields greater revenue. Why else would traditional PBMs
(that use spread pricing) prefer high rebate yield drugs on formularies, main-
tain abnormally high approval rates on costly medication, and rarely inter-
vene when a patient is not responding to an expensive medication.

Quite simply, if a PBM does not make money on drugs (spread pricing), the
PBM is no longer conflicted and can consider lower-priced medications, focus
on patient outcomes, and adjust treatment plans without financial consider-
ation. To fix this problem a PBM (including the parent organization and all
affiliates) should not be allowed to make money on drug spend. If a company
wants to make money on drug spend, the company should be a manufacturer,
wholesaler, or pharmacy. However, if a company wants to administrate a
pharmacy benefit plan on behalf of an employer or a government entity, it
should be prohibited from making money on drug spend (spread pricing).

e Data Sharing: As consolidation has been the primary growth driver in the
PBM marketplace, there have also been major restrictions placed on payer
data. For payers who utilize different medical and PBM administrators there
are often obstacles created by vertically integrated organizations and several
large regional health plans, that restrict or financially penalize the sharing
of critical plan/patient data. The data is utilized for payers who have inte-
grated deductibles or use a High Deductible Health Plan (HDHP) option for
their employees/members. Not having access to this plan/patient data forces
payers to continue using a limited number of PBM and health plan providers.
Payer data should be exchanged among all PBMs and health plans in a uni-
fied format and at no cost to the end payer. Capital Rx built JUDI with an
open API architecture, which enables payers to efficiently access and securely
share data without any restrictions.

QUESTIONS SUBMITTED BY HON. TIM SCOTT

Question. I have seen a lot of information regarding the gross-to-net bubble, the
difference between a drug’s list price and net price, which can be quite sizeable
when there are rebates paid by the manufacturer. Reporting from many sources, in-
cluding KPMG, Drug Channels, and others, share that discounts from manufactur-
ers are often higher than 50 percent in Part D. Yet, patients who purchase those
medicines do not share in those rebates. The PBM business model today has evolved
to a point where they are now often owned by or own an insurer, a large pharmacy
chain, or both.

Can you discuss some of the innovative PBM models that are springing up to ad-
dress some of the pain points of the legacy market using free market principals?

Answer. First, Capital Rx would posit that the current PBM market does not ad-
here to free market principles. Artificial drug pricing—one set of prices for phar-
macy reimbursement and another set of prices for each plan sponsor is flawed and
allows PBMs to manipulate the price of each prescription. In most other markets,
clear prices for goods and services are freely exchanged, which encourages competi-
tion and allows consumers to make informed decisions. As such, Capital Rx’s Single-
Ledger model solves two fundamental problems with the pharmaceutical supply
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chain and the traditional PBM model by leveraging a single drug price for plan
sponsors, the PBM, and pharmacies.

Second, it is clear that the PBM industry, in general, needs to focus on modern-
izing the way in which basic tasks are performed. Most infrastructure utilized by
PBMs is 20-30 years old. Literally hundreds of human capital-intensive tasks asso-
ciated with administering pharmacy benefits are performed using human capital-
intensive, manual processes.

Moreover, our recently developed Enterprise Pharmacy Platform, JUDI, helps our
clients—including those focused on Medicare and Medicaid populations—understand
what’s happening with their pharmacy programs in real time. The level of trans-
parency and visibility allows health plans, for example, to better project costs. Ulti-
mately, innovation through technological enhancements will need to happen to de-
crease costs for plan sponsors and patients in the United States.

Third, we would argue that traditional PBMs which own mail and specialty home
delivery assets deploy specific channel steerage campaigns and pricing strategies to
maximize their earnings while at the same time limiting patient choice and poten-
tially increasing cost.

Question. Where in the process can PBMs provide additional meaningful data and
transparency to understand how manufacturer rebates are calculated and impact
the cost of drugs for patients in addition to utilization management requirements
which may interfere with patients receiving the optimal treatment selected in con-
sultation with their physicians?

Answer. Conventional PBMs enforce weak utilization management criteria for a
subset of high-cost drugs and thus have recorded higher prior authorization ap-
proval ratings. We would encourage the committee to analyze whether negotiated
utilization management criteria drives higher rebate yield or whether a pure low
net cost, access-based rebate approach with more stringent utilization management
criteria would decrease costs for plan sponsors and patients.

Capital Rx does not make money from the dispensing of high-cost drugs and, as
such, our clinical teams freely make prior authorization (PA) decisions unbiased by
the financial implications for Capital Rx. To date, we have witnessed PA approval
rates well below industry averages, and we believe this has significantly decreased
drug spend for plan sponsors while ensuring that patients are receiving clinically
appropriate medications. While Capital Rx’s approval rates for these expensive
medications is lower than the traditional market leading PBMs, our member satis-
faction remains at 99 percent, given the fact we utilize pharmacists in every review
and consult for critical medications which require a PA. Having clinician to clinician
consultants on these critical medications is not the industry norm and is often the
source of patient and client frustration regarding medication access. Capital Rx’s
clinical team guides each PA through a white-glove process and engages the pre-
scriber with viable alternatives or appropriate first line therapies which are often
more affordable for the member and less costly for the payer.

Capital Rx would also recommend that the Finance Committee review the latest
submissions tied to the Consolidated Appropriations Act (CAA) section 204 and re-
view the “spread” margin being retained by PBMs as well as any pharmaceutical
manufacturer revenue retained by a PBM from its clients.

PREPARED STATEMENT OF JONATHAN E. LEVITT, CO-FOUNDING PARTNER,
FRIER LEVITT ATTORNEYS AT LAW

Chairman Wyden, Ranking Member Crapo, and members of the Senate Com-
mittee on Finance, thank you for inviting me to testify today regarding the role of
pharmacy benefit managers in the drug supply chain and their impact on taxpayers,
patients, and other stakeholders.

My name is Jonathan Levitt. I'm not an economist or an academic. I am a trial
lawyer in the trenches within the drug space, and founder of a healthcare and life
sciences law firm called Frier Levitt. We represent stakeholders in the drug supply
chain, including manufacturers, distributors, associations of providers, like commu-
nity oncologists, but, most relevant to this hearing, we serve independent specialty
pharmacies and retail pharmacies. I've been studying pharmacy benefit managers
for over 20 years.
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_ We thank the U.S. Senate Committee on Finance for holding this important hear-
ing.
Testimony Summary:

The actions of the largest six pharmacy benefit managers (PBMs)—that is six
PBMs that control 96 percent of the Nation’s prescription drug market—have ad-
versely impacted all stakeholders in the drug supply chain, including patients, phar-
macy providers, plan sponsors, and taxpayers. Interested individuals and entities
looking to faithfully serve governmental programs such as Medicare and Medicaid
(and private plans) are at the mercy of PBMs and their vertically integrated
healthcare conglomerates.

The Centers for Medicare and Medicaid Services (CMS) have outsourced the drug
benefit to private PBMs, who have proven unable to responsibly wield that massive
industry power. Governmental programs are only recently awakening to PBMs fi-
nancial manipulation.

PBM-imposed direct and indirect remuneration (DIR) fees force our sickest bene-
ficiaries to pay artificially inflated copay and coinsurance. Specialty pharmacies,
often accredited in specialty disease states to improve patient outcomes, face lower
reimbursement rates and higher DIR fees. PBMs force manufacturers to raise their
list price, in exchange for formulary placement. Drug manufacturers and distribu-
tors fear retaliation by vertically integrated PBMs that own our country’s largest
chain and specialty pharmacies and are manufacturers’ largest customers, the larg-
est purchasers of the manufacturers’ drugs. The result is that PBM-owned phar-
macies have a materially lower acquisition cost on the “buy side” and better reim-
bursement rates on the “sell side” when paid by their sister PBMs.

Even PBMs theoretically competing with one another cut each other special deals.
Independent pharmacies are then forced to pay higher acquisition costs while PBMs
simultaneously reduce reimbursement rates and then acquire the independent phar-
macies causing further consolidation.

Public scrutiny of PBMs is in its infancy while the PBMs’ tactics have been devel-
oped over several years. Previously left entirely unchecked, PBMs have designed a
system where most disputes are “resolved” in complete secrecy, cloaked behind gag
clauses, confidentiality agreements, and private arbitrations. In other instances,
PBMs avoid such disputes altogether through actual or threatened retaliation.

PBMSs’ tactics are driving independent pharmacies out of business, creating phar-
macy “deserts,” especially in rural areas; fueling list drug prices higher for all Amer-
icans; and delaying and denying treatment for the sickest Americans, those with
cancer and other serious diseases. These are only a few of PBMs’ adverse impacts.

Today, I implore the committee to end this era of the large PBM stranglehold on
the nation’s healthcare system.

Detailed Testimony:

Pharmacy benefit managers or PBMs claim to lower the price of drugs for con-
sumers, taxpayers, large employer groups, and governmental programs. But these
claims are not supported by unbiased empirical evidence and do not hold up when
scrutinized. In fact, such scrutiny is aggressively and effectively suppressed by
PBMs. Medicare’s Part D Program is estimated to cost $119 billion in 2023. While
CMS has sought to form a public-private partnership between the Medicare Part D
program and Part D Plan Sponsors, CMS and such Part D Plan Sponsors have
outsourced the Medicare Part D Program to privately owned largely unchecked
PBMs who have amassed sister companies that profit from every angle of the Medi-
care Program. PBMs utilize oppressive tactics, such as direct and indirect remu-
neration—or DIR fees—to retroactively reduce pharmacy providers’ reimbursement
rates, often times, below actual acquisition costs for such drugs meaning that every
time the provider dispenses the drug, they take a loss. We know only through litiga-
tion that CMS has not evaluated the methodology PBMs use to judge patient medi-
cation adherence, which is the largest segment that determines the pharmacy’s op-
pressive DIR fee rate. Victims of PBMs’ conduct include the United States Govern-
ment; Tricare and our military; specialty pharmacies; retail pharmacies; oncology
groups that dispense drugs to cancer patients; and most importantly, numerous
Americans: the consumer, the taxpayer, and most importantly, the patient.

PBMs are directly—not theoretically—responsible for the increased list price of
drugs. I testify today with the hopes of reframing the narrative. Drug manufactur-
ers save lives. Of course, drug manufacturers are in the business to make money
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and have responsibility in setting drug prices. However, the gap between drug list
prices and actual net prices are due to PBMs’ specific actions. PBMs, through their
secret sister companies, siphon a huge percentage of the list price of drugs as profits
to CVS Health, Cigna and UnitedHealth, all of whom own little known companies
called “rebate aggregators.” Often you won’t find PBMs’ rebate aggregators in the
United States. This is true for Cigna and UnitedHealth; Cigna owns Express
Scripts, one of the big three PBMs, and also owns Ascent Health Services—its re-
bate aggregator, which is located in Switzerland. UnitedHealth owns a PBM called
OptumRx and also a rebate aggregator called Emisar Pharma Services, located in
Irfﬂaéld. CVS Health owns a PBM called CVS Caremark, and a rebate aggregator
called Zinc.

Consider the case of a manufacturer of oncology drugs that wants to get their life-
saving cancer therapy into the hands of oncologists and the oncologists’ patients.
How does the manufacturer accomplish that? The manufacturer must pay tribute
to the PBM-owned rebate aggregator to get the drug placed onto a list of drugs that
the PBM makes available to government programs, large employer groups, and of
course to patients. This list is called a drug formulary.

On the topic of drug rebates, a staggering percentage of our nation’s drug spend
is retained by these vertically integrated companies. Manufacturers pay rebates and
believe, wrongly, that the full rebate is passed along to the plan sponsor. Manufac-
turers fear auditing PBM-owned rebate aggregators. After all, PBM-owned chains
and specialty pharmacies are the largest buyers of the manufacturer’s drugs. PBMs
decide which drugs get on formulary, which drugs will have “higher tier copay” or
“step therapy” or prior authorization and whether pharmacies will profit or lose
money when dispensing drugs. These processes are an artifice and merely a PBM
tool to extract rebates. PBMs wield this power to gain unfair advantages for each
of their vertically integrated companies. PBMs frequently make decisions about
which drugs will be on a specific formulary not based upon the efficacy of the drug,
but based upon how much of a rebate can be negotiated and retained by the PBM.

The 340B program has come under substantial public scrutiny. But few realize
that PBMs have drained the system of a huge percentage of benefit intended for
patients and communities in need. Congress never intended the 340B program to
benefit large for-profit corporations that provide little, if any, direct patient care for
vulnerable populations. Furthermore, PBMs siphon money from the 340B drug pro-
gram by improperly assessing DIR fees imposed on 340B prescriptions filled by
independent pharmacy providers, by exacting huge fees from covered entities. PBM-
owned pharmacies act as contract pharmacies, by imposing huge percentage-based
administrative fees when PBM-owned third party administrators reconcile 340B
claims on behalf of covered entities, and by paying pharmacies substantially less for
340B claims for no reason other than to retain profits which is money intended for
the underserved.

Rebate aggregators invite manufacturers to attend meetings to discuss rebates,
and manufacturers must bring their checkbooks. But when rebates lead to higher
“list price of drugs,” it’s the patient, big employer groups, and Federal and State
governments that ultimately pay the bill. In case you are wondering, all rebates are
not fully passed through to the plans.

Rebate aggregators tell manufacturers the following. The first thing you must
know is that you are going to pay a non-negotiable administrative fee and data fee
that equals 5 percent. To put that in perspective, the United States total spend on
retail drugs was $420 billion before rebates, with $301 billion dollars spent on spe-
cialty drugs. That 5 percent combined administrative and data fee is likely close to
$20 billion. I want to emphasize how substantial in scope that 5 percent administra-
tive fee is, in the context of the specialty drug marketplace. That PBM fee and in-
come does not even include the portion of the drug rebate not passed along to plan
sponsors. Consequently, manufacturers must constantly increase the list price of
drugs to maintain the same margin.

The 5-percent administrative and data fee must also be analyzed in the context
of patient care. Specialty pharmacies are critical providers that serve our Nation’s
sickest patients. They do so on margins that are often less than 5 percent. In other
words, PBM rebate aggregators make far more money than our Nation’s providers
who actually do the clinical work to serve our sickest patients. That is perverse. In-
credibly, CVS Health’s “Caremark Specialty Pharmacy” controls nearly 30 percent
of all specialty drugs dispensed in the United States. Express Scripts and
UnitedHealth’s specialty pharmacies control another 23 percent and 14 percent re-
spectively. That is not because of PBM-owned specialty pharmacies’ clinical superi-
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ority, or patient choice. It’s because of vertical integration and anticompetitive be-
havior.

I mentioned that I am a trial attorney and as a trial attorney, I get to take deposi-
tions where PBM executives and insurance company executives testify under oath.
The transcripts of the testimony are sealed by PBMs. I know answers to many ques-
tions you want to explore today from the litigations and arbitrations I've handled,
that are all subject to confidentiality agreements. I get to ask questions like, “What
do you do with the $12.6 billion in DIR fees you collect from pharmacies? Do you
send any of the $12.6 billion annual DIR fee revenue to CMS? Do you use any of
that $12.6 billion to enhance the care of Medicare beneficiaries? You say that DIR
fees are based on the pharmacies’ performance—how do you measure adherence to
specialty drugs like oncology drugs?” The answers to these questions are often stag-
gering.

Today, I am asking the committee to consider whether it is healthy for PBMs to
mandate highly confidential arbitrations. To impose strict confidentiality require-
ments under the threat of a lawsuit for a breach. And to prohibit class actions.
These are the tools used by PBMs to keep this information from the American peo-
ple. PBMs operate in the dark; they hate the light of transparency.

When making their mandatory filings with the Securities and Exchange Commis-
sion (SEC), these companies do not disclose the profits or revenues generated by
their rebate aggregator subsidiaries or through spread pricing. The SEC needs to
compel better insurance company revenue reporting. These insurance companies
should break out their revenue and profitability on rebates and spread pricing for
drugs.

The pharmacies from whom PBMs extract $12.6 billion annually in DIR fees are
trying to stay in business, but they are also victims. PBMs will say that DIR fees
lower Medicare beneficiaries’ premiums. For beneficiaries that do not use their drug
benefit, who are not on any prescription medications, a lower premium is indeed
better. But most beneficiaries use the drug benefit, and 75% of Medicare bene-
ficiaries worry about copay, coinsurance, and deductible. Low premiums are out-
weighed by higher copay. Many Americans have dreadful diseases like cancer, mul-
tiple sclerosis, and hepatitis and these Medicare beneficiaries use their drug benefit
and pay copays. Consumers, as they are experiencing financial stress, are unaware
that they are paying a copay based on a false list price of the drug. Consumers do
not know that after they paid their copay, the PBM later recouped $12.6 billion in
DIR fees. How much would the copay of Medicare beneficiaries have been reduced
if there were no DIR fees?

More than 50 percent of DIR fees are paid by specialty pharmacies. PBMs say
they recoup DIR fees based on the specialty pharmacies’ performance. But PBMs do
not publicly reveal their methodology. I have deposed PBM executives and once we
learn the details in discovery it becomes clear PBMs measure performance dread-
fully, and likely intentionally, wrong. Retail and specialty pharmacies are victims
of PBM methodology that pays DIR fees based on these incorrect practices.

If PBMs continue to be left unchecked, the post-DIR fee world gets worse, not bet-
ter. In May 2022 CMS released a Final Rule reinterpreting the term “Negotiated
Prices.” The real impact of the Final Rule essentially eliminates the profitability
that Part D Plans and PBMs enjoyed arising from pharmacy DIR fees. To make up
for that lost DIR profit, Part D Plans and PBMs have already started to amend con-
tracts to remove DIR fees and reimburse pharmacies at drastically lower rates to
retain their prior profitability. Some 2024 reimbursement rates have become public.
In 2024 Express Scripts will reimburse brand medications at a standard benchmark
of 26.3 percent off average wholesale price or AWP-26.3%. Our research shows that
virtually no pharmacies, other than PBM-owned pharmacies, can acquire brand
drugs at costs at or lower than Express Scripts’ new rate. If Express Scripts can
get away with paying only AWP-26.3%, often more than 3 percent less than the pre-
vious year’s rates, other PBMs will follow. The result of reimbursement below drug
acquisition costs will put independent pharmacies, and particularly pharmacies dis-
pensing predominantly brand drugs (such as specialty pharmacies) out of business.
These issues must be addressed before these dire predictions become reality.

I have attached a comprehensive expose that my firm prepared on PBM abuses
as well as supplemental input for the Senate Committee on Finance. Thank you for
listening to me, and to the needs of the American people. I am happy to answer
any questions you may have.
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SUBMISSION TO THE U.S. SENATE COMMITTEE ON FINANCE

How Pharmacy Benefit Managers Adversely Impact
Patients, Taxpayers, and Other Medicare Stakeholders

Contributors: Jonathan Levitt, A.J. Barbarito, Steven Bennet, Harini Bupathi,
Christopher Caltavuturo, Jesse Dresser, Adam Farkas, Dae Lee, Conor McCabe,
Todd Mizeski, and Lucas Morgan

March 30, 2023

I. Executive Summary

Pharmacy Benefit Managers (PBMs) use their marketplace dominance to profit at
the expense of nearly every other Medicare and Medicaid stakeholder, including
Medicare beneficiaries, taxpayers, pharmacies, manufacturers, and distributors.
Frier Levitt has advocated for reasonable oversight of highly vertically integrated
healthcare conglomerates. When a single corporate entity combines an insurance
company, PBM, chain pharmacy, specialty pharmacy, rebate aggregator, and
healthcare providers under one giant corporate umbrella, it wields immense power
that cannot be responsibly managed. PBMs are becoming more adept at extracting
and siphoning profits from all other stakeholders. Frier Levitt hopes to provide the
United States Senate Committee on Finance with more information on PBMs’ im-
pact on Medicare and Medicaid stakeholders.

Based on the information detailed below, Frier Levitt recommends that the Senate
Committee on Finance take steps to:

(1) Rectify unreasonable reimbursement terms that PBMs pay to retail
and specialty pharmacies and investigate discriminatory pricing in favor of
PBM affiliated pharmacies. The Committee should comprehensively study
PBMSs’ contract terms and reimbursement rates that PBMs unilaterally impose
on providers. The Committee should also develop standards for reasonable con-
tracting terms and reimbursement rates and instruct the Centers for Medicare
and Medicaid Services (CMS) to establish enforcement measures where existing
regulations are sufficient and implement new rules where existing regulations
are insufficient. Today, we are calling for the Committee to consider whether
the reimbursement rates PBMs pay to specialty pharmacies should take into ac-
count that PDPs are paid more to manage sicker beneficiaries, resulting in a
reimbursement to specialty pharmacies that recognizes their important role.

(2) Bring PBMs into compliance with applicable laws including Medi-
care’s Any Willing Provider Law. PBMs have ignored key laws such as
Medicare’s Any Willing Provider Law, having taken the written position in con-
fidential sealed briefs that the laws do not apply to PBMs, or to narrowly inter-
preted such laws to the detriment of pharmacy providers. CMS should provide
clarity on existing Medicare reimbursement rate guidance! and Congress
should take steps to amend laws to correct for PBM abuses.

(3) Reduce the negative impact of vertical integration in the healthcare
marketplace. The government should investigate the impact of consolidation,
regulate these conglomerates, and enforce the law to offset the negative impact
of these organizations.

II. The Big Picture: Understanding the Impact of PBMs on Medicare and
Medicaid Stakeholders

A. The Pharmacy Benefits Landscape

The current system of coverage and reimbursement for drug products within the
United States is complex and opaque. The profit PBMs earn on spread pricing when
they pay pharmacy providers and the amount of profit PBMs earn on rebates de-
manded from manufacturers remains unknown. The costs, extent of coverage, reim-
bursement rates, out-of-pocket amounts and applicable rights may vary substan-
tially depending on the payor, the state, the type of drug, the method of administra-
tion, the site of service and the site of care. To sift through this morass, we begin
by understanding the relevant stakeholders, as well as their respective roles in ben-
efits design and the provision of care.

1E.g., Medicare Prescription Drug Benefit Manual, Chapter 5, Section 50.3.
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e Plan Sponsors: Plan sponsors are the ultimate financial guarantors and deci-
sion makers when it comes to creating a health care benefits plan. Plan spon-
sors include a variety of public programs, such as Medicare, Medicaid, and
TRICARE programs, as well as private entities, including employers, union
groups, and retirement funds. Plan sponsors, in turn, contract with several
other entities for the purposes of administering the plan. In the context of Medi-
care Part D, the Federal government (through CMS) is arguably the plan spon-
sor, as it contracts with and provides subsidies to private Part D Plan Sponsors,
known as Prescription Drug Plans (PDPs) to offer prescription drug plans. CMS
outsources the management of Medicare to private PDPs, who retain PBMs to
manage the drug benefit. In addition, when patients exceed the catastrophic
coverage threshold, CMS provides reinsurance coverage to these plans. In the
context of Medicaid programs, the state Medicaid agencies are generally consid-
ered the plan sponsors, as they contract with Medicaid managed care organiza-
tions or PBMs directly to administer pharmacy benefit plans and provide direct
and indirect financial subsidies and funding for such programs. In the private
marketplace, large employer groups are also plan sponsors.

e Health Insurance Companies: Health insurance companies create and oper-
ate healthcare plans, managing healthcare claims submitted by providers for
care provided to patients who are employees, beneficiaries and/or members of
the plan, or their dependents. Health insurance companies are private compa-
nies, and can operate in several ways, including as a licensed health insurer,
a managed care organization (MCO), or a health maintenance organization
(HMO). In the context of Medicare Part D, health insurance companies are Part
D Plan Sponsors (PDPs), which are state-licensed insurance companies that
offer Medicare Part D prescription drug plans to Medicare beneficiaries, and
who have entered into a contract with CMS to provide prescription drug cov-
erage to Medicare beneficiaries. In the context of Medicaid, health insurance
companies are private state-licensed insurance companies and MCOs who have
contracted with state Medicaid agencies to provide healthcare services to Med-
icaid beneficiaries.

e Pharmacy Benefit Managers (PBMs): PBMs are third-party administrators
of prescription drug programs covered by a plan sponsor. The PBM is primarily
responsible for processing and paying prescription drug claims submitted by
participating providers on behalf of covered patients. PBMs also provide bun-
dled services related to the administration of pharmaceutical benefits, including
formulary design, formulary management, negotiation of branded drug rebates,
and controlling network access of participating pharmacies. Although plan spon-
sors may occasionally engage PBMs directly, in many cases, health insurance
companies procure PBMs’ services on behalf of plan sponsors. This is also true
for Medicare Part D and Medicaid, where the responsibility of contracting with
PBMs falls on the Part D Plan Sponsor and/or Medicaid MCO.

o Rebate Aggregators: Also known as rebate group purchasing organizations
(GPOs), rebate aggregators negotiate and collect rebates from manufacturers on
behalf of their members, who include one or more PBMs. While rebate
aggregators may pass some portion of the rebates collected to their members,
rebate aggregators may also retain a portion of the rebate, which is not always
readily known.

e Pharmacy Providers: On the frontline of providing care, pharmacy providers
include retail, specialty, health-system and mail-order pharmacies, and dis-
pensing physician practices. Pharmacy providers contract with PBMs to dis-
pense medications to plan members and participate in PBM networks.

e Prescribers: Prescribers include licensed healthcare professionals, such as doc-
tors and nurse practitioners, who are authorized to prescribe medication to pa-
tients. Prescribers work with pharmacy providers to ensure that patients re-
ceive the medication they need.

e Patients: Patients include beneficiaries of government-sponsored health care
programs, as well as the employees (and dependents) of employers sponsoring
health plans. They are also uninsured or underinsured individuals who are left
to find a way to cover drug costs themselves. In the context of Medicare Part
D, eligible patients (i.e., individuals who are 65 years of age or older, individ-
uals with certain disabilities, etc.) select a Part D Plan and pay premiums to
receive prescription drug coverage. In the context of Medicaid programs, pa-
tients who are Medicaid-eligible (i.e., low-income individuals and families, indi-
viduals with disabilities, etc.) select and enroll in Medicaid managed care plans
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administered by MCOs or enroll directly in a fee-for-service program adminis-
tered by the State Medicaid agency.

e Manufacturers: Manufacturers include both brand manufacturers, who de-
velop and produce innovative prescription drugs and biologics, or generic manu-
facturers, who produce medications that are equivalent to brand-name medica-
tions in terms of active ingredients, dosage, strength, quality, and intended use.
Manufacturers negotiate drug prices with PBMs and are forced to pay PBMs
administrative fees, data fees and rebates in order to get their drugs on
formularies and promote their drugs to prescribers and patients.

e Wholesalers: Wholesalers are companies that purchase prescription drugs in
bulk from pharmaceutical manufacturers and distribute them to pharmacies,
hospitals, and other healthcare providers.

Each of these stakeholders plays a different and unique role in the drug delivery
process. Historically, each stakeholder has operated separate but interconnected en-
tities, working together to provide different aspects of patient care. However, as dis-
cussed below, horizontal and vertical integration has eroded many of the checks and
balances, particularly in the Medicare Part D context, and has allowed a small
cadre of multibillion dollar companies to control all the levers of decision-making
around drug benefits, reimbursement rates, provider access and plan benefits de-
sign. Unfortunately, because of conflicts of interest, patients, manufacturers and
plan sponsors have been harmed as PBM corporate profits have soared at the ex-
pense of healthy competition.

B. Vertical Integration Stifles Competition and Limits Patient Choice

PBMs traditionally have played a critical role in the administration of prescription
drug programs. However, over the past ten years, the PBM marketplace has trans-
formed considerably. Changes include both horizontal and vertical integration
among health insurance companies, PBMs, chain pharmacies, specialty pharmacies,
rebate aggregators, long-term care pharmacies and more recently healthcare pro-
viders. As a result, a smaller number of large companies wield nearly limitless
power and influence over the prescription drug market.

Within the PBM marketplace, over 80% of the covered lives are controlled by only
three PBMs.2 As a result, of this increasing concentration (the same PBMs made
up 75% of the market concentration just three years prior3), a pharmacy’s access
to these three PBM networks is critical.# Being out of network with just one PBM
(which in some regions, could make up more than 85% of the market), and being
unable to bill that PBM for drug claims, would render it financially unviable for any
pharmacy provider to operate, period. The lack of competition in the marketplace
stems, in large part, from a series of mergers, integrations and consolidations. These
consolidations and integrations are undoubtedly a factor in many abusive PBM
practices, ranging from seeking to exclude independent pharmacy providers, retalia-
tion against providers who challenge PBM abuse, to “under water” reimbursement
rates that force pharmacy providers to lose money on each fill, to PBM diversion
of patients from independent pharmacy providers to the PBMs’ wholly-owned or af-
filiated pharmacies. This becomes possible due to the increased market power of the
top PBMs resulting from the consolidation.

The breadth of PBM power did not occur suddenly. It initiated through a series of
vertical consolidations in which certain PBMs acquired large specialty pharmacies,
while others acquired insurance companies. In 2007, the shareholders of Caremark
Rx, one of the nation’s largest PBMs at the time, approved a $26.5 billion takeover
of CVS Pharmacy, which effectively created the first vertically integrated retail
pharmacy and PBM.5 Vertical integration of the industry continued in 2011, as Blue
Cross Blue Shield of North Carolina, one of Medco’s largest customers, began shift-

2See https:/ |www.hirc.com | PBM-market-landscape-and-imperatives; https:/ /www.managed
healthcareexecutive.com | view | beyond-the-big-three-pbms.

3See https:/ |www.latimes.com | business | hiltzik [ la-fi-hiltzik-pbm-drugs-20170611-story.html.

40Of note, CVS Caremark’s specialty now maintains a market share of more than 30% in terms
of in specialty drug revenue among specialty pharmacies. Thus, this consolidation at the PBM
level has had a direct and proximate impact on CVS Caremark’s ability to capture specialty
pharmacy prescriptions. See, https:/ /www.beckershospitalreview.com /pharmacy/top-15-spe-
cialty-pharmacies-by-revenue-2.html.

5Evelyn M. Rusli, Caremark Approves CVS Merger, Forbes (March 16, 2007, 4:59 PM),
hitp: | |www.forbes.com /2007 |03/ 16 [ caremark-approves-update-markets-equity-cx_er 0316
markets29.html.



85

ing its PBM business away from Medco to Prime Therapeutics,® a PBM that is whol-
ly owned by a group of thirteen Blue Cross plans across the country. In 2012,
UnitedHealthcare (United), the nation’s largest insurance company, began migrat-
ing the administration of its plans from Medco Health Solutions to OptumRx,
United’s wholly-owned PBM.?

Consolidation of the PBM and payer space has not been limited to vertical integra-
tion. In 2011, two of the nation’s then-largest PBMs—Medco Health Solutions, Inc.
and Express Scripts, Inc.—announced a $29 billion merger. After a contentious reg-
ulatory approval process, the Federal Trade Commission ultimately approved the
merger in 2012.8 Thereafter, the industry continued consolidation both horizontally
and vertically. In 2013, a regional PBM—SXC Corporation—agreed to buy another
regional PBM—Catalyst, Inc.—for $4.4 billion to form a national PBM, known as
Catamaran Corp.? In July 2015, Catamaran was acquired by United, OptumRx’s
parent company, for $12.8 billion. The two PBMs are now integrating operations
and operate under one name, OptumRx. In 2015, Rite Aid acquired the PBM
EnvisionRx for approximately $2 billion.10

Unfortunately, in the last five years, the trend of consolidation and integration has
increased exponentially. In November 2018, CVS Health completed a controversial
$69 billion acquisition of Aetna, a managed health care company specializing in sell-
ing traditional and consumer-directed health insurance along with related services
including dental, vision, and disability plans. Not to be outdone, in December 2018,
health insurer Cigna acquired Express Scripts for $54 billion.1! Since then, Cigna
and Express Scripts have continued to expand in creative ways. In December 2019.
Express Scripts and Prime Therapeutics announced a three-year collaboration,
whereby Express Scripts took over the contracting and administration of the phar-
macy benefits for Prime Therapeutics’ members.12 As a result, Express Scripts now
manages the prescription benefits for more than 100 million Americans.13

6 Jon Kamp, Medco Faces Loss of Blue Cross Customer, Wall St. J. (August 3, 2011, 6:04 PM),
hitp:/ |www.wsj.com | articles | SB10001424053111903454504576486653127464070.

7Anna Wilde Mathews, UnitedHealth’s Answer to Express Scripts-Medco Merger?, Wall St.
J. (July 21, 2011, 8:34 AM), hitp:/ /blogs.wsj.com/deals/2011/07/21/unitedhealths-answer-to-
express-scripts-medco-merger /.

8Reed Abelson and Natasha Singer, F.T.C. Approves Merger of 2 of the Biggest Pharmacy
Benefit Managers, N.Y. Times (April 2, 2012), http:/ /www.nytimes.com [2012/04/03/business/
ftc-approves-merger-of-express-scripts-and-medco.html.

9 Michael J. De La Merced, SXC Health Solutions to Buy Catalyst Health for $4.4 Billion, N.Y.
Times (April 18, 2012, as updated 3:07 PM), hitp://dealbook.nytimes.com[2012/04/18/sxc-
health-solutions-to-buy-catalyst-for-4-4-billion /.

10Rite Aid Completes Acquisition of Leading Independent Pharmacy Benefit Manager
EnvisionRx, Bus. Wire (June 24, 2015), http://www.businesswire.com/news/home/
20150624005906 | en | Rite-Aid-Completes-Acquisition-Leading-Independent-Pharmacy.

11Bruce Japsen, Cigna-Express Scripts Merger’s A Done Deal, Forbes, December 19, 2018,
https:/ |www.forbes.com [ sites | brucejapsen /2018 / 12/ 19/ cigna-express-scripts-merger-a-done-
deal-by-thursday | #261d98a55688).

12See https:/ | medcitynews.com /2019 /12 ] express-scripts-strikes-partnership-with-prime-thera-
peutics/.

13 See https:/ /www.primetherapeutics.com [en [ news /pressreleases /2019 [ release-prime-express-
scripts-collaboration.html.
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Figure 1. Vertical Integration of PBMs and Health care Conglomerates
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PBMs are extending vertical integration in new and unique ways. First, as plan
sponsors have become savvier with respect to the rebates received by PBMs, several
large PBMs created an additional layer between themselves and manufacturers to
effectively “delegate” the collection of manufacturer rebates to “rebate aggre-
gators.”!* Sometimes referred to as rebate GPOs, these mysterious entities include
Ascent Health Services, a Switzerland-based GPO that Express Scripts launched in
2019, Zinc, a contracting entity launched by CVS Health in the summer of 2020,
and Emisar Pharma Services, an Ireland-based entity recently rolled out by
OptumRx.15 Even some of the major PBMs (i.e., the “Big Three” PBMs) sometimes
find themselves contracting with other PBMs’ rebate aggregators for the collection
of manufacturer rebates (for example, in the case of OptumRx contracting with Ex-
press Scripts for purposes of rebate aggregation for public employee plans).16 Worse
yet, several such entities have claimed that they are not subject to the federal GPO
Safe Harbor,7 leading to a lack of transparency, as well as few limits on the levels
of profitability of these companies.

Likewise, just as PBMs have moved up the chain of the drug supply chain, they
have also sought to integrate downward, and are increasingly acquiring prescriber
businesses, such as physicians’ practices, and expanding into primary care. For sev-
eral years, UnitedHealth Group’s healthcare services division, Optum, has been
quietly buying up physician practices, and according to recent estimates, Optum’s
physician network—comprising more than 70,000 physicians—is reported to make

14See Office of Broward County Auditor, “Audit of Pharmacy Benefit Management Services
Agreement,” 2017, accessible online: htips://www.broward.org/Auditor/Reports/Documents/
2017 _1212%20Agenda%20Review%200f%20Pharmacy%20Benefit%20Management%20Services%2
0by%20StoneBridge /2017 _1212%20Exh1_OptumRx.pdf.

15 See, Alia Paavola, “CVS Health reportedly launching a GPO called Zinc,” Becker’s Hospital
Review, June 30, 2020. Accessible at: hitps:/ /www.beckershospitalreview.com /pharmacy/cvs-
health-reportedly-launching-a-gpo-called-zinc.html; htips:/ /www.drugchannels.net/2021/08/
drug-channels-news-roundup-august-2021.html.

16 See Office of Broward County Auditor, “Audit of Pharmacy Benefit Management Services
Agreement,” 2017, accessible online: hAttps://www.broward.org/Auditor/Reports/Documents/
2017_1212%20Agenda%20Review%200f%20Pharmacy%20Benefit%20Management%20Services %2
0by%20StoneBridge /2017 _1212%20Exh1_OptumRx.pdf.

1742 CFR §1001.952().
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up over 5% of all U.S. physicians.1® Similarly, CVS Health—already known for its
operation of in-store Minute Clinics, as well as its $8 billion acquisition of Signify
Health 19—recently acquired Oak Street Health, an operator of nearly 170 medical
centers—for $10.6 billion.2° Possibly based on fear of giving up territory, Evernorth,
the health services arm of Cigna, invested $2.5 billion in Walgreens-backed
VillageMD’s acquisition of medical practice, Summit Health, for almost $9 billion,2!
highlighting the veritable “arms race” for primary care providers integrated within
PBM businesses.22 In each instance of creative consolidation or integration, medical
providers that do not sell out are weakened through reduced rates, pharmacies are
harmed by reduced reimbursement rates and network shut outs, consumers are
harmed through increased copays.23

Finally, each of the big three PBMs has equally sought to find other areas of
vertical integration to give themselves greater control of the marketplace and drug
supply chain. PBMs and their affiliated companies use their influence over the mar-
ketplace to ensure their own specialty pharmacies get access to many Exclusive or
Limited Distribution Drugs (EDDs/LDDs). EDDs/LDDs are sold by drug manufac-
tures to a single or limited number of specialty pharmacies. Those pharmacies able
to buy these EDDs/LDDs gain immediate benefits by way of exclusive or near exclu-
sive access to patients that require these unique medications. PBMs assert their in-
fluence even on more commonly accessible medications. For drugs distributed
through a broader supply chain, PBMs can demand lower price from manufacturers
and distributors and then distributors are forced to charge independent pharmacies
more for the same drugs sold to PBM-owned pharmacies.

Further, in a bid to corner the explosive 340B market, CVS Health acquired the
software provider and third-party administrator, Wellpartner, in 2018, giving it di-
rect insight and control into millions of 340B reconciliations between covered enti-
ties and contract pharmacies, even when CVS is not involved as a pharmacy or
PBM.24 This has enabled CVS Health to dominate the 340B contract pharmacy and
third-party administrator (TPA) marketplace, to the point where State Attorney
Generals have begun to initiate enforcement actions against the conglomerate over
antitrust and anticompetition violations.25 Today, we are calling on the government
and manufactures to investigate just how much of 340B revenue is siphoned by
PBMs and their wholly owned TPAs.

Likewise, in 2017, Express Scripts acquired eviCore Healthcare, a utilization man-
agement and “medical benefits manager,” providing Express Scripts visibility and
access to millions of drug claims billed and reimbursed under the medical benefit
(as opposed to the pharmacy benefit).26 Medical providers must take note. Lastly
and perhaps most concerningly is United HealthGroup’s acquisition of Change
Healthcare for $13 billion, which was completed last year, despite a direct (albeit,
unsuccessful) legal challenge by the Department of Justice.2?” The Department of
Justice had good reason to block this transaction, as Change Healthcare operates
a “healthcare claims clearinghouse,” receiving, processing and transmitting claims
data from many different pharmacy providers and PBMs, and United’s ownership
of the platform would give the company insight into virtually every pharmacy claim
processed in the country.28

18 See https:/ | www.medpagetoday.com [ special-reports [ exclusives /| 100531; https:/ | www.becker
spayer.com [ payer | meet-americas-largest-employer-of-physicians-unitedhealth-group.html.

19 See https:/ |www.healthcaredive.com | news | cvs-signify-amazon-unitedhealth-acquisition-
home-health | 631200/ #:~:text=Dive%20Brief%3A,for %20the%20home%20healthcare%20company.

20 See hitps:/ [www.costar.com /article | 790165595 | cus-races-rivals-in-expanding-primary-care-
centers-with-106-billion-oak-street-health-deal.

21 See hitps:/ | www.healthcaredive.com | news / cigna-evernorth-villagemd-investment-walgreens-
summit-value-based-care /636116 /.

22 See hitps:/ |www.healthcaredive.com | news / cigna-merger-acquisition-strategy-insurers | 6357
09/.
23 Ibid.

24/See hitps:/ | www.blueandco.com [ cvs-health-has-acquired-340b-software-provider-wellpartner
-inc/.

25See hitps:/ |ag.ny.gov | press-release | 2022 | attorney-general-james-sues-cvs-harming-new-york
-safety-net-hospitals-and-clinics.

26 See https:| |www.prnewswire.com [ news-releases [ express-scripts-closes-acquisition-of-evicore-
companies-unite-to-improve-healthcare-for-100-million-americans-300572207. html.

27See hitps:/ |www.forbes.com [ sites | brucejapsen /2022 /10/ 03/ unitedhealth-closes-optums-13-
billion-change-healthcare-deal | 2sh=593f7ee7ccc9.

28 See  hitps:/ |www.justice.gov /opa/ pr/justice-department-sues-block-unitedhealth-group-s-ac-
quisition-change-healthcare; https:/ |www.fiercehealthcare.com / payers/doj-appeal-unitedhealth-
change-healthcare-merger-challenge.
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This rapid evolution of the PBM and health insurance industry shows how a limited
number of corporations wield an outsized level of power in the prescription drug cov-
erage marketplace. Fewer payers harms patients, especially those requiring spe-
cialty medications. Powerful payers, when integrated with PBMs, chain pharmacies
and PBM-owned specialty pharmacies, present unique challenges to drug whole-
salers and manufacturers. These integrated companies have greater abilities to con-
trol the nature and direction of patients’ care, drug formularies, including what type
of care/dn(llgs patients receive, from whom they receive it, and in what setting they
are treated.

Fewer payers means that a provider is not able to survive without network access
to each PBM. Exclusion from one PBM with a market share of 35% means that the
provider loses out on a major portion of the patient population.

Figure 2. Market Share by PBM in U.S. Prescription Benefits Market in 2021
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As illustrated in the figure above, consolidation has created merged entities that
have oppressive power over many stakeholders in the supply chain. This creates a
virtual chokehold note only on independent pharmacy providers, but on pharmacy
services administrative organizations (PSAOs), plan sponsors, manufacturers, dis-
tributors and patients alike. Market dominance has allowed PBMs to get away with
abusive practices. Challenges are met with retaliation, actual, threatened or per-
ceived.

Whether it is outsized manufacturer rebates PBMs demand from manufacturers or
direct and indirect remuneration (DIR) fees extracted from pharmacies, PBM prac-
tices fuel drug prices. Whether it is unreasonable barriers to entry such as requiring
specialty pharmacies to have multiple “accreditations”, network exclusions or man-
datory “white bagging”30 forcing patients to receive inferior service at higher costs.
Whether it is employing insidious copay maximizer programs 3! or deceptive pricing

29 Exhibit 87 in The 2022 Economic Report on U.S. Pharmacies and Pharmacy Benefit Man-
agers, Drug Channels Institute. Available at http:/ /drugchannelsinstitute.com /products/indus-
try-reports /.

30 White bagging is a practice involving healthcare providers (such as doctors, clinics, and hos-
pitals) and pharmacies, whereby a patient’s medication to be used in a procedure is sent directly
by the pharmacy to the provider at which the patient is receiving care. Many payers, primarily
large national insurers, have recently begun to mandate white bagging by requiring that in-
office administered medications be purchased and dispensed through the payers’ pharmacies, as
opposed to being sourced and provided by the administering provider. Healthcare providers are
t}ﬁen expected to receive and administer this medication filled and dispensed by the payer-owned
pharmacy.

31 Copay maximizers are programs instituted to ensure that the maximum value of a manufac-
turer’s copay coupon is realized by the PBM, even if normal plan design would yield a lower
copay amount. Copay maximizer programs often intentionally “increase” the patient’s out-of-
pocket costs to reflect the maximum availability of support offered by a manufacturer copay cou-
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and reimbursement techniques. Or worse yet, whether it is essentially practicing
medicine, through “fail first” step therapy, prior authorization requirements, or for-
mulary exclusions, many of which favor not the least expensive medication, but the
most profitable one for the PBM. Through vertical integration, PBMs have become
both the “arsonists and firefighters” of drug prices.32 Each tactic is made possible
by the PBMs’ sheer levels of dominance at all levels of the health care continuum.
This consolidation has hurt medical care, made independent pharmacy unprofitable,
while fueling both drug prices and costs to patients and plan sponsors alike.

C. Who Chooses PBMs?

This level of horizontal consolidation, combined with vertical integration, leaves lit-
tle choice for patients, pharmacy providers and plan sponsors in trying to escape
PBM abuses. Because of vertical integration, no patient, no plan sponsor, and no
pharmacy provider can choose a PBM.

As noted above, PBMs are typically contracted directly with plan sponsors, or
through health insurance companies. But PBMs have structured the system to their
benefit through consolidation. For example, PDPs often give no bid contracts to their
wholly-owned PBM subsidiaries, i.e.,, SilverScript/Aetna selects Caremark at its
PBM; Cigna selects Express Scripts as its PBM; and UnitedHealthcare selects
OptumRx as its PBM. Why is this practice a cause for concern? When these rela-
tionships are structured in a vertically integrated manner with affiliated entities
participating in every aspect of the process, it diminishes accountability. For exam-
ple, PBMs can hide rebates and manipulate the drug expense/medical loss ratio.
This consolidation also has an impact on the quality of patient care. Consider a sce-
nario where a patient has received subpar care or been compelled to pay higher
prices as a result of a PBM’s actions. What meaningful choice does that patient have
in selecting another PBM? If the patient receives prescription drug coverage through
their job, it is the patient’s employer (or more likely, the employer’s benefits broker)
who selects the PBM. The patient’s only option at that point would be to look for
another job. Patients’ ability to meaningfully select a new PBM does not improve
if they are a Medicare Part D beneficiary. Patients select among Part D Plan Spon-
sors, not PBMs. When Part D Plan Sponsors are owned directly by PBMs, patients
are locked into a particular PBM. Moreover, the number of standalone Part D Plans
has steadily decreased since 2006, and geographic market share concentration often
result in no real choice for patients to switch PBMs.33

This concept is even more pronounced in the context of Medicaid managed care. For
example, in Bronx County, New York, eight of the thirteen Medicaid MCO plans uti-
lized Caremark as the processing PBM, nearly guaranteeing that a Medicaid-eligible
patient will have benefits processed by Caremark, regardless of the insurance plan
selected.34

D. Ripe Conditions for PBM Profiteering

As a result of this control over the marketplace, PBMs have created truly ripe condi-
tions to profit at the expense of patients, plan sponsors, manufacturers, taxpayers
and other pharmacy providers. For example, PBMs have used this leverage and
vertical integration to pay their own pharmacies more money than the PBM pays
independent pharmacy providers, allowing PBMs to squeeze out competition.35 At
the same time, PBMs continually charge plan sponsors more than what they are
paying pharmacy providers through a tactic known as “spread pricing.” Dozens of
states have filed suit against numerous PBMs over spread pricing in state Medicaid
programs.36 In addition to increasing profits by spread pricing, PBMs actively re-

pon program. This aims to ensure that the full value of the manufacturer’s copay savings pro-
gram is extracted for the benefit of the plan.

32 See https: | |www.healio.com [ news [ rheumatology | 20220214 | vertical-integration-secures-
pbms-as-arsonists-and-firefighters-of-drug-prices.

33See htips:/ /wwuw.kff.org | medicare [issue-brief/ medicare-part-d-a-first-look-at-medicare-pre-
scription-drug-plans-in-2022/;  https:/ /www.cms.gov | medicare [ prescription-drug-coverage | pre
scriptiondrugcovgenin.

34 See https:/ www.health.ny.gov / health_care/managed_care/plans/mcp_dir_by_cnty.htm.

353 Axis Advisors, Sunshine in the Black Box of Pharmacy Benefits Management: Florida
Medicaid Pharmacy Claims Analysis, 1, 3-4, January 30, 2020.

36 See, 3 Axis Advisors, Sunshine in the Black Box of Pharmacy Benefits Management: Florida
Medicaid Pharmacy Claims Analysis, 1, 3—4, January 30, 2020; 46 Brooklyn, New Pricing Anal-
ysis Reveals Where PBMs and Pharmacies Make Their Money, April 21, 2019, https://
www.46brooklyn.com [research /2019 /4 /21 | new-pricing-data-reveals-where-pbms-and-phar-
macies-make-their-money (observing that despite lower payouts to pharmacies and a deflating

Continued



90

duce coverage of potentially lower cost products in favor of highly reimbursable
products.3? In particularly egregious examples of this, PBMs have taken to decep-
tively including prescription discount card programs into their benefit, literally de-
ceiving Medicare Part D patients into believing that their low-cost generic medica-
tions are being covered, when in reality, they have been processed through a pre-
scription discount card. Thus, rather than simply cover a lower cost generic where
the patient could pay little to no copay, the PBM excludes coverage for the generic
altogether in favor of a highly-rebated brand, forcing the patient to unknowingly
pay the entire amount of the generic medication.38

The level of PBM profiteering only expands when considering other lines of business
operated by PBMs. For example, in the context of 340B, in addition to fees taken
by contract pharmacies owned and operated by PBMs, third-party administrators,
such as CVS-owned Wellpartner, assess additional fees on every 340B eligible claim,
which are “percentage[s] of margin,” and can be as high as 15% of the cost of the
drug, destroying the intended purpose of 340B.39

This all begs the question: just how much do PBMs siphon off? Between spread pric-
ing and pharmacy direct and indirect remuneration (DIR) fees,%0 rebates and trans-
action fees, 340B third party administrative fees, for every dollar spend towards a
prescription medication, it can be estimated that PBMs (or their affiliates) retain
more than $0.50. This is illustrated in Figure 3.

Figure 3. PBM Profits Under the 340B Program

PBM claws back a DIR fee which comes
out of Covered Entity’s proceeds (~5%)

/ Bl PEM obtains rebate from manufacturer
il for formulary placement (~25%)

PBM-owned 340B third party administrator
takes processing fee to reconcile payment
to Covered Entity (~7.5%)

PBM first takes nominal transaction fee
off the top for claims adjudication (~1%)

Thus, vertical integration and horizontal consolidation has harmed patients, plan
sponsors, manufacturers, taxpayers and providers, alike.

III. Top Barriers Erected by PBMs

Alongside consolidation, PBMs and their affiliated entities leverage their increasing
influence over the marketplace to force manufacturers to increase the list price of
drugs, increase PBM profits, reduce patient drug coverage, and decrease the viabil-

generic market, Ohio’s generic drug unit costs increased 1.8% in SFY 2017 and, of the total state
spending on generic drugs, 31.4% went to PBMs via spread pricing); hitps://www.
paauditor.gov | Media | Default | Reports | RPT PBMs FINAL.pdf.

37Federal Trade Commission, Policy Statement of the Federal Trade Commission on Rebates
and Fees in Exchange for Excluding Lower-Cost Drug Products at 1 (June 16, 2022).

38 See, United States ex rel. Ellsworth Associates, LLP v. CVS. Health Corp., et al., 2:19—cv—
02553, Dkt 18 (2022); hitps://www.fiercehealthcare.com /payers/whistleblower-suit-cvs-pre-
vented-part-d-members-accessing-generics.

39 See, RxStrategies, Inc. v. CVS Pharmacy, Inc. and Wellpartner, LLC, 8:18-cv—-01087, Dkt
1 (2018); hitps:/ [ news.bloomberglaw.com [ health-law-and-business / cvs-facing-twin-lawsuits-
over-conduct-in-drug-market.

40“PDIR” stands for “Direct and Indirect Remuneration,” and describes any kind of remunera-
tion Part D Plan Sponsors (PDPs) or their Pharmacy Benefit Managers (PBMs) may receive
from any source that offsets the PDP’s costs. “DIR” is a colloquial term generally used by the
pharmacy industry that has been adopted by most stakeholders, and even legislators, to describe
a particular kind of DIR that CMS typically refers to as “pharmacy price concessions.” https://
www.frierlevitt.com | articles | what-are-dir-fees-and-clawbacks /.
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ity of independent pharmacy competitors. Below is a discussion of the top barriers
erected by PBMs.41

With respect to specialty medications, which make up an ever-increasing segment
of the drug spend, the Department of Health and Human Services Assistant Sec-
retary for Planning and Evaluation, Office of Science & Data Policy released a re-
port42 on “Trends in Prescription Drug Spending, 2016-2021” in September 2022
detailing the impact of specialty medications. The report identified that the U.S.
health care system spent $421 billion for drugs filled in an outpatient setting, in-
cluding standalone pharmacies and mail order prescriptions. The report specified,
“[dlrug spending is heavily driven by a relatively small number of high-cost prod-
ucts.” Following the 80/20 rule, 80% of prescriptions that Americans fill are for less
costly generic drugs, yet the 20% brand name prescriptions represent 80% of the
cost of drugs dispensed. The report also highlighted that “the top 10% of drugs by
price make up fewer than 1% of all prescriptions.” Expensive specialty drugs rep-
resent about more than 50% of drug spend.43 In short, a relative few expensive spe-
cialty drugs drive a significant portion of the drug spend in the United States.

A. PBMs Set Unreasonably Low Specialty Drug Reimbursement Hurt-
ing Independent Competition In Violation of the Law

PBMs know the unique considerations surrounding specialty medications, and rou-
tinely pay an unreasonably low reimbursement for specialty medications dispensed
by independent pharmacy providers. The impact of this unreasonable reimburse-
ment is acutely targeted to only a few—yet critical—specialty pharmacies. According
to PBMs’ own analyses, less than 1% of pharmacies dispense more than 25% of their
claims as specialty medications.4#* The most insidious PBM tactic to effectuate un-
reasonable reimbursement is DIR Fees. PBMs assess DIR Fees only after the phar-
macy is it will be paid a higher price by PBM. Specialty pharmacies45 pay more
than one-half of the total DIR Fees that PBMs collect from pharmacy providers.46
Incredibly, even CMS found that pharmacy DIR fees “grew more than 107,400 per-
cent between 2010 and 2020.”47 Medicare Payment Advisory Commission (MedPAC),
an independent congressional agency established to advise Congress on issues af-
fecting the Medicare program, estimated that in 2021 pharmacy DIR Fees totaled
$12.6 billion, or 6% of gross Medicare Part D spending.48 Making matters worse,
specialty pharmacies have incredibly small profit margins as a proportion of revenue
after the cost of acquiring expensive specialty medications. The single digit gross
profit margins after the cost of drug acquisition are easily eclipsed by the percent-
age-based DIR fees now prevalent in the Medicare Part D marketplace. Currently,
specialty pharmacies regularly experience DIR Fees in excess of 10% with the true
range of up to 31% of ingredient cost. The DIR Fees PBMs charge to specialty phar-
macies has increased at exponential rates. The below chart plots out the exponential
increase in DIR Fees experienced by a single provider in a PBM network from 2016
through 2022.

41Redactions are made in the remainder of this submission because of PBM requirements that
certain contract documents, disputes, and facts learned in arbitration are required to remain
confidential.

42The Department of Health and Human Services Assistant Secretary for Planning and Eval-
uation, Office of Science and Data Policy, Trends in Prescription Drug Spending, 2016-2021
(September 2022). Available at htips:/ /aspe.hhs.gov/sites/default/files /| documents|/88¢547c976
e915fc31fe2c6903ac0bc9 /| sdp-trends-prescription-drug-spending.pdf.

43 https: | |www.drugchannelsinstitute.com /files | Fein-Long-Asembia-03May2022.pdf.

44 See, e.g., CVS Health/Caremark, Performance Network Program, Specialty Strategy 2017/
2018.

45There are only 1,123 ACHC accredited pharmacies offering specialty services in the United
States. See hitps:/ | www.achc.org/find-a-provider /.

46]d.

4787 FR 1842, 1910.

48 Medicare Payment Policy Report to Congress, Medicare Payment Advisory Commission,
March 2023. https:/ /www.medpac.gov /wp-content /uploads/2023 /03 / Mar23_MedPAC Report_
To Congress SEC.pdf.
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Figure 4. DIR Fees as a Percentage of Ingredient Cost Experienced by a Single Provider from
2016-2022:
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New York Cancer and Blood Specialists, LLC v Caremark, LLC et al., AAA Case
No. 01-21-0016-4612, Expert Report of Laura E. Coe (December 30, 2022). DIR
Fees of this magnitude simply cannot be justified and lead directly to unreasonable
reimbursement rates notwithstanding the clear law, regulation, and guidance that
terms and conditions must be reasonable and relevant.

B. Federal Law, Regulation and Guidance Requires that Medicare
Part D Terms and Conditions be “Reasonable and Relevant”—DIR
Fees and Unreasonably Low Reimbursement Terms Violate the
Law

The law creates obligations on PBMs and plan sponsors to not only offer standard
terms and conditions that allow participation in Medicare Part D network, but also
require those terms and conditions to be both reasonable and relevant, with reim-
bursement that is not unreasonably low. Congress enacted the federal “Any Willing
Provider” law (AWPL) as part of the Social Security Act applicable to Medicare Part
D. 42 U.S.C. §1395w-104(b)(1)(A) states that “[a] prescription drug plan shall per-
mit the participation of any pharmacy that meets the terms and conditions under
the plan.” CMS has enacted additional regulations and guidance documents to en-
force the AWPL. In doing so, CMS enacted regulations to ensure the “terms and
conditions for participation” in Medicare Part D networks are “reasonable and rel-
evant,” so that providers, themselves, are not only willing to participate, but able
to do so under objectively reasonable terms. DIR fees violate that standard because
they are not “reasonable” and are also not “relevant.” Congress permits agencies
like CMS to clarify statutes by enacting regulations that expand upon—but cannot
be inconsistent with—federal statutes. CMS codified the meaning of the AWPL in
guidance documents contained in the Code of Federal Regulations (CFR). CMS codi-
fied the AWPL to require that Part D plan sponsors must agree to have “a standard
contract with reasonable and relevant terms and conditions of participation
whereby any willing pharmacy may access the standard contract and participate as
a network pharmacy.” 42 C.F.R. §423.505(b)(18) (emphasis added). To further clar-
ify the aforementioned statutes and regulations applicable to the Medicare Program,
CMS has issued guidance in the form of the Medicare Prescription Drug Benefit
Manual (the “Med D Manual”). CMS is cognizant that one of, if not the most impor-
tant term and condition for a provider to effectively participate in the Part D net-
work, is the reimbursement rate. To ensure that Plan Sponsors offer a “standard
contract with reasonable and relevant terms and conditions of participation” CMS
has explicitly stated that:

Offering pharmacies unreasonably low reimbursement rates for
certain “specialty” drugs may not be used to subvert the convenient ac-
cess standards. In other words, Part D sponsors must offer reasonable
and relevant reimbursement terms for all Part D drugs as required by
[the Medicare AWPL].49

49 Medicare Prescription Drug Benefit Manual, Chapter 5, Section 50.3.
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Unreasonable reimbursement impacts not only specialty pharmacies, but also pa-
tients. CMS has found that DIR Fees negatively impact patients because these fees
are “not reflected in lower drug prices at the point-of-sale and are instead used to
reduce plan liability,” and “beneficiaries who utilize drugs end up paying a larger
share of the actual cost of a drug.”?® More broadly, though, is that unreasonably
low reimbursement rates results in significant pharmacy consolidation, exacerbating
the impact of broader consolidation in the healthcare marketplace. Unreasonable
low reimbursement rates increase PBM acquisition of independent pharmacy pro-
viders because the same entities that set unreasonable low reimbursement rates
(health insurance companies and their PBMs) are the entities profiting from DIR
and then purchasing independent pharmacy providers. After the PBM purchases the
independent pharmacy provider, the pharmacy will likely receive a higher reim-
bursement. This is because of preferential reimbursement agreements between
PBMs and their wholly owned pharmacies.

To illustrate this consolidation in real-world terms, consider the changes in the larg-
est specialty providers from 2015 to 2022. In 2015, the total specialty drug spend
equaled $98.3 billion. Fifty-six percent of the specialty drug spend was channeled
through specialty pharmacies owned by the same parent company as Caremark,
ESI, OptumRx and Humana. By 2021 those figures ballooned to total $191.6 billion
with $127.1 billion, or 66.5% of the specialty market captured by specialty phar-
macies owned by the same parent company as Caremark, ESI, OptumRx and
Humana. Perhaps even more telling is a comparison between the specialty phar-
macy market share in 2015 to 2021, below. In short, the largest independent spe-
cialty pharmacies in 2015 have been acquired by PBMs.

Figure 5. Pharmacy Revenue and Market Share from Specialty Pharmacies
in 2015:

Pharmacy Revenues and Market Share from Specialty
Pharmaceuticals, by Company, 2015

EsIt)i.mated' 2015
Parent 1spensing Share of
Pharmacy Name Organization sfi,e:c?;‘ﬁ;snf:ﬁ?s Revenues
($ billions)
CVS Caremark Specialty Pharmacy/

CVS drugstores ! CVS Health $29.6 30%
Accredo Express Scripts $17.2 18%
Walgreens  Specialty = Pharmacy/

Walgreens drugstores 2 Walgreens Boots $9.8 10%

Alliance
BriovaRx3 UnitedHealth $6.5 7%
Group
(OptumRx)

Diplomat Pharmacy 4 n/a $3.4 3%
Prime Therapeutics Specialty Phar-

macy Prime $2.5 3%

Therapeutics

Humana Specialty Pharmacy Humana $1.7 2%
Avella Specialty Pharmacy n/a $1.1 1%
Cigna Specialty Pharmacy Cigna $0.9 1%
BioPlus Specialty Pharmacy Services n/a $0.8 1%

5087 FR 1842, 1911.
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Pharmacy Revenues and Market Share from Specialty
Pharmaceuticals, by Company, 2015—Continued

EsIt)i.mated' 2015
Parent 1spensing Share of
Pharmacy Name Organization sfi,e(:c‘zgﬁ;spfﬁﬁ';s Revenues
($ billions)
All other retail, mail, and specialty
pharmacies n/a $24.9 25%
Total $98.3 100%

Includes revenues from retail, specialty, and mail pharmacies. Excludes revenues from network pharmacies
of PBMéowned specialty pharmacies and infusion services covered by medical benefit. Totals may not sum due
to rounding.

1Includes CVS/Caremark Specialty Pharmacy and CVS/retail drugstores. Includes Aetna specialty pharmacy
volume. Includes pro forma full-year estimated revenues from Omnicare’s specialty pharmacy (Adanvced Care
Scripts). Excludes estimated infusion services covered by medical benefit and specialty revenues from Target
pharmacies.

2North American revenues only.

3Includes pro forma full-year estimated specialty dispensing revenues from Catamaran.

4Includes pro forma full-year revenues from BioRx and Burman’s Specialty Pharmacy.

Source: Pembroke Consulting research and estimates. This table appears as Exhibit 41 in: Fein, Adam J.,
The 2016 Ecomomic Report on Retail, Mail, and Specialty Pharmacies, Drug Channels Institute, January
2016. Available at http://drugchannelsinstitute.com | products/industry report/pharmacy/.

By 2021, Avella Specialty Pharmacy and Diplomat Pharmacy, two of the largest at
the time, were both bought by OptumRx’s owner United Healthcare in 201851 and
201952 respectively. Further, Prime Therapeutics and Walgreens entered a joint
venture to form AllianceRx,%3 and later Prime Therapeutics entered a joint venture
with Express Scripts ¢ whereby Prime Therapeutics utilizes Express Scripts’ PBM
services as a significant portion of Prime Therapeutics’ claims adjudication.

Figure 6. Pharmacy Revenue and Market Share from Specialty Pharmacies
in 2021:

Prescription Revenues and Market Share from Specialty
Pharmaceuticals, By Company, 2021

Estimated 2021
U.S. Prescription Pr%hz:f ;:Jifon
Pharmacy Name Parent Organization SRevenixestrom Rev. eflu els) from
ecialty Drugs :
P($ bill}ir ons) 8 Specialty Drugs
CVS Specialty ! CVS Health $52.9 28%
Accredo/Freedom Fertility Cigna (Evernorth/ $43.5 23%
Express Scripts)
Optum Specialty Pharmacy 2 UnitedHealth $25.8 14%
Group (OptumRx)
AllianceRx  Walgreens Prime/ | Walgreens Boots $19.2 10%
Walgreens stores Alliance 3
Humana Specialty Pharmacy Humana $4.9 3%
Acaria Health4 Centene (Envolve $4.7 2%
Health)

51 UnitedHealthcare, Inc., (2018), Form 10-Q. U.S. Securities and Exchange Commission.
httf)s:/ /ujil;)’w.unitedhealthgroup.com /content /dam |UHG | PDF |investors /2018 /| UNH-Q3-2018-
Release.pdf.

52 UnitedHealthcare, Inc. (December 9, 2019), Diplomat, OptumRx Combining to Advance Ac-
cess to Specialty Pharmacy Care and Infusion Services, Improve Health Outcomes. hitps://
www.unitedhealthgroup.com [ newsroom /2019 /2019-12-9-optumrx-diplomat-combination.html.

53 See https:/ |www.alliancerxwp.com [ contents | press-releases | alliancerx-walgreens-prime-
begin.html.

54 See https:/ [ medcitynews.com [2019/ 12 | express-scripts-strikes-partnership-with-prime-thera-
peutics/.
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Prescription Revenues and Market Share from Specialty
Pharmaceuticals, By Company, 2021—Continued

Estimated 2021
U.S. Prescription Pri}sl(?:f ?ifon
Pharmacy Name Parent Organization SReve.nl\:estrom Rev enueg from
pecialty Drugs H
(8 billions) Specialty Drugs

Kroger  Specialty  Pharmacy/ | Kroger $4.0 2%

Kroger stores
CarePathRx5 n/a $2.0 1%
Specialty Pharmacy Solutions ¢ McKesson $1.8 1%
AHF Pharmacy AIDS Healthcare $1.7 1%

Foundation

US Bioservices AmerisourceBergen $1.6 1%
SenderraRx n/a $1.3 1%
Walmart Specialty Pharmacy/ | Walmart $1.1 1%

Walmart stores
Elixir Specialty/Rite Aid stores Rite Aid $0.8 0%
Amber Pharmacy/Hy-Vee stores Hy-Vee $0.6 0%
All other retail, mail, long-term | n/a $25.7 13%

care, and specialty pharmacies
Total $191.6 100%

Source: The 2022 Economic Report on U.S. Pharmacies and Pharmacy Benefit Managers, Drug Channels In-
stitute, 2022, Exhibit 48. Includes revenues from retail, specialty, and mail pharmacies. Includes specialty rev-
enues from retail locations, where relevant. Excludes revenues from network pharmacies of PBM-owned spe-
cialty pharmacies and infusion services covered by medical benefit. Totals may not sum due to rounding.

1Includes CVS Caremark Specialty pharmacies and CVS retail pharmacies.

2Formerly known as BriovaRx.

30n December 31, 2021, Walgreens purchased Prime Therapeutics’ 45% ownership interest in AllianceRx
Walgreens Prime, so this business has no PBM ownership in 2022. Effective June 2022, the company will be
known as AllianceRx Walgreens Pharmacy.

4Includes Drug Channels Institute estimated revenues from AcariaHealth, Exactus Pharmacy Solutions,
Foundation Care, and PANTHERx Rare Pharmacy.

5Includes Drug Channels Institute estimated revenues from BioPlus Specialty Pharmacy, ExactCare Phar-
macy, and the management services organization of Chartwell Pennsylvania.

6Includes Biologics by McKesson and the Patient Assistance Pharmacy (formerly known as Care Advantage).

Already in 2023, there have been additional consolidations. For example, in Feb-
ruary, CarepathRx sold its specialty pharmacy, BioPlus, to Elevance 55 (previously
known as Anthem), a plan sponsor that utilizes CVS Health’s PBM, Caremark.
Independent reports by 3 Axis Advisors found that PBMs are overpricing medica-
tions when dispensed at PBM affiliated pharmacies, illustrating one way in which
consolidation increases costs.5¢

C. The Post-DIR Fee World Does Not Improve Pharmacy Reimburse-
ment

In May 2022 CMS released a Final Rule reinterpreting the term “Negotiated
Prices.”57 Effective January 1, 2024, CMS removed an exception where contingent
pharmacy payment adjustments that “cannot reasonably be determined at the point-
of-sale” (aka DIR fees) were not included in the Negotiated Price upon which PDPs
submit bids. The real impact of the Final Rule essentially eliminates the profit-
ability that Part D Plans and PBMs enjoyed arising from pharmacy DIR fees, be-

55 See https:/ |www.elevancehealth.com | newsroom [ elevance-health-announces-closing-of-
bioplus-acquisition.

56 Sunshine in the Black Box of Pharmacy Benefits Management: Florida Medicaid Pharmacy
Claims Analysis, annuary 30, 2020. https://staticl.squarespace.com/static/5c¢326d5596e76f58
234632 [t/ 5e384f26fc490b221da7ced1 /1580748598035 | FL+Master+Final+Download.pdf.

57 See https:| |www.frierlevitt.com | articles | pharmacy-alert-cms-proposes-rule-that-may-end-
di;-fggs/—but-whether-pharmacies-will-beneﬁt-is-questionable-comments-on-new-rule-due-by-march-
7-2022/.
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cause when DIR fees can be excluded from the Negotiated Price, nearly all DIR fee
revenue goes right to Part D Plan profits. To make up for that lost DIR profit, Part
D Plans and PBMs have already started to amend contracts to reimburse phar-
macies at drastically lower rates to keep their past profitability.5®8 Some 2024 reim-
bursement rates have become public. In 2024 Express Scripts (ESI) will reimburse
brand medications at AWP-26.3%. Our research shows that virtually no pharmacies,
other than PBM-owned pharmacies or 340B Covered Entities are able to acquire
brand drugs at rates at or lower than ESI’s new rate.5? If ESI can get away with
AWP-26.30%, often more than 3% lower than the previous year’s rates, more than
other PBMs are sure to follow. The result of reimbursement below drug wholesale
costs will put pharmacies, and particularly pharmacies dispensing predominantly
brand drugs such as specialty pharmacies out of business.

D. Even as PBMs Reimburse Specialty Pharmacy Less, Affiliated
Plan Sponsors are Paid More For the Sicker Beneficiaries Spe-
cialty Pharmacies Serve

In the capitated Medicare Part D space, explained below, Medicare Plan Sponsors
are paid more per member per month for sicker patients, such as when a Medicare
beneficiary has cancer. Medicare Part D Plan Sponsors are paid better for managing
patients receiving specialty medications.

Medicare Part D is funded using federal monies drawn from the government’s Sup-
plementary Medical Insurance trust fund. The Supplementary Medical Insurance
trust fund’s chief revenue sources are contributions from the federal general fund
(74%), beneficiary premium payments (15%), and state contributions (11%). The
monthly premium paid by enrollees is set to cover 25.5% of the cost of standard pre-
scription drug coverage, with the Medicare program subsidizing the remining 74.5%
based on bids submitting by PDPs.60

Medicare Part D is a capitated model, meaning that CMS will make a capitated,
or fixed, per member per month, payment to the PDP to cover the prescription drug
benefits for each of the PDP’s beneficiaries. PDPs base their capitated payments to
PDPs based on bids submitted to CMS on an annual basis and through a process
referred to as “risk adjustment.” In other words, the amount CMS pays a PDP to
manage the prescription drug benefits for Part D beneficiaries is not always uni-
form. Rather, CMS’ per member per month capitated payments to PDPs reflect an-
ticipated costs of providing care to beneficiaries under the PDP. Risk adjustment is
thus an important process to ensuring adequate payments to PDPs.61 Without it,
PDPs may be incentivized to attract healthier patient pools, and discourage sicker
(costlier) patients from enrolling.

Through the “risk adjustment” process, CMS adjusts the per member per month
payments to PDPs to account for cost differences associated with various diseases
and demographic factors. PDPs are paid based on average rates, adjusted, for spe-
cific ailments and population base.®? In other words, the sicker a PDPs beneficiary
base is, the higher CMS’ pays PDP per member per month. Today, we are calling
for the Government to consider whether the reimbursement rates PBM pay to spe-
cialty pharmacies should take into account that PDPs are paid more to manage
these sicker beneficiaries, resulting in a reimbursement to specialty pharmacies that
recognizes their important role.

E. PBMs Argue Federal AWPL and Other Laws are not Applicable to
PBMs

Medicare’s AWPL guides all Medicare stakeholders. The importance of the AWPL
to curb PBM abuses, which impacts all stakeholders, cannot be overstated. But
when independent pharmacy providers or other stakeholders attempt to leverage
the AWPL to gain access to restricted networks, challenge DIR fees, or obtain rea-
sonable reimbursement rates, PBMs craft legal arguments designed to limit the
AWPL. These arguments include: (1) the AWPL does not apply to PBMs and only
applies to separate entities, (i.e., insurance companies and Part D Plan Sponsors);

58 See  hitps:/ |www.frierlevitt.com | articles | a-new-world-order-of-drastically-lower-pharmacy-
reimbursement-series-part-1-lower-net-pharmacy-reimbursement-following-cms-final-rule-on-dir-
fees/.

59See  hitps:/ |www.frierlevitt.com [ articles | a-new-world-order-of-drastically-lower-pharmacy-
reimbursement-part-2-the-threatened-future-of-independent-pharmacies /.

60See  hitps:/ | www.kff.org | medicare [ fact-sheet | an-overview-of-the-medicare-part-d-prescrip-
tion-drug-benefit /.

61 See htips:/ |www.americanactionforum.org | research | primer-medicare-risk-adjustment /.

62 See generally Medicare Managed Care Manual, Chapter 7—Risk Adjustment.



97

(2) even if the AWPL does apply to PBMs, the AWPL does not contain an expressed
private right of action, cannot be enforced by private parties, and only CMS can en-
force the AWPL; and (3) even if the AWPL applies to PBMs and could be enforced
by private parties, the scope of the AWPL is narrow and only requires the PBM and
Part D Plan Sponsors to provide sufficient access for patients (which, in theory,
could be satisfied solely through the PBMs’ wholly-owned pharmacies without inde-
pendent providers). These arguments have consistently been successful for PBMs in
public venues (court proceedings) and private venues (arbitration). Examples can be
found in the Eighth Circuit.63 Emboldened by the lack of expressed private right
of action in the AWPL, PBMs rely heavily on these arguments and consistently dis-
criminate against independent pharmacy providers.

The PBMs’ arguments are crafty but ignore governing federal law. The regulatory
“Flow Down” provisions of the AWPL unequivocally require Medicare Part D Plan
Sponsors to incorporate the AWPL into the contractual agreements with “first
tier”64 and “downstream”65 entities. Congress enacted the AWPL to govern the ad-
ministration of Medicare Part D benefits. CMS requires that Part D sponsors (e.g.,
Aetna, Blue Cross Blue Shield, Centene, Humana, SilverScript, and United
Healthcare), the “First Tier” entities (e.g., PBMs like Caremark, Express Scripts,
Humana, OptumRx, and Prime Therapeutics) and other “downstream” entities (e.g.,
pharmacy providers), to incorporate all Part D Rules (including the AWPL), into all
contracts. In fact, Congress could not have more clearly articulated the requirement
that “each and every contract must specify that first, downstream, and related enti-
ties must comply with all applicable federal laws, regulations, and CMS guidance.”66
PBMs cannot seriously dispute that, as a “first tier entity” like a PBM must comply
with the AWPL. This conclusion is in accord with other publicly disclosed arbitra-
tions against PBMs, including Senderra v. Caremark, LLC, et al.,67 and Mission
Wellness v. Caremark, LLC, et al.®8 Tellingly, in briefing this issue, after year of liti-
gation, Caremark was all but forced to admit that the AWPL governs Caremark’s
contract with pharmacy providers as part of an ultimately unsuccessful effort to va-
cate an arbitrator’s award.®9

PBMs posit that the Medicare Part D Prescription Drug Benefits Manual, Chapter
5, Section 50.5.3, comes under the title of “Convenient Access to LTC Pharmacies.”
PBMs argue that this only means there needs to be a pharmacy within a certain
geographic range of patients. To PBMs, the AWPL is only designed to ensure net-
work “access” even if that means patients only have access to PBM-owned phar-
macies, ignoring the clear regulations and CMS guidance. By virtue of vertical con-
solidation there are few areas where a PBM-owned chain or specialty pharmacy
does not have a physical location. CVS Pharmacy alone has over 9,600 locations.
Further, if mail order services are considered, CVS Specialty Pharmacy already
processes approximately 29% of all specialty drug claims. If geographic access alone
is the only metric to trigger Medicare’s AWPL, then Medicare’s AWPL would only
apply to an incredibly rural area like Craig, Alaska (population less than 2,000 peo-
ple), serviced by Whale Tail Pharmacy, where the next closest pharmacy is 2,000
miles away. Thus, PBMs take the position that if there is a PBM-owned pharmacy

63 See, e.g., United /Xcel-RX, LLC v. Express Scripts, Inc., No. 4:19-CV-00221-SRC, 2019 WL
5536806, at *4-5 (E.D. Mo. October 25, 2019) (dismissing plaintiff pharmacy’s breach of contract
claim because the AWPL did not confer a private right of action to private parties or entities);
see also Heartland Med., LLC v. Express Scripts, Inc., No. 4:17-CV-02873 JAR, 2018 WL
6831164, at *2 (E.D. Mo. December 27, 2018) (dismissing plaintiff's complaint entirely because
AWPL does not have a private right of action). The reason this is prominent in the Eighth Cir-
cuit is a venue provision in Express Scripts’ PBM-pharmacy contract mandating all disputes be
resolved exclusively by litigation in the Eastern District of Missouri.

64 First tier entity is defined as “any party that enters into a written arrangement, acceptable
to CMS, with a Part D plan sponsor or applicant to provide administrative services or health
care services for a Medicare eligible individual under Part D.” 42 CFR §423.501.

65 Downstream entity is defined as “any party that enters into a written arrangement, accept-
able to CMS, below the level of the arrangement between a Part D plan sponsor (or applicant)
and a first tier entity. These written arrangements continue down to the level of the ultimate
provider of both health and administrative services.” Id.

6642 CFR §423.505(1)(3)(iii).

67The Final Order explaining in Footnote 1 that “the arbitrator has already determined that
the AWPL applies to Caremark as a first-tier downstream entity.”

68 The Final Award concluding that Caremark breached the “Compliance with Laws” provision
by violating the AWPL.

69 Caremark LLC v. AIDS Healthcare Foundation, 2022 WL 4267791 (D. Ariz. Sept. 15, 2022)
(Wherein Caremark’s Post-Hearing Brief wherein Respondents admit the Any Willing Provider
Law governs Caremark’s standardized contract with pharmacies).
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across the street from an independent pharmacy, that independent pharmacy can
seek no refuge in the AWPL.

CMS is clear that the AWPL is not to be read this narrow. CMS guidance states
that “[olffering pharmacies unreasonably low reimbursement rates for certain ‘spe-
cialty’ drugs may not be used to subvert the convenient access standards. In other
words, Part D Plan Sponsors must offer reasonable and relevant reimbursement
terms for all Part D drugs as required by [the Medicare AWPL].”70 We ask that the
Senate direct CMS to reenforce this clear guidance that reimbursement terms must
be reasonable and relevant and investigate instances where PBMs are forcing com-
petitors out of the market simply to maintain their own profit margins.

F. Unconscionable PBM Contracts Restrain Pharmacy Providers
Which Further Stifles Healthy Competition

Unconscionable PBM contract provisions impose unreasonable restraints on pro-
viders who attempt to vindicate their contractual rights. However, both arbitrators
and courts have agreed that provisions of Caremark and OptumRx contract are un-
conscionable.”’! Generally, a contract or provision must be procedurally and sub-
stantively unconscionable before a court or arbitrator will decline to enforce it. Pro-
cedural unconscionability occurs when there is a defect in the bargaining process
where one party lacks bargaining power or competitive advantage to negotiate the
contract.”2 Additional factors include who drafted the contract, whether the terms
were explained to the weaker party, and whether negotiations were possible.”3 Sub-
stantive unconscionability occurs when the terms of the contract areoverly harsh or
one-sided, which can result from procedural unconscionability (i.e., lack of bar-
gaining power).74

In one of the few public results against CVS Caremark, the Arbitrator in Aids
Healthcare Foundation v. Caremark (“AHF”) determined that the terms and condi-
tions of Caremark’s DIR fee program could not be enforced because they were un-
conscionable due to Caremark’s considerable bargaining power, lack of alternative
options, and unilaterally imposed contractual terms.”> Similarly, the California
Court of Appeals held that provisions of Optum’s contract are unconscionable, not-
ing the lack of bargaining power for pharmacies, Optum’s ability to unilaterally im-
pose new contract terms at will, and that Optum can and has denied pharmacies
the same remedies that Optum has reserved for itself.76

These unconscionable terms are unilaterally imposed upon providers all with the
purpose of preventing PBMs practices from being challenged. The lack of bargaining
power, PBM’s ability to unilaterally impose new contract terms at will, and the fact
that PBMs deny pharmacy providers the same remedies that they reserve for them-
selves is a shocking standard that is pervasive throughout the industry.

1. PBMs Impose Contract Revisions and Updates Unilaterally
Without Negotiations or Even Signatures by Contracting Pro-
viders

Pharmacies are not able to negotiate PBM contract terms and conditions. PBMs reg-
ularly issue and unilaterally impose contract updates and addenda to their Provider
Manuals, which are a core contract document that govern the relationship between
the PBM and pharmacy provider. See Trial Testimony of Stephanie Harris, Infinity
Pharmacy, LLC et al. v. CVS Caremark, LLC et al., AAA Case No. 01-02-0001—
1835 T44:18 to 46:16 (August 3, 2022). Pharmacy providers typically learn that the
terms of their contract have been altered once a new document is received electroni-
cally, via facsimile, or sometimes through mail. Most often, and contrary to the basic
tenets of contract law, a signature is often not required for these contract addenda
to take effect. Caremark’s network enrollment forms typically advise that “[ylou will
be enrolled as a Provider [. . .] under the terms detailed in the attached Network

70 Medicare Prescription Drug Benefit Manual, Chapter 5, Section 50.3.

71See Caremark, LLC, et al. v. AIDS Healthcare Found., 2022 WL 4267791 (D. Ariz., Sep-
tember 15, 2022) (public confirmation of Arbitration award in favor of AHF that found terms
of Caremark’s contract were unconscionable); See also Platt, LLC v. OptumRx, Inc., 2023 WL
2507259 at ¥4 (Cal. Ct. App. March 15, 2023).

72See Clark v. Renaissance West, L.L.C., 232 Ariz. 510, 1 8 (2013); Cicle v. Chase Bank USA,
583 F.3d 549, 554 (8th Cir. 2009); Armendariz v. Found. Health Psychare Servs., Inc., 6 P. 3d
669, 690 (Cal. Sup. Ct. 2000).

73 Longnecker v. American Exp. Co., 23 F. Supp.3d 1099, 1109 (D. Ariz. 2014); Cicle, 583 F.3d
at755§ (8th Cir. 2009); Armendariz, 6 P.3d at 767 (2000).

4]1d.

75 AHF Award, p. 57 11 4-5.

76 See Platt, LLC v. OptumRx, Inc., 2023 WL 2507259 at *4 (Cal. Ct. App. March 15, 2023).
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Enrollment Forms unless you notify CVS Caremark in writing (via facsimile) [. . .]
that you do not want to enroll.” See Infinity Pharmacy, LLC et al. v. CVS Caremark,
LLC et al., AAA Case No. 01-02-0001-1835 Exhibit J—8, August 17, 2020 Commu-
nication.

PBMs also regularly issue Network Enrollment Forms (“NEFs”), which are consid-
ered part of the contract between the parties but do not require providers to sign
them. These NEFs contain terms for reimbursement and are typically presented to
providers without any opportunity to negotiate Unfortunately, if a provider opts out
of a particular network, that provider is typically unable to re-enter that network
until the next year as illustrated in the figure below:

See Infinity Pharmacy, LLC, Exhibit J—8, August 17, 2020 Communication.

Further, providers are required by PBMs to opt-out before they know which plans
will be participating in which network making it impossible for providers to “model
out” reimbursement because it doesn’t know which claims will process through
which networks. However, providers cannot simply opt out of a network because
physicians will simply cease sending prescriptions to a pharmacy provider unless it
is member of every major PBM due to administrative costs. See Tri Pharmacy Corp.
D/b/a Hartley Pharmacy v. Caremark, L.L.C. et al., AAA Case No. 01-22-0005-
2609, Verified Statement of Claims, { 51. Thus, choosing not to participate in a par-
ticular network has dire consequences for an independent pharmacy provider.

2. PBMs Impose Unreasonable Dispute Resolution Procedures

PBMs impose unreasonable dispute resolution procedures and limitations in an at-
tempt to curtail pharmacy providers from filing claims against them. For example,
Caremark requires that disputes be filed “within six (6) months from the date of
the final audit findings; (b) for termination related disputes, within six (6) months
from the date of the notification of termination; and (c) for all other disputes, within
six (6) months from the date on which the facts giving rise to the dispute first
arose.” See 2022 Caremark Provider Manual, § 15.09.07. Further, OptumRx requires
that such notice “shall be provided [. . .] within one year of the facts giving rise
to the Dispute.” See 2023 OptumRx Provider Manual, p. 128. Thus, a pharmacy pro-
vider’s claim will be barred entirely if it is asserted outside of this contractually im-
posed period. PBMs also impose a short statute of limitations between dispute no-
tice and filing of an arbitration demand. Caremark requires that “any demand for
arbitration must be filed within six (6) months from the date of the issuance of the
Dispute Notice.” See 2022 Caremark Provider Manual, § 15.09.07.

3. PBMs Impose Unilateral Escrow Requirements on Independent
Pharmacies wishing to Initiate Arbitration or Litigation

Additional barrier to dispute resolution, PBMs impose unilateral escrow require-
ments for providers seeking to initiate arbitration or litigation. Providers are re-
quired to escrow money in an amount contemplated to cover the estimated amount
in controversy, including attorneys’ fees. But smaller stakeholders often cannot es-
crow large sums of money prior to filing for arbitration and are often dissuaded from
filing suit on this reason alone, or in conjunction with the reasons detailed below.

4. PBM Contracts with Providers Contain Fee Shifting Clauses
Which Serves as an Additional Barrier for Providers to Initiate
Litigation.
PBM contracts shift fees and costs of the arbitration to the unsuccessful party. See
2022 Caremark Provider Manual, § 15.09.02; see also 2023 OptumRx Provider Man-
ual, p. 130. However, because PBMs unilaterally draft and impose their contracts,
the “deck” is stacked in their favor. As a result, many providers are unwilling to
take such considerable risk to challenge a PBM’s unreasonable conduct, have to es-
crow money, pay their attorneys’ fees and arbitration costs, and potentially have to
pay for the PBM’s fees and costs as well.

5. As a Further Deterrent to Provider Litigation, PBMs Often Re-
quire a Panel of Three Arbitrators Which Increases Costs Ex-
ponentially

As a further deterrent, PBMs often require a panel of three arbitrators which in-
creases costs exponentially. Under the Commercial Rules of Arbitration for the
American Arbitration Association, unless the parties can agree otherwise, “three ar-
bitrators shall hear and determine the case” where the amount in dispute exceeds
$3,000,000. Commercial Arbitration Rules, L-2(a). Perhaps recognizing that the cost
is more prohibitive for providers than it is for PBMs, PBMs simply refuse to consent
to cases being heard by a single arbitrator, opting for a panel of three instead. See
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Tennessee Oncology, PLLC v. Caremark, L.L.C., et al., AAA Case No. 01-20-0001-
7548; New York Cancer and Blood Specialists v. Caremark, L.L.C., et al., AAA Case
No. 01-21-0016-4612. Coupled with fee shifting clauses, providers are heavily dis-
suaded from pursuing their rights against PBMs because of these exorbitant costs.
See Also 2023 OptumRx Provider Manual, § L, p. 128.

6. PBMs Require Waiver of Class Action, Multiple Party Arbitra-
tions, and Consolidated Actions, Preventing Providers and the
Public from Identifying Widespread Abuses
As a significant bar to litigation and arbitration, PBMs prevent providers from en-
gaging in disputes as part of a class, mass, or consolidated action. This further pre-
vents providers and the public from identifying widespread PBM abuses.’? The limi-
tation on class, mass, and consolidated actions also prevents pooling of resources to
challenge PBM abuses that otherwise go unchallenged because it is not cost effective
to do so. Further, restrictive confidentiality provisions prevent providers from talk-
ing about PBM abuses and determining whether they could be experiencing the
same or similar legal issues, and disclosing those issues publicly.

7. Due to Confidentiality, PBM Contracts are Shrouded in Se-
crecy and Prevent Their Abusive Tactics from Becoming Public

PBM contracts with providers are highly confidential, and they take great steps to
prohibit providers from discussing any information obtained during the course of the
PBM relationship with any other parties outside that relationship, including pa-
tients, physicians, plan sponsors, and even the general public.”® Thus, providers are
prohibited from communicating with each other, plans, patients, and even govern-
ment entities absent a lawful reason to do so, such as a lawful government request
or subpoena. As a result, many of the PBM’s abusive tactics simply never become
public because of strict confidentiality requirements.

G. DIR Performance Measurements Are Incorrect and not Reason-
able or Relevant, and Therefore Violate the Federal Any Willing
Provider Law

Each major PBM has a Medicare Part D Performance Network ostensibly designed
to measure pharmacies’ performance in certain categories, most often focused on pa-
tient adherence to medication (See, e.g., Caremark 2021 Medicare Part D Program
Overview; Express Scripts Performance Network Protocol; Humana Rx Quality Pro-
gram; OptumRx UHC M&R Specialty Network Amendment). If a pharmacy does not
meet performance goals, the pharmacy is penalized with higher DIR fees, thus
greatly reducing reimbursement for Part D drugs, and enriching Plans and PBMs.79

PBMs employ secretive, often unreasonable, and simply incorrect metrics that are
not relevant to pharmacies’ clinical goals—especially as the metrics are applied to
specialty pharmacies and physician dispensing practices. Specialty pharmacies often
do not dispense the retail drugs that PBMs measure. Aside from medication adher-
ence, these programs often include metrics focused on other metrics that are not
reasonable or relevant to some or all pharmacies.89 Some of the most egregious ex-
amples include PBMs focusing on adherence metrics for typical “maintenance” medi-
cations—that is, medications that patients are expected to take regularly and with
few, if any, interruptions, typically including drugs treating high cholesterol, high
blood pressure, and diabetes. Caremark 2021 Medicare Part D Program Overview.
Most specialty pharmacies do not dispense these drugs, instead focusing on specialty
disease states.®! For some, this means that they are subjected to alternative adher-
ence metrics that are equally inapplicable to their business, like Generic Dispense
Rate (GDR). OptumRx 2022 M&R Network Amendment To The Medicare Part D
Addendum To The Pharmacy Network Agreement. For others, it means they are as-
signed mysterious and un-auditable average scores from other pharmacies in the
network that actually dispense these products, or a default score. Caremark 2021

77See 2023 OptumRx Provider Manual, p. 129. See 2022 Caremark Provider Manual,
§15.09.03. See 2022 Express Scripts Provider Manual, p. 127 1 2.

78 See 2022 Caremark Provider Manual, §14.03-14.04. See 2022 Express Scripts Provider
Manual, p. 123, Confidentiality; See 2023 OptumRx Provider Manual, p. 130, § M; See 2022
Caremark Provider Manual, § 14; See 2022 Prime Therapeutics Provider Manual, p. 34.

79 See 87 FR 89 at 27850.

8042 CFR 423.505(b)(18) requires Part D Plans to offer “reasonable and relevant terms and
conditions” in all contracts for participation in their Part D networks.

81 Frier Levitt, LLC, Pharmacy Benefit Manager Exposé: How PBMs Adversely Impact Cancer
Care While Profiting at the Expense of Patients, Providers, Employers, and Taxpayers, 26, Feb-
ruary 2022,  hitps:/ [communityoncology.org [ wp-content /uploads/2022/02/COA FL PBM
Expose 2-2022.pdf.
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Medicare Part D Program Overview, Express Scripts Performance Network Protocol.
Ultimately, these metrics are not reasonable or relevant to specialty pharmacies and
dispensing practices and serve merely as a means to extract DIR fees from phar-
macies without a benefit to patients and, indeed, often increasing patient co-
insurance.82

1. PBMs Use Incorrect Methods to Calculate Specialty Pharmacy
Medication Possession Ratio

Medication Possession Ratio (“MPR”) is a method some PBMs use to calculate a
Medicare beneficiary’s adherence to a specialty drug, and examines whether a pa-
tient had her prescribed medication in her possession during the entire period dur-
ing which she was directed by her prescriber to take that medication. However,
MPR is a poor measure for assessing patient adherence specialty drugs, especially
because the PBM will incorrectly treat specialty drugs as though they are “mainte-
nance” medications, expecting the patient to remain on the therapy indefinitely.
Deposition of David Hutchins, New York Cancer & Blood Specialists v. Caremark,
LLC et al., AAA case 01-21-0016-4612, T201:17-203:9.

MPR is problematic in specialty settings like oncology “because adverse events expe-
rienced by oncology medications often call for a temporary discontinuation of ther-
apy until the patient’s status returns to an acceptable level.”83 Even though a pa-
tient has fully complied with the physician’s order, PBMs will not account for holds
in therapy, disease progression, referrals to palliative care, or even death in their
MPR calculation. Tennessee Oncology v. Caremark, Transcript of Final Hearing, Vol-
ume 1, T179:4-22. This measurement is wholly unfair to specialty pharmacies and
dispensing practices.

2. Some PBMs Incorrectly Use Mean Imputation to Score Spe-
cialty Pharmacies in DIR Fee Programs because the Specialty
Pharmacies have no Relevant Experience in the Categories
that the PBMs Measure

Because PBMs designed DIR fee programs for retail pharmacies, PBMs have had
difficulty rationally applying adherence metrics to specialty pharmacies. Another
method employed by PBMs to extract DIR fees from specialty pharmacies and dis-
pensing practices is the use of “Mean Imputation,” in which the average score of
all pharmacies in a network are “imputed” to a pharmacy that has no volume for
a particular metric. 2022 CVS Caremark Trimester 1 Report for NCPDP 3360271
at 15. In other words, specialty pharmacies that do not dispense retail drugs are
nonetheless assigned a score as though they had an average performance in the net-
work, meaning that the pharmacy can never achieve the highest score in the net-
work and therefore be assigned the lowest possible DIR fees, despite the PBM’s as-
surance that the pharmacy will not be “disadvantaged” in this process. Ibid. The
PBM believes this is appropriate because, in their words, specialty pharmacies “self-
niche . . . [o]r limit their own dispensing[.]” Deposition of Steven McCall, New York
C%ncer & Blood Specialists v. Caremark, LLC et al., AAA case 01-21-0016-4612,
2T122:4-12.

PBMs minimize the importance of specialty dispensing and penalize these providers
for their focus on these vulnerable populations. This is especially egregious where
a dispensing oncology practice is legally prohibited from dispensing any drugs ex-
cept for those pursuant to an oncological protocol, as is the case in New York.84
Thus, even where a dispensing practice is legally prohibited from dispensing retail
drugs, PBMs paradoxically insist that they should dispense those drugs, and penal-
ize oncology practices for not doing so. 2022 CVS Caremark Trimester 1 Report for
NCPDP 3360271 (demonstrating the mean imputed assessment of non-specialty DIR
fees against a New York dispensing practice where that practice was legally prohib-
ited from dispensing those drugs). Thus, applying the AWPL regulation at 42 CFR
423.505(b)(18), mean imputation is not reasonable or relevant to specialty providers,
and is simply another means by which PBMs assess DIR fees.

3. Formulary Compliance

PBMs also assess DIR fees based on formulary compliance. 2022 CVS Caremark
Trimester 1 Report for NCPDP 3360271. This metric is measured by taking all the

8287 FR 89 at 27834.

83 Hassett and Willyard, The DIR Labyrinth: How Conflicting Adherence Rules Hamper MID
Clinics, Oncolytics Today at 2, Spring 2021.

84N.Y. Educ. Law §1A6807 (“no prescriber who is not the owner of a pharmacy or who is
not in the employ of such owner, may dispense more than a 72 hour supply of drugs, except
for: . . . the dispensing of drugs pursuant to an oncological or AIDS protocol.”).
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claims that were submitted by the pharmacy during the measured time period, then
dividing that number by the formulary medications that were filled in the period,
without accounting for whether the medication was prescribed for patient health
reasons or subject to prior authorization by the PBM. Deposition of Steven McCall,
New York Cancer & Blood Specialists v. Caremark, LLC et al., AAA case 01-21-
0016-4612 T310:9-311:12. This practice harms all pharmacies because pharmacies
are often not permitted to dispense a different drug than prescribed by a physician.
Moreover, this metric is particularly burdensome for oncology practices. Such prac-
tices often use genetic testing to identify the oral oncolytic that will provide the
greatest chance of survival.85 These tests may indicate a drug that is not on for-
mulary, but is nevertheless the clinically appropriate drug for the patient. Regard-
less, PBMs will penalize this “off formulary” prescription when the provider dis-
penses the drug.

4. PBMs Maintain a Lack of Transparency that Prevents Pro-
viders from Verifying Accuracy in Performance Networks, and
Requires Providers to Resort to Arbitration/Litigation Dis-
covery to Properly Audit DIR Programs

As they assess DIR fees against pharmacy providers, PBMs lack transparency, pre-
vent pharmacies from performing any PBM audit absent arbitration or litigation.
Pharmacies have brought claims in arbitration against Caremark over DIR fees
multiple times, with some of these cases being made public.8¢ Each time pharmacies
are forced to confirm awards against Caremark, as shown above, Caremark has as-
siduously attempted to hide the results from the public, despite the high bar for
sealing these matters.87 In the Mission Wellness case, the now public Award re-
vealed Caremark refused to produce calculations related to its assessment of DIR
fees, such that the arbitrator applied an adverse inference to Caremark for the lack
of transparency.®® Other PBMs are no different, with PBMs refusing to provide such
information on a regular basis. Biologics, Inc. v. OptumRx, Inc., AAA Case 01-20—
0007-3159, Order on Claimant’s Motion to Compel Documents (granting the phar-
macy’s request for the underlying surveys supporting OptumRx’s NPS scores for the
pharmacy). A lack of transparency makes it impossible for pharmacies to truly un-
derstand the manner in which they are assessed DIR fees, and serves only to advan-
tage the PBMs, who are in a better position to afford the expense of litigation.

H. Patient Steering to PBM-Owned Pharmacy

Patient-steering is a practice where PBMs utilize their position and control over (1)
plan development and (2) the “network” of pharmacy providers to direct patients
away from non-affiliated providers to affiliated providers. PBMs use various meth-
ods of steering with the ultimate goal of directing patients to the PBM affiliated
pharmacy.8® Examples of patient steering include incentives to plan sponsors and/
or patients for using affiliated pharmacy operations including lower copays. Id.
Pharmacies learn of patient steering in different ways but often will find that in
adjudicating a claim, the PBM requires the prescription to be transferred to a PBM
owned pharmacy operation. Id. There are valid concerns with patient steering in-
cluding (1) eliminating fair competition thus promoting further consolidation and (2)
interference with patient choice of provider. Id.

I. PBMs Utilize Unfair Audit Practices and Policies Against Network
Providers to Increase Profits and Create Narrow Networks

PBMs have employed several unfair audit practices and policies to levy significant
and unnecessary chargebacks against pharmacies on prescription drug claims. As a
result of such aggressive auditing practices and associated chargebacks, often in vio-
lation of State Pharmacy Fair Audit Laws, pharmacies are often subjected to further
network action (i.e., termination) or are forced to close down.

85National Cancer Institute, Atips://www.cancer.gov/about-cancer/treatment/types/bio-
marker-testing-cancer-treatment.

86 See Senderra Rx Partners LLC v. CVS Health Corporation, et al., 2:19—cv—05816—SPL; Mis-
sion Wellness Pharmacy LLC v. Caremark LLC, No. CV-22-00967-PHX-GMS, 2022 WL
2488817 (D. Ariz. June 16, 2022); Caremark LLC v. AIDS Healthcare Found., No. CV-21-
01913-PHX-DJH, 2022 WL 4267791 (D. Ariz. September 15, 2022).

87 Ibid.

88 Mission Wellness v. Caremark, LLC et al, AAA case 01-19-0000-3552, Final Award at 6.

89 See, e.g., Frier Levitt, LLC, Pharmacy Benefit Manager Exposé: How PBMs Adversely Im-
pact Cancer Care While Profiting at the Expense of Patients, Providers, Employers, and Tax-
payers, 40-47, February 2022, hitps://communityoncology.org/wp-content/uploads/2022/02/
COA_FL_PBM_Expose_2-2022.pdf.
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1. Unreasonable Audit Fees Cause Significant Financial Harm to
Providers

In addition to seeking a full chargeback of the claims identified as discrepant during
an audit, PBMs will also assess audit fees, claiming that they need to cover the cost
of an audit. As a result, not only are pharmacies required to remit the full reim-
bursement of the claim back to the PBM, they are often also required to pay an ad-
ditional fee up to 20% of the total audit amount, causing their total chargeback to
be exponentially higher. It is even more concerning that in some instances, PBMs
are essentially “double-dipping” to cover the cost of an audit through audit fees from
pharmacies despite already being compensated from their Plan Sponsor clients for
the cost of conducting audits.

2. PBMs Seek Additional Network Sanctions Without Procedural
Due Process

Often, even before audit results are issued and before the pharmacy has an oppor-
tunity to defend against audit results, PBMs will place pharmacies on payment sus-
pension. Pharmacies that are placed on payment suspension even before they re-
ceive any audit results are faced with an impossible position because they do not
know the amount at issue in the audit and have not been given an opportunity to
resolve the basis of suspension. OptumRx Pharmacy Provider Manual 2023 Second
Edition Version 2.1. PBMs will even go so far as to prevent pharmacies from adjudi-
cating claims, which means that pharmacies cannot service their patients, causing
an interruption and harm to patient care. Elixir Solutions Pharmacy Manual 2022.
Similarly, PBMs will take unilateral decisions to terminate pharmacies over audit
results that are minor and do not otherwise justify termination and even before
pharmacies have an opportunity to appeal or dispute the results. PBMs have guised
terminations to be justifiable based on audit results even though the results might
be inaccurate and importantly, do not amount to a pharmacy’s network termination
that in turn impacts patient care.

3. Unreasonable Limitations on Third-Party Copay Processors
and Bulk Purchases Create Challenges for Pharmacies

PBMs also place onerous contractual limitations on pharmacies despite there being
no similar prohibition under relevant State and Federal rules and regulations. For
example, PBMs limit the way pharmacies may collect copayment from their pa-
tients. Similarly, PBMs will also limit the window of purchase information to con-
sider when conducting invoice reconciliation audits, and by doing so, PBMs ignore
standard pharmacy practices under which a pharmacy makes continuous, if not
bulk, purchases based on anticipated patient need. This limitation directly conflicts
with many PBMs’ requirement that pharmacies need to maintain “adequate inven-
tory” of prescription drugs and supplies. OptumRx Pharmacy Provider Manual 2023
Second Edition Version 2.1. Though pharmacies must maintain sufficient quantities
of drugs, they are faced with chargebacks when PBMs do not consider their pur-
chases information during an audit. A violation of these unreasonable contract
terms results in significant chargebacks and often network termination.

4. PBMs Unreasonably Terminate Pharmacies Despite Having
Sufficient Documentation to Resolve Audit Discrepancies

During audits, PBMs will identify certain documentation they will accept to resolve
a discrepancy. However, even though pharmacies closely adhere to these documenta-
tion guidelines when appealing an audit and obtaining the required documentation,
PBMs often still deny their appeal efforts. For example, a pharmacy may get an at-
testation from the patient to confirm a prescription, but if the PBM cannot later get
in touch with the same patient to validate the attestation, the pharmacy will still
be subject to a full chargeback of the claim and potential network termination. As
a result, PBMs will subject pharmacies to chargeback and potential termination for
the failure to produce medical records, despite the unreasonable requirement that
pharmacies maintain this information.

IV. PBM Retaliation and Silencing Opposition: The Medicare Part D Pro-
gram Protects Providers with Anti-retaliation regulation, but PBMs
still Retaliate Against Providers Who Bring Meritorious Claims

PBM and Payor consolidation has resulted in a marketplace in which network par-
ticipation with all PBMs is necessary to remain in operation. Consequently, network
termination is the worst fear of many providers. When discussing litigation or arbi-
tration against PBMs, providers prudently express concern over potential retaliatory
action by a PBMs for asserting statutory and contractual rights. These concerns are
not always misplaced. Even though the law is clear, PBMs often take the position
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that the law does not apply. However, a review of anti-retaliation laws shows the
prohibition on retaliation is clear.

The Social Security Act and related regulations expressly prohibit retaliation by a
prescription drug plan sponsor or Part D sponsor’s agent, the PBM, against a pro-
vider for exercising a right of action. Public Health and Welfare Act, Requirements
for and contracts with PDP Sponsors, 42 U.S.C. §1395w-112(b)(4)(F)(ii); 42 CFR
§423.520. Medicare statutes and regulations also require that a contract between
a provider and a Part D plan sponsor, or agents thereof, incorporate anti-retaliation
provisions. Public Health Welfare Act, Medicare Program, Contract Provisions, 42
CFR §423.505(b)(19) (incorporating 42 CFR §423.520). In a scenario where the
PBM has “inadvertently omitted” the anti-retaliation language from the provider
agreement, a court will likely read the language into the contract because of these
statutory obligations. Thus, pharmacies should be protected against retaliatory con-
duct, such as network termination or sudden audits.

Providers are also afforded additional anti-retaliation protections under ERISA. In
addition to the protections that the Social Security Act provides regarding Federal
healthcare programs, ERISA prohibits retaliatory action arising out of commercial
plans. As such, PBMs are expressly prohibited from engaging in retaliatory action
against pharmacies for exercising their contractual rights. Employee Retirement In-
come Security Program, Interference with Protected Rights, 29 U.S.C. § 1140 (stating
that “it shall be unlawful for any person to discharge, fine, suspend, expel, discipline
or discriminate against a participant or beneficiary for exercising any to which he
is entitled . . .”). In addition to the foregoing, providers are also be protected under
State law directly associated with retaliatory action by PBMs.?° Thus, providers are
entitled to anti-retaliation protections in both federal and commercial healthcare
programs.

Unfortunately, pharmacy providers face a real threat of retaliation by PBMs for any
challenge to the PBM’s DIR Program. Retaliation in this manner is prohibited in
the Medicare Part D Program. 42 CFR §423.505(b)(19) (incorporating 42 CFR
§423.520(g) (“Anti-retaliation. Consistent with applicable Federal or State law, a
Part D sponsor may not retaliate against an individual, pharmacy, or provider for
exercising a right of action under paragraph (g)(1) of this section.”). Heedless of the
law, PBMs have retaliated against pharmacies in direct contravention of the law.

In the arbitration Caremark, LLC and CaremarkPCS, LLC v. Senderra Rx Partners,
LLC, AAA Case No.: 01-20-0007-3182, a PBM retaliated against a specialty phar-
macy specifically for bringing challenges to its DIR Program by attempting to termi-
nate the pharmacy entirely from its networks. In their Final Award, the Panel
found the PBM had, in fact, retaliated against the pharmacy in violation of federal
law by attempting to terminate the pharmacy because the pharmacy sent a dispute
notice to the PBM challenging its DIR Program. Caremark, LLC and CaremarkPCS,
LLC v. Senderra Rx Partners, LLC, AAA Case No.: 01-20-0007-3182. Final Award,
at 17. The Panel entered a permanent injunction against the PBM based upon this
illegal retaliation. Ibid. Unfortunately, due to the lack of transparency in the PBMs’
secretive contracts with pharmacies, it is unknown whether this or other PBMs’ re-
taliatory actions will be brought to light.

Other pharmacies have been similarly retaliated against. In another arbitration, a
specialty pharmacy had to bring an emergency action to prevent its termination
from a PBM’s network, again because the pharmacy had challenged the DIR Pro-
gram. AON Pharmacy, LLC v. Caremark et al., AAA Case No. 01-22-0003-8522.
That retaliation was resolved when the PBM withdrew its termination during oral
argument, but only after the pharmacy expended tremendous resources in bringing
the emergency claim. AON Pharmacy, LLC v. Caremark et al., AAA Case No. 01—
22-0003-8522, Order Approving Respondents’ Withdrawal of Termination Notice.
Yet other Specialty Pharmacies have been threatened with termination for bringing
similar claims. Caremark letters to Onco360, BioPlus. Retaliation is a real and con-
tinuing problem, and PBMs can hide these retaliative acts behind the cloak of con-
fidentiality.

9 For example, in Massachusetts, PBMs are prohibited from refusing to contract with a pro-
vider if the provider has advocated on behalf of past, current or prospective patients against
the PBM. See Mass. Gen. Laws Ann. ch. 1760, §4. Moreover, such retaliatory action would like-
ly be deemed an unfair trade practice and subject to an action under Massachusetts law. Mass.
Gen. Laws Ann. ch. 176D, §3.
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V. PBM Conduct Conflicts With Plan Sponsor Interests By Imposing
Spread Pricing to Increase Plan Sponsor Cots and Using Rebate
Aggregators to Avoid Obligations to Pass Through Drug Manufacturer
Rebates

A. Spread Pricing/Differential Pricing

PBMs retain the margin between what they charge plan sponsors such as Medicare
or Medicaid, and what they reimburse dispensing pharmacies for the same prescrip-
tion claim—a process referred to as “spread pricing.” When PBMs retain these mar-
gins, or “spreads,” the costs to plan sponsors are artificially inflated above the ac-
tual cost of each prescription claim. Plan sponsors are often unaware that their
PBM Agreements allow PBMs to retain spread—effectively handing the PBM a
“blank check.” For example, buried in Exhibit D of Express Scripts, Inc.’s (“ESI”)
contract with County of Ventura for the Ventura County Health Care Plan, it
states:

PBM agreements generally provide that a client pay ESI an ingredient cost,
plus dispensing fee, for drug claims at a unform rate. If the rate paid by
a client exceeds the rate contracted with a particular pharmacy, ESI will re-
alize a positive margin on the applicable claim.9t

In the Medicare and Medicaid contexts, taxpayers/patients bear the costs of these
artificially inflated prices. By way of example, on August 16, 2018, the Auditor of
the State of Ohio issued an audit report on the State Medicaid Managed Care Phar-
macy Services wherein the audit report revealed staggering “spread” findings.92
From April 1, 2017 through March 31, 2018, the Auditor’s analysis determined that
CVS Caremark (“Caremark”) and OptumRx, Inc. (“Optum”), the PBMs contracted
with Ohio Medicaid’s managed care organizations, retained, on average, $5.71 as
spread across all claims.93 With respect to generic drugs, which made up eighty-six
point one percent (86.1%) of all claims, the average spread was $6.14 per claim.94
In total, Caremark and Optum retained nearly $225 million in spread in only one
plan year.95 Caremark and Optum paid pharmacists nearly $225 million less than
what they charged taxpayers through Ohio’s Medicaid program.

Spread pricing is not unique to Ohio Medicaid’s program. 3 Axis Advisors, LLC (“3
Axis”), a research and analytics firm focused on understanding the prescription drug
supply chain and prescription drug cost drivers, has “found strong evidence of
spread pricing in Medicaid programs in New York, Illinois, and Michigan,” and
noted that state government work in Kentucky, Georgia, Virginia, and Maryland
“has definitively quantified spread in their state’s Medicaid programs as well.6
Likewise, in their analysis of Florida Medicaid prescription drug claims, 3 Axis

91 Express Scripts, Inc. and County of Ventura, Pharmacy Benefit Management Agreement,
Exhibit D, 39, available at https://nationalprescriptioncoveragecoalition.com /wp-content/
uploads/2017/07 | WebPage-1.pdf.

92Yost, David, Ohio’s Medicaid Managed Care Pharmacy Services Auditor of State Report
(August 16, 2018), 1, available at https://ohioauditor.gov/auditsearch /Reports/2018/Med-
ic%éu}a Pharmacy_Services_2018_Franklin.pdf.

94]d.

95]d.

963 Axis Advisors, LLC, Sunshine in the Black Box of Pharmacy Benefits Management: Flor-
ida Medicaid Pharmacy Claims Analysis, (January 30, 2020), 1, available at https://
staticl.squarespace.com / static | 5¢326d5596e76f58¢e234632 [t | 5e384f26fc490b221da7ced 1/
1580748598035 | FL+Master+Final+Download.pdf (citing 3 Axis Advisors, LLC, Analysis of PBM
spread pricing in New York Medicaid managed care (January 17, 2019) available at https:/ /
www.3axisadvisors.com [ projects /2019 /1 /17 | analysis-of-pbm- spread -pricing-in-new-york-med-
icaid-managed-care; 3 Axis Advisors, LLC, Illinois Medicaid Managed Care Pharmacy Analysis
(March 13, 2019), available at https:/ /www.3axisadvisors.com /projects[2019/3/12/illinois-med-
icaid-managed-care-pharmacy-analysis; 3 Axis Advisors, LLC, Analysis of PBM Spread Pricing
in Michigan Medicaid Managed Care (April 28, 2019), available at https://
www.3axisadvisors.com [ projects /2019 /4 /28 [ analysis- ofpbm spread-pricing-in-michigan-med-
icaid-managed-care; Langreth, R., Drug Middlemen Took $123.5 Million in Hidden Fees, State
Claims (February 21, 2019), available at htips:/ | bloomberg.com [ news | articles /| 2019- 02-21/
drug-middlemen-took-123-5-million-in-hidden-fees-state-claims; Langreth, R., Drug Middlemen
Face State Probes Over Complex Pricing System (April 9, 2019), available at https://
www.bloomberg.com [ news [ articles /2019-04-09 / drug- middlemen- face-state-probes-over-complex-
pricing-system; Kimsey, K., Report on Managed Care Pharmacy Benefit Manager (PBM) Trans-
parency Report (October 1 2019), available at https:/ /rga.lis.virginia.gov / Published /2019 /
RD593 | PDF?fbclid=I wAR3uISLVdOOerrtV65HFi02cYWEjf0884jjo5BEqu9deJ 79WYopPTI
P8.
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found that in 2017 and 2018, Caremark retained $8.27 per claim—generating just
over $10 million in 2018 alone.

3 Axis’s analysis of Florida Medicaid also exposes the concept of differential pricing.
Differential pricing occurs when PBMs charge or reimburse different rates for filling
the same drug at different pharmacies, almost always with the intent of advan-
taging the PBM-owned or affiliated pharmacy.®?

To illustrate, one of Florida’s top MCOs, Sunshine/Centene (managed in part by
Caremark), reported a weighted average unit cost of aripiprazole of $11.18 when
filled at CVS pharmacies.?® However, when the same aripiprazole was filled at com-
peting pharmacies, the weighted average unit cost reported ranged from $0.53
across independent pharmacies.?® In the aggregate, Sunshine/Centene priced
generics to create $3.1 million in Margin over NADAC 190 in 2018—of which $2.9
million (94%) was reported at a CVS pharmacy.101 Although Florida determined the
cost of dispensing a prescription claim is $10.24 in the Medicaid fee-for-service con-
text,102 Florida pharmacies participating in Medicaid managed care that are not af-
filiated with PBMs received a weighted average of $1.97 per claim as payment for
servicing Florida’s Medicaid patients.103

Differential pricing is a product of vertical integration in the prescription drug sup-
ply chain. When differential pricing results in independent pharmacies receiving
razor-thin payments—as discovered in Florida—it is ultimately Medicaid patients
and independent pharmacies that face the most risk. Disadvantaged patients are
put at risk when independent pharmacies are forced to close because of minimal or
negative margins received from PBMs. When local pharmacies are forced to close,
particularly in low-income and rural areas, patient access to medication and medica-
tion adherence rates suffer. Consequently, the likelihood of disease state complica-
tions and hospital visits rises—resulting in disproportionate financial risk to state
and/or federal governments and worse healthcare outcomes for Medicare and Med-
icaid patients.104

B. Rebates/Rebate Aggregators

Aside from pricing schemes designed to boost PBM profits at the expense of pa-
tients, taxpayers, independent pharmacies, and plan sponsors, possibly the most sig-
nificant area of PBM profit arises in the context of manufacturer rebate manipula-
tion. Similar to spread pricing provisions, PBMs impose misleading or opaque lan-
guage in the PBM Agreements to allow themselves or an affiliated rebate
aggregator to withhold rebate dollars from plan sponsors. PBMs routinely purport
to provide their clients with one hundred percent (100%), but these “pass-through”
contract provisions are designed to deceive plan sponsors. For example, in its con-
tract with Orange County, Optum agreed to provide the Orange County the greater
of “100% pass-through of actual Total Rebates”'05 or the minimum guarantees.106
By limiting the Orange County’s entitlement to rebates Optum actually receives, the
agreement fails to address portions of rebate dollars retained by Optum’s subcon-
tracted or affiliated rebate aggregators.

Each of the three major PBMs, Caremark, Optum, and ESI, have vertically inte-
grated rebate aggregators tasked with administering their rebate programs,°7 mak-

97See Id., at 61.

98 See Id., at 65.

99 See Id., at 66.

1001t is the total reported MCO claim payment less the claim’s National Average Drug Acqui-
sition Cost.

101 See Id., at 74.

102 See Id., at 2.

103 See Id., at 142.

104 See Id., at 78 (citing Lee, David, Lack of Pharmacy Access Sends Some Patients Back to
the Hospital (August 1, 2016).

105]1d., at 24. (“Total Rebates will include all compensation or remuneration Contractor re-
ceives from pharmaceutical manufacturers (branded and generic), attributable to the purchase
or utilization of covered drugs (including Specialty Drugs) by an eligible member”).

106 OptumRx, Inc. and the County of Orange, Pharmacy Benefit Management and Claims Ad-
ministration Program, (January 1, 2021), at 31, available at: hétp://cams.ocgov.com/Web
Publisher SAM [Agenda01 26 2021 files/images/000220-001235A.PDF.

107 See Stargard, Andreas, et al, FTC Report on “PBM Rebate Walls” Reveals Impact on Drug
Spending, Patient Care and Competition (June 28, 2021), available at Atips://
wwuw.frierlevitt.com | articles/ ftc-report-on-pbm-rebate-walls-reveals-impact-on-drug-spending-pa-
tient-care-and-competition/ (providing that Ascent Health Services, LLC is affiliated with ESI;
Emisar Pharma Services, LLC and the Coalition for Advanced Pharmacy Services, Inc. are affili-
ated with OptumRx, Inc., and that Zinc Health Services, LLC is affiliated with CVS Caremark.).
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ing it difficult to grasp the full extent of rebate dollars collected by PBMs and rebate
aggregators. PBMs and their subsidiary rebate aggregators carefully guard this rev-
enue to prevent clients from identifying the payment arrangement. These major
PBMs have vertically integrated rebate aggregators including Ascent Health Serv-
ices (owned by Cigna/ESI), Emisar Pharma Services and Coalition for Advanced
Pharmacy Services (owned by UnitedHealth Group/Optum), and Zinc Health Serv-
ices (owned by CVS Health/Caremark). These rebate aggregators also provide serv-
ices to other PBMs. For example, Humana and Prime use Ascent Health Services
for rebate aggregation. Also, it is worth noting that Ascent Health Services is based
out of Switzerland and Emisar Pharma Services is headquartered in Ireland.

In 2017, Broward County, Florida, released an Audit Report detailing the rebate
scheme perpetuated by Optum.198 Optum utilized a complex web of subcontracts
that included Optum’s arrangement with its wholly owned rebate aggregator and
additional contract with ESI. Optum maximized the rebates it retained at the ex-
pense of the Broward County and the taxpayers, all while representing that it paid
Broward County all rebate funds it received.109

Rebate aggregators are also prevalent in Medicare Part D space. Frier Levitt rep-
resented a Medicare Part D Sponsor in its rebate dispute against a PBM owned by
a publicly traded company. Frier Levitt uncovered that the PBM, unbeknownst to
the Part D Sponsor, delegated its rebate functions to a rebate aggregator, who in
turn, subcontracted with a major PBM.110 We recovered $6.25M in rebates for one
(1) calendar year for the Part D Sponsor. It is also worth noting that the PBM pro-
vided rebate-related data to the Part D Sponsor to submit the annual DIR reports
to the CMS. However, in the DIR reports, the PBM did not specify whether the re-
bates that were not passed to the Part D Sponsor included rebates retained by the
rebate aggregators. In fact, the Medicare Part D DIR Reporting Guidance fails to
require PBMs to report rebates retained by rebate aggregators.1l! PBMs drive up
the total drug spending of plan sponsors including Medicare and Medicaid through
spread pricing on reimbursement for prescription drugs and manufacturer rebates,
and by utilizing PBM-owned or affiliated rebate aggregators.

VI. PBMs Have Systematically Warped the Benefit and Intent of the 340B
Drug Program for Their Own Financial Gain By Redirecting a Signifi-
cant Portion of 340B Revenue Intended for Healthcare Providers

Congress implemented and designed the federal 340B Drug Pricing Program (“340B
Program” or “340B”) in 1992 through the Veteran’s Health Care Act (P.L. 102-585)
to assist certain healthcare providers—referred to as “Covered Entities”—that serve
poor, uninsured or otherwise vulnerable populations by permitting them to purchase
prescription drugs at lower costs from manufacturers.1'? Specifically, pursuant to
the 340B Program, drug manufacturers are required to charge Covered Entities no
more than a significantly discounted “ceiling price” on certain outpatient prescrip-
tion, in exchange for the manufacturer’s drug products being covered by Medicaid
and Medicare Part B.113

Under 340B, Covered Entities can acquire drugs from manufacturers at extreme
discounts from what is normally available. In turn, Covered Entities are (in theory)
able to “pass on” those savings to their patients through lower costs for medications,
or, as contemplated by 340B itself, Covered Entities can seek reimbursement for
340B drugs in the normal course and use those greater profit margins to subsidize
other unfunded areas of their operations. It is fundamental to the 340B Program
that Covered Entities are credited for their ability to “provide direct clinical care

108 Melton, Robert, Audit of Pharmacy Benefit management Services Agreement, Report No.
18-13 (December 7, 2017), available at https:/ /www.broward.org | Auditor /| Reports | Documents |
2017 1212%20Agenda%20Review%200f%20Pharmacy%20Benefit%20Management%20Services%
20by%20StoneBridge /2017 1212%20Exh1 OptumRx.pdf.

109 See Id.

110 See Caltavuturo, Christopher, et al., Frier Levitt Successfully Obtains a $6.25 Million Set-
tlement on Behalf of its Plan Sponsor Client Against a Pharmacy Benefit Manager (December
23, 2020), 14-20 available at https:/ /www.frierlevitt.com /articles/service | pharmacylaw | recent-
successes [ frier-levitt-successfully-obtains-a-6-25-million-settlement-on-behalf-of-its-plan-sponsor-
client-against-a-pharmacy-benefits-manager /.

111 See Centers for Medicare and Medicaid Services, Final Medicare Part D DIR Reporting
Guidance for 2021, March 30, 2022, available at https://www.cms.gov/files/document/
final2021dirreportingreqsmemo508v3.pdf.

112 See Veterans Health Care Act of 1992, Pub. L. No. 102-585, § 602 (codified as amended
at 42 U.S.C. §256b); see also Overview of the 340B Drug Discount Program, htips://
crsreports.congress.gov | product [ pdf/IF [ IF12232 (October 14, 2022).

11342 U.S.C. §256b(a)(1),(4).
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to large numbers of uninsured Americans” regardless of the patient’s ability to
pay.11* As articulated by Congress itself, the 340B Program’s purpose is “to enable
covered entities to stretch scarce Federal resources as far as possible, reaching more
eligible patients and providing more comprehensive services.”115

Since its implementation in 1992, the 340B Program has grown exponentially. Ap-
proximately 14% of all pharmaceutical sales in the United States, or $93.6 billion,
are accounted for under 340B.116 340B has grown five times faster than the overall
drug market,'17 with 340B expenditures quadrupling since 2014.118 In terms of
magnitude, it is the second largest federal drug program, behind only Medicare Part
D. By 2026, 340B is expected to exceed the size of both Medicaid and Medicare.119

Industry experts have opined that “[t]he enormous growth in 340B contract phar-
macy arrangements seems to boil down to a single factor: outsized profit mar-
gins.”120 Leveraging their role as the middle-men of the prescription drug industry,
and substantial vertical integration amongst plan sponsors and pharmacies, PBMs
have systematically, and increasingly, warped the benefit of intent of the 340B Pro-
gram for their own financial gain. These abusive and problematic PBM practices are
well documented, and negatively affect both patients and providers alike.l2l As-
toundingly, through these practices, vertically integrated health care conglom-
erates that own or are affiliated with PBMs retain upwards of 63.5% of the
total 340B cost to payors and their patient beneficiaries.!22 In effect, PBMs
have diverted the 340B discounts and “outsized profit margins”—intended to benefit
the nation’s most vulnerable and the providers that serve them—into the coffers of
Fortune 500 companies. Put simply, PBMs have mutated the 340B Program, a well-
intentioned community benefit, into a virtual ATM cash machine for themselves, at
the expense of Covered Entities, community contract pharmacies, and the patients
they serve.

A. While Managing the 340B Drug Program, PBM-Owned Pharmacies
Syphon Benefits Away from Covered Entities

Because certain Covered Entities, such as small community health centers, may not
have in-house pharmacies, HRSA issued sub-regulatory guidance in 1996 permitting
Covered Entities to “contract” with outside pharmacies (referred to as “Contract
Pharmacies”).123 Initially, HRSA restricted Covered Entities to contracting with
only a single Contract Pharmacy.'24 In 2010, however, HRSA dramatically shifted
the 340B Contract Pharmacy landscape by permitting Covered Entities to maintain
an unlimited number of Contract Pharmacy relationships.125 In the wake of this
HRSA guidance, for-profit pharmacies, especially those owned or affiliated with
PBMs, seized on the opportunity to capitalize on substantial 340B drug discounts.
In fact, Contract Pharmacies owned by or affiliated with PBMs can retain upwards
of twenty-five percent (25%) of the total 340B cost as their dispensing fee.126

Notably, the Contract Pharmacies participating in 340B are primarily not inde-
pendent pharmacies. Rather, the vast majority of Contract Pharmacy arrangements
are between Covered Entities and large for-profit pharmacies that are owned by or

114 See H.R. Rep. No. 102-384, pt. 2, at 12 (September 22, 1992).

115]1d.; see also HRSA, Notice Regarding Section 602 of the Veterans Health Care Act of 1992;
Contract Pharmacy Services, 61 Fed. Reg. 43,551 (August 23, 1996) (wherein the Health Re-
sources and Services Administration (“HRSA”), the federal agency charged with administering
the 340B Program, opines that 340B is designed so that CEs would “pass all or significant part
of the discount to their patients.”)

116 Rory Martin, IQVIA, 340B Program Continues to Grow While Contract Pharmacy Restric-
tions Take Effect, at 2.

117 [,

118 Adam Fein, Drug Channels, Exclusive: The 340B Program Soared to $38 Billion in 2020—
Uph 27;/0 vs 2019, htips:/ /www.drugchannels.net/2021/06 | exclusive-340b-program-soared-to-
38.html.

119 Berkeley Research Group, LLC, 340B Program at a Glance, https://media.thinkbrg.com/
wp-content [uploads /2021 /12 /09062840 /340B_Forecast-Report-Infographic_2021.pdf.

120 Berkeley Research Group, LLC, For-Profit Pharmacy Participation in the 340B Program,
https:/ | media.thinkbrg.com | wp-content [ uploads /2020/ 10/ 06150726 | BRG-ForProfitPharmacy
Participation340B_2020.pdf (emphasis added).

121 See AstraZeneca Pharmaceuticals LP v. U.S. Dept. Health and Human Services, No. 22—
1676 (United States Court of Appeals, Third Circuit), ECF. #36, Brief of Community Oncology
Alliance, Inc. as Amicus Curiae.

122 See infra, Section I1.D., Figure 3.

123 See 61 F.R. at 43549.

124]d. at 43,551.

125 See 75 F.R. 10272-01 (March 5, 2010).

126 See infra, Section I1.D., Figure 3.
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affiliated with the largest PBMs.127 Indeed, CVS Health, Walgreens, Cigna,
UnitedHealth Group and Walmart—now control 73% of all Contract Pharmacy rela-
tionships.128 Each of these entities also operate or are affiliated with a PBM. The
three largest PBMs (Caremark, ESI and OptumRx), controlling 80% of the total pre-
scription drug market, account for 39% of all Contract Pharmacy relationships
through their owned or affiliated Contract Pharmacies.129 In 2021, Walgreens and
CVS held the greatest 340B Contract Pharmacy market share with Walgreens con-
trolling 31% of all retail Contract Pharmacies (up from 28% in 2020) and CVS con-
trolling 19% of all retail Contract Pharmacies (up from 20% in 2020).13° More than
80% of Walgreens retail pharmacy locations and two-thirds of CVS locations are
Contract Pharmacies.131 Also noteworthy, in 2022, the three largest PBMs—
Caremark, ESI and OptumRx—collectively owned 500 mail order, specialty, and in-
fusion Contract Pharmacies.?32 These 500 PBM-affiliated mail, specialty, and infu-
sion pharmacies account for only 1.5% of all 340B Contract Pharmacy locations, but
total a stunning 21% of the total 340B Contract Pharmacy relationships with Cov-
ered Entities.133 And PBM-affiliated pharmacy’s control over these channels con-
tinues to rapidly increase. As of 2020, there were 16,293 Contract Pharmacy ar-
rangements between Covered Entities and vertically integrated specialty phar-
macies, representing a 1,006% growth from 2016.134

Based on this market dominance, Contract Pharmacies affiliated with Walgreens,
Caremark, ESI and OptumRx are conservatively estimated to retain upwards of
$2.58 billion in 340B discounts in 2022 alone.135 This is no small matter. If these
corporations retain these discounts as profit, which is likely considering the Covered
Entity supplies 340B drugs to the Contract Pharmacy at essentially no cost to the
Contract Pharmacy, it would equate to between 6.4% to 17.4% of their adjusted op-
erating profit.136 Further, in 2021, Walgreens Contract Pharmacies retained $994
million of 340B drug discounts, ESI Contract Pharmacies retained $561 million and
OptumRx Contract Pharmacies retained $281 million.137 Further evidencing the
material impact the 340B Program is to the bottom lines of PBMs—who are notably
not the intended beneficiaries of the Program—PBMs and their affiliated Contract
Pharmacies have indicated that reductions to their 340B Contract Pharmacy foot-
print would significantly and materially affect overall profitability. For example, the
annual reports of CVS Health and Walgreens Boots Alliance confirm that 340B prof-
its are material to their business operations and warn that restrictive Contract
Pharmacy policies enacted by drug manufacturers, which have been the subject of

127Karen Mulligan, Ph.D., University of Southern California, The 340B Drug Pricing Pro-
gram: Background, Ongoing Challenges and Recent Developments (October 14, 2021) at 4,
hitps: | [ healthpolicy.usc.edu [ wp-content /uploads/2021/10/The 340B_Drug Pricing Program.
pdf (noting that “[llarge retail pharmacy chains—Walgreens, CVS, Walmart, and Rite Aid—are
disproportionately represented among contract pharmacies”); see also GAO 2018, at 21-22; (not-
ing 75% of CP arrangements are held by “chain pharmacies”).

128 Adam Fein and Doug Long, The Specialty Pharmacy Industry Update and Outlook, May
3, 2022, hitps:/ /drugch.nl/asembia22; see also 2018 GAO Rep., at 20-21 (noting approximately
75% of 340B Contract Pharmacies are chain pharmacies, notwithstanding that chain pharmacies
represent scarcely half of all pharmacies nationwide).

12014,

130 Nephron, Decade-Long 34B Tailwind Gives Way to Significant Pharmacy Headwind in 1Q
2022, at 9-10; see also Karen Mulligan, Ph.D., University of Southern California, The 340B
Drug Pricing Program: Background, Ongoing Challenges and Recent Developments (October 14,
2021) at 4, hitps:/ [ healthpolicy.usc.edu [wp-content /uploads/2021/10/The_340B_Drug Pricing_
Program.pdf.

131 Adam Fein, Drug Channels, Exclusive: 340B Continues Its Unbridled Takeover of Phar-
macies and PBMs, htips:/ /www.drugchannels.net/2021/06 /exclusive-340b-continues-its-unbri-
dled.html.
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18374

134 Berkeley Research Group, LLC, For-Profit Pharmacy Participation in the 340B Program,
https:/ | media.thinkbrg.com | wp-content [ uploads /2020/ 10/ 06150726 | BRG-ForProfitPharmacy
Participation340B_2020.pdf (emphasis added); Adam Fein, Drug Channels, PBM-Owned Spe-
cialty Pharmacies Expand Their Role In—and Profits From—the 340B Program, hitps://
www.drugchannels.net /2020/ 07 | pbm-owned-specialty-pharmacies-expand.html; Nephron,
Decade-Long 34B Tailwind Gives Way to Significant Pharmacy Headwind in 1Q 2022, at 10
(noting that CVS controls the largest share of specialty Contract Pharmacies, with 30.1% of the
market).
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recent litigation,!38 will negatively impact their bottom lines.139 Clearly, with the
huge increase in Contract Pharmacies, 340B has mutated away from the original
intention of Congress, to serve communities and patients in need, to increasing prof-
its for large corporations.

B. PBM-Owned 340B Third Party Administrators Wrongful Conduct

The process of determining whether a particular claim is 340B eligible is complex,
and responsibility for compliance lies with the Covered Entity.140 Covered Entities
hire third-party administrators (“TPAs”) to retroactively determine 340B eligibility
and rely on them to ensure 340B compliance.141 TPAs generally provide claims proc-
essing and management services and retroactively determine which claims are 340B
eligible. Covered Entities also utilize the services of TPAs to appropriately calculate
and reconcile the payments between themselves and Contract Pharmacies. TPAs are
typically for-profit businesses and charge Covered Entities a fee for TPA services.
For all such services, TPAs charge Covered Entities a fee, which is generally as-
sessed on a per claim basis as a percentage of the amounts paid by the patient and
their insurance. Some TPAs charge an estimated 7.5% of the total payment per
claim for their reconciliation services. Notably, the largest TPAs are also vertically
integrated with the largest PBMs: CVS Health owns the TPA Wellpartner.142 Cigna
owns the TPA Verity Solutions.143 Walgreens owns the TPAs 340B Complete and
Shields Health Solutions.144

Consistent with their virtual stranglehold on the Contract Pharmacy market, and
motive to divert every 340B discount to themselves, TPAs vertically integrated with
PBMs require Covered Entities to contract with and use their own Contract Phar-
macies. For example, beginning in 2018, CVS Health required Covered Entities
seeking to enter into a 340B Contract Pharmacy arrangement with CVS to also uti-
lize CVS Health’s wholly owned TPA, Wellpartner, for 340B claim reconciliation.!45
Covered Entities were presented with a choice: either use the PBM’s TPA or not
contract with CVS’ vast network of Contract Pharmacies. CVS’s Wellpartner now
serves as the exclusive TPA for any CVS Contract Pharmacy arrangement—account-
ing for 19% of all retail Contract Pharmacies and 30.1% of all specialty Contract
Pharmacies.1#¢ Compounding this situation, Wellpartner charges Covered Entities
a percentage of each claim they reconcile.

C. PBMs Divert Funds Away from the Intended Beneficiaries of the
340B Program

Through their business practices described herein, and below, PBMs make every ef-
fort to divert as much of the substantial savings offered by the 340B Program away
from their intended beneficiaries—the Covered Entities and their patients—to them-

138 See Sanofi Aventis, U.S. LLC v. United States Department of Health and Human Services.,
et al., No. 21-3167, 21-3379 (United States Court of Appeals, Third Circuit); Eli Lilly and Com-
ptfz?ydv. N())rris Cochran et al., No. 1:21-00081 (United States District Court, Southern District
of Indiana).

139 See e.g., CVS Health Corporation, Form 10-K FY 2021, p. 22-23 (“[a] reduction in ‘Covered
Entities’ participation in contract pharmacy arrangements, as a result of the pending enforce-
ment actions or otherwise, a reduction in the use of [CVS/Caremark’s] administrative services
by Covered Entities, or a reduction in drug manufacturers’ participation in the program could
materially and adversely affect [CVS/Caremark]”’; WBA, Form 10-K FY 2021, p. 22 (“[c]hanges
in pharmaceutical manufacturers’ pricing or distribution policies and practices as well as appli-
cable government regulations, including, for example, in connection with the federal 340B drug
pricing program, could also significantly reduce [WBA’s] profitability.”); see also Nephron, at 9
(“Walgreens is by far the most exposed to 340B, given long dominance in contract pharmacy,
TPA, and tech services to covered entities”).

140 Covered Entities are responsible for the compliance of their Contract Pharmacy(ies) and
must comply with Section 340B of the Public Health Service Act, 42 U.S.C. §256b and relevant
HRSA guidance.

1410IG Report, Contract Pharmacy Arrangements in the 340B Program (February 4, 2014),
at 5 htips:/ | oig.hhs.gov | oei [ reports [ oei-05-13-00431.pdf.

42BRG, For-Profit Pharmacy Participation in 340B Program, at 4 (October 2020), https://
bLt.ly/36XOeUG see also AIR340B, The Impact and Growth in 340B Contract Pharmacy Ar-
rangements—Six Years Later, at 8, https:/ /340breform.org /wp-content /uploads/2021/04/
AIR3433;?403-Contract-Pharmacies.pdf.
1431
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145 See RxStrategies, Inc. v. CVS Pharmacy, Inc., 390 F. Supp.3d 1341, 1347 (M.D.FIL. 2019)
(“CVS now requires any covered entity that wants to fill 340B Program prescriptions at a CVS
pharmacy to use Wellpartner as its program administrator. If the covered entity does not want
to use Wellpartner as its 340B program administrator, it cannot utilize CVS as a contract phar-
macy for the 340B program.”).

146 Nephron, at 10.
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selves and their affiliates. Two particular PBM abusive practices that are most con-
cerning are: (1) PBMs collect substantial sums of DIR fees (described above) on
340B claims—which diverts 340B funds away from Covered Entities, community
Contract Pharmacies, and the patients they serve, and into the pockets of the
PBMs; and (2) PBMs pay pharmacies below market pricing on 340B claims, further
divtle{rting 340B savings away from providers and into the PBM (and their affiliate’s)
pockets.

1. PBMs Collect Significant DIR Fees on 340B Claims

PBMs force Contract Pharmacies to pay DIR fees on 340B claims, long after the
PBM has adjudicated the claim and effected payment to the pharmacy. As described
above, these DIR fees can be substantial percentages (for example 5%) of the overall
reimbursement received by the pharmacy. By assessing DIR fees on 340B claims,
PBMs are reducing the reimbursement amounts to pharmacies and pocketing these
funds for themselves. In other words, the 340B savings intended to compensate pro-
viders for serving indigent populations, and to promote these providers to continue
providing these essential services, are systematically siphoned away by PBMs
through the assessment of DIR fees on 340B eligible claims. Making matters worse,
the largest TPAs (such as Wellpartner) do not account for DIR fees assessed by their
affiliated PBMs, which causes the TPAs to artificially inflate the total reimburse-
ments received by the Covered Entity and/or Contract Pharmacy. Again, the TPA’s
fee is generally based on a percentage of the total dollar amount of the claim. Thus,
an inflated claim amount (i.e., a claim that fails to account for DIR fees, reducing
the total reimbursement) results in an inflated fee to the TPA. Thus, DIR fees on
340B claim enrich not only PBMs, but also their TPA affiliates.

2. PBMs Pay Less for Medications Dispensed to 340B Patients

Not only do PBMs take a percentage DIR fee off the top of many 340B claims, PBMs
reimburse providers at significantly reduced rates on 340B claims. This flies in the
face of the intention of the 340B Program—which specifically contemplates Covered
Entities and their Contract Pharmacies obtaining a profit margin on 340B drugs as
a means of funding charity care operations, that Congress has deemed essential. In
other words, PBMs have unilaterally decided that PBMs should also share in the
340B Program’s savings—even though PBMs do not provide any patient care and
are not the intended beneficiaries of the Program.

Recently, several PBMs have sought to make the identification of 340B claims man-
datory by 340B providers specially so that they can pay pharmacies less on these
claims. ESI, for example, issued notice in February 2021 that Contract Pharmacies
must retrospectively identify 340B claims.147 Thereafter, PBMs (like ESI) began to
impose significantly lower reimbursement rates for 340B claims, essentially usurp-
ing the savings that should have flowed to Covered Entities, even when a PBM
owned or affiliated pharmacy may not have been the CP.148 It must be noted that
while the PBMs are paying the pharmacy a significantly discounted rate, many
PBMs are still charging the plan sponsor as if the claim were not 340B-eligible. The
“spread” between the higher amounts the PBM charges the plan sponsor and the
lower amounts the PBM reimburses the pharmacy for 340B claims, is retained by
the PBM. This “spread” is intended for the Covered Entity, the Contract Pharmacy,
and their patients; not the PBM. In effect, PBMs are singling out 340B drugs for
reduced reimbursement, “which essentially transfers the benefit of the program
from safety net providers to for-profit payers.”149 PBMs have thus ensured that they
profit from 340B in as many ways as possible.

VII. Recommendations to the U.S. Senate Committee on Finance

Based on the foregoing, we recommend that the Committee take action to address
the outsized and deleterious impact of PBMs on patients, plan sponsors, manufac-
turers, distributors, taxpayers and pharmacy providers. The vertical integration
among PBMs has led to reduced competition, limited drug access, a lack of trans-
parency, and higher costs for patients and plan sponsors. At the same time, PBMs
have severely harmed the ability of unaffiliated pharmacy providers to continue to

147 Rhiannon Klein, c¢v340b, Express Scripts Issues 340B Claims Identification Requirements,
(March 11, 2021), https://www.cv340b.org /express-scripts-issues-340b-claims-identification-re-
quirements/.

148 Adam Fein, Drug Channels, How Hospitals and PBM Profit—and Patients Lose—From
340B Contract Pharmacies (July 23, 2022), https://www.drugchannels.net/2020/07/how-hos-
pitals-and-pbms-profitand.html.

149 Legacy Health Endowment, PBMs and the 340B Program, at 1, hitps://340breport.com /
wp-content [ uploads /2021/06/ PBMs-and-340B-White- -Paper-June-29- 2021 .pdf.
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operate, putting a significant burden on pharmacy providers and their ability to pro-
vide essential care to patients.

To that end, we recommend the Committee address the following issues:

1. Inadequate Reimbursement to Pharmacy Providers by PBMs to Main-
tain a Robust Network of Quality Providers
Through a variety of tactics, including DIR fees, generic and brand effective
rate reconciliation, and outright below water reimbursement rates, PBMs seri-
ously threaten the viability of a robust network of pharmacy providers outside
of their affiliated providers. We call upon the Committee to investigate reim-
bursement rates to pharmacy providers (both those owned by PBMs and those
that are unaffiliated), including a comprehensive study of reimbursement
rates, network access and network adequacy. We further call upon the Com-
mittee to take action to set appropriate standards for establishing reimburse-
ment rates to pharmacy providers. These standards must take into account ac-
tual available acquisition costs in the marketplace (including the differences
based on pharmacy provider type), as well as reasonable dispensing fees taking
into account the actual costs to dispense different types of medications. Such
standards may either create a floor, or, alternatively, establish an appropriate
formula for determining appropriate reimbursement rates, based on the afore-
mentioned standards. Finally, the Committee must act to create an enforce-
ment procedure to address instances where PBMs have not offered such appro-
priate reimbursement terms, as well as a dispute resolution framework in
order for pharmacy providers and PBMs to effectively resolve such matters be-
tween themselves.

2. Bring PBMs Within the Bounds of the Law

PBMs routinely and consistently maintain that they are not bound by a host
of laws aimed at regulating conduct within the drug supply channel. Most no-
tably, PBMs have asserted (successfully in some instances) that they are not
bound by the federal any willing provider law, and thus, do not take such com-
pliance obligations in mind when establishing pharmacy networks within the
Medicare Part D program. Thus, we urge the Committee to clarify existing
guidance regarding the applicability of such laws to PBMs, and, where nec-
essary, amend relevant federal laws to apply to more clearly PBMs.

3. Reduce the Negative Impact of Vertical Integration and Rebate GPOs
Through secretive offshore companies, PBMs have been able to circumvent the
oversight and regulation intended by recent legislative and regulatory efforts
aimed at adding transparency to rebates received on behalf of plan sponsors.
Simply put, PBMs are still not passing through rebates received on behalf of
their plan sponsor clients. We call upon the Committee to investigate the nega-
tive impact of PBM-owned Rebate GPOs on patients, plan sponsors and the
federal government. We further call upon the Committee to take action to reg-
ulate PBMs’ vertical integration, to reduce the negative consequences of such
vertical integration, including the abusive power PBMs hold over formularies,
and on wholesalers through unchecked buying power. Finally, we call on the
Committee to recommend enforcement actions regarding PBMs’ vertical inte-
gration, to protect patients, plan sponsors, pharmacy providers and taxpayers,
alike.

The time for action is now. Pharmacy providers face existential threats due to PBM
consolidation and integration. Thus, we implore the Committee to take action to
protect patients, plan sponsors, taxpayers, and pharmacy providers, alike.

Exhibit

Pharmacy Benefit Manager Exposé: How PBMs Adversely
Impact Cancer Care While Profiting at the Expense of Pa-
tients, Providers, Employers, and Taxpayers.

Prepared by Frier Levitt, LLC
Commissioned by the Community Oncology Alliance
February 2022
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1 Executive Summary

There is growing awareness of the problems and pitfalls with Pharmacy Benefit
Managers (PBMs) in the United States health care system. Contracted by plan
sponsors (including government programs, self-insured employers and insurance
companies) to negotiate on their behalf with pharmaceutical companies, these “mid-
dlemen” corporations have quietly become an unavoidable part of our nation’s health
care system.

Today, fewer than five PBMs control more than 80% of drug benefits for over 260
million Americans, which includes the power to negotiate drug costs, what drugs
will be included on plan formularies, and how those drugs are dispensed. Often-
times, patients are required to receive drugs through PBM-owned or affiliated spe-
cialty and mail-order pharmacies and suffer serious, sometimes dangerous, and even
deadly, impact of their abuses as a result of medication delays and denials.

However, while the role PBMs play in the U.S. health care system is complex and
under scrutiny by both federal and state policymakers and the public, it is increas-
ingly becoming clear that PBMs make up an oligopoly of rich, vertically integrated
conglomerates that routinely prey on health care practices, providers, and their pa-
tients. PBMs have done this by overwhelmingly abusing their responsibility to pro-
tect Americans from this country’s drug pricing crisis, instead exploiting the opacity
throughout the nation’s drug supply chain to enrich themselves.

Unfortunately, their impact is only becoming more pronounced, especially in the
world of cancer care. More and more cancer medications are coming out in oral for-
mulations, resulting in a shift away from the medical benefit and into the pharmacy
benefit. And because cancer medications are among the most expensive out there,
they are very attractive to PBMs because they yield higher rebates, higher “DIR
fees,” and other pricing gimmicks that yield substantial profits.

Through vertical integration and sheer market power, PBMs have also been able to
creep into other areas of our health care system, such as injectable biosimilars and
intravenous chemotherapies. Not only can PBMs leverage these products for steep
originator drug rebates (thereby stifling the biosimilar industry for their own gain),
but PBMs have also begun to institute policies such as mandatory “white bagging”
to take the in-office administration out of the hands of patients’ oncologists.

The purpose of this exposé is to reveal and explain PBMs’ advantage and leverage
by providing transparency where now there is total darkness, and by delving into
the many ways that PBMs have abused their power. This report comprehensively
explores and documents the myriad of PBM abuses, and their impact on patient
care—focusing especially on cancer care. It explores how the recent levels of consoli-
dation among PBMs and health insurers is adversely impacting cancer care, fueling
drug costs, all while allowing for massive profits for PBMs and health insurance
companies. Examining the most pervasive and abusive PBM tactics, each section
highlights the adverse impact of PBMs on patients, health care payers (including
Medicare, Medicaid, employers, and taxpayers), and providers, while also detailing
potential solutions.

Each day that goes by, physicians, practices, and most importantly, patients become
increasingly powerless because of horizonal PBM consolidation and vertical integra-
tion with insurers. The result is a system designed for patients to receive inferior
treatment, while paying more out-of-pocket for their medications.

The time for sitting back and hoping for PBMs to become good faith actors is over.
It is time for action to stop PBM abuses once and for all, and this exposé provides
a road map for tackling them one dirty PBM trick at a time.

2 Introduction

In the eyes of many Americans, the problem with drug pricing is caused by unscru-
pulous pharmaceutical manufacturers who have increased drug prices over the last
two decades with reckless abandon. This has been exemplified by a handful of high-
ly visible bad actors, such as “pharma-bro” Martin Shkreli or Nostrum Pharma-
ceuticals founder Nirmal Muyle, who rightfully captured the public’s attention, but
wrongfully over-simplified the causes of our nation’s drug pricing issues.

Far more dangerous and insidious actors have quietly grown to dominate the na-
tion’s pharmaceutical industry and drive high drug prices through the secretive
pharmacy benefit manager (PBM) industry. Ironically, in the country’s attempt to
rein in ruthless operators like Shkreli and Muyle, we ended up inadvertently cre-
ating the PBM problem that now plagues us. Expanding the role of PBMs, first from
simple processors of pharmacy claims to middlemen more actively managing the
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prescription benefit initially made some sense. Clients—employers, unions, state
governments, and other payers of medical care—did not have the expertise to man-
age complex drug benefits. Thus, they could hire a PBM to administer their pre-
scription benefit, which would include simplifying and streamlining a complicated
drug supply chain, designing formularies to exclude wasteful drugs, using their size
and leverage to negotiate better discounts from pharmaceutical manufacturers, and
managing pharmacy networks to create better outcomes for patients.

However, as this exposé on PBM business tactics, dirty tricks, and their negative
impacts will detail, what seemed like a good idea “on paper” has not come to fru-
ition. Instead, the nation’s largest PBMs have capitalized on the complexity of the
drug supply chain and used the secrecy in which they operate to hide the true cost
of drugs. And rather than eliminate the costly arbitrage within the supply chain,
PBMs co-opted and embraced it, exacerbating the very problems of high drug prices
that they were originally hired to control. They saw the financial windfall that
would come through vertical integration and bought or set up their own mail-order
and specialty pharmacies, steering patients away from independent community
pharmacies and medical practices to their wholly-owned or affiliated pharmacy fa-
cilities where they could retain the inflated prices (and profits) they themselves
were responsible for creating.

The perverse result is that PBMs have abandoned their most sacrosanct function
of protecting their clients from high cost or low benefit drugs, instead letting higher
priced drugs “buy” their way onto their clients’ formularies via rebates that the
PBMs mostly retain. They then set up affiliated rebate aggregator entities to further
obfuscate the flow of pharmaceutical manufacturer dollars, retaining a larger por-
tion of their clients’ rebates, and leaving patients on high deductible plans exposed
to drugs with exploitative list prices. The result is that patients pay more for
their drugs off of artificially inflated list prices and the PBM clients have
higher prescription drug costs.

The PBM’s purpose in the drug supply chain was to “police” the system. Had the
largest PBMs not been lured in by the immense profit potential borne out of the
complete opacity of drug costs, a PBM’s greatest asset would have been trust—trust
from payers and providers that they were tirelessly working to protect the American
public from high drug prices. However, this unfortunately did not come to pass. In-
stead, the PBM’s greatest advantage has become the almost total opacity of
the U.S. drug supply chain and a lack of understanding among employers,
unions, state governments, and American taxpayers of how most PBMs
have chosen to abuse it.

The purpose of this exposé is to reveal and explain the PBM advantage by providing
transparency where now there is total darkness and delving into the many ways
that PBMs have abused their power to become “crooked cops.” Throughout this
exposé, we comprehensively explore and document the myriad of PBM abuses, and
their impact on patient care—focusing especially on cancer care. Finally, we ex-
plore how the recent levels of consolidation among PBMs and health insur-
ers is adversely impacting cancer care, fueling drug costs, while allowing
for massive profits for PBM and health insurance companies. We have thor-
oughly examined and detailed the most pervasive and abusive PBM tactics, in each
section highlighting their adverse impact on patients, health care payers (including
Medicare, Medicaid, employers and taxpayers), and providers.

With the ultimate goal of this exposé being transparency, Frier Levitt went beyond
the law, partnering with 3Axis Advisors LLC to create infographics derived from
their analysis of millions of prescription claims across multiples states. The goal of
these infographics is to help crystallize and simplify the very complex topics we will
discuss throughout this expose. Lastly, because PBMs have been known to hold
themselves out as being “above the law,”! we have provided the applicable law and
legal principles governing each topic, and detailed the PBMs’ thin legal footing as
it comes to these abusive practices. Finally, we have laid out potential, workable so-
lutions to these issues, which may be legislative, regulatory, or legal in nature.

We intend for this report to serve as an authoritative source and reference guide
for federal and state policymakers, regulators, and employers seeking greater under-
standing of PBM behavior, as well as frameworks for reshaping the industry for the
better. While not all PBMs engage in these types of practices, or the degree with
which they engage in these practices may vary from plan to plan, program to pro-

1See, CZ Servs. v. Express Scripts Holding, Case No. 3:18-cv-04217-JD, Dkt. No. 301-3.
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gram, state to state, and so on, we believe that a thorough exposure of the blind
spots, latitude for abuse, and backwards incentives is essential for any coherent un-
derstanding of the inherent flaws within the drug supply chain.

This exposé was commissioned by the Community Oncology Alliance (COA). The
findings reflect the independent research of the authors, Frier Levitt, LLC, and does
not endorse any product or organization. If this exposé is reproduced, we ask that
it be reproduced in its entirety, as pieces taken out of context can be misleading.

3 Background

3.1 The Stakeholders

Any examination of the PBM industry must necessarily begin with an overview of
the relevant stakeholders. These include five major categories of industry partici-
pants: (1) plan sponsors, (2) health insurers, (3) patients, (4) manufacturers, (5) pro-
viders, and (6) PBMs. Understanding who the major stakeholders are, and their re-
lationship with one another, is paramount.

At the top of the hierarchy are plan sponsors. These include governmental health
benefits programs (such as Medicare, Medicaid and TRICARE), employer-sponsored
health plans, Taft-Hartley and union welfare plans, and private health insurance
companies. These entities sponsor a health benefits plan for their members, bene-
ficiaries or employees, and provide coverage for pharmacy expenses and drug costs
(in addition to traditional medical expenses). In the Medicare Part D context, the
Centers for Medicare & Medicaid Services (CMS) contracts with private insurance
companies that submit bids to become Part D plan sponsors, and CMS in turn sub-
sidizes certain costs associated with the operation of the plans.2 Likewise, in the
Medicaid space, the majority of states operate a managed care model with respect
to pharmacy benefits, contracting with Medicaid Managed Care Organizations
(MCOs), who in turn, contract with PBMs to administer the pharmacy benefit.? Fi-
nally, in the private sector, employers either directly or through an insurance com-
pany contract with PBMs to administer pharmacy benefits. These employer-spon-
sored plans may either be fully-insured (meaning the employer hires an insurance
company and pays all or part of the premiums on behalf of its employees) or self-
insured (meaning the employer bears all of the financial risk with the costs of
care).® In any case, these plan sponsors bear the ultimate costs of care, and suffer
when PBM abuses cause prices to rise or waste to occur. Plan sponsors may or may
not hire a health insurance company to help offset the risks associated with the cost
of care, and pay premiums on behalf of their beneficiaries. These health insurance
companies may in turn be the entity that directly contracts with the PBM for phar-
macy care. However, as noted below, the lines have become increasingly blurred be-
tween health insurers and PBMs; thus, the key distinction between plan sponsors
and health insurers is that the plan sponsors are typically the ultimate financial
guarantors of the costs of the health care for their beneficiaries, including not only
drug costs but also major medical expenses.

At the other end of the continuum are the patients. Patients include beneficiaries
of government sponsored health care programs, as well as the employees (and de-
pendents) of employers sponsoring health plans. They are also uninsured or under-
insured individuals who are left to find a way to cover drug costs themselves. In
oncology, they are cancer patients needing care from a complex and disjointed
health care system. As a group, they not only bear a disproportionate share of the
out-of-pocket costs associated with PBM abuses, but also suffer from the inferior
care caused by certain PBMs’ tactics of putting profits over patients. These include
delays and denials as a result of PBMs’ unnecessary obstacles to care.

On the front line of care are the providers. These include retail, specialty and mail-
order pharmacies, and in oncology, community oncology practices. In addition to pro-
viding direct medical care, community oncology practices provide in-office and out-
patient pharmacy services, which can take two basic forms (depending on applicable
state law): dispensing physician practices (i.e., in-office dispensing under a plenary
medical license), or oncologist-owned pharmacies (i.e., the oncology practice owns

2http:/ | medpac.gov [ docs | default-source [ reports [jun19 medpac_reporttocongress_sec.pdf.

3 https: | |www.kff.org | medicaid / issue-brief management-and-delivery-of-the-medicaid-phar-
macy-benefit /.

4 https: | |www.shrm.org [ hr-today | news | hr-magazine [ pages | 0909wellsc.aspx.
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and operates a licensed retail pharmacy within the clinic).> These providers contract
with PBMs to dispense medication to plan members, and participate in PBM net-
works. In so doing, they are tasked with providing appropriate care to their pa-
tients, while remaining bound to the PBMs who set reimbursement rates and other
terms for participation.

While not directly involved in the provision of care, manufacturers are equally part

of the continuum and impacted by PBM actions. These include drug and biologic

manufacturers, including both brand and generic companies. Manufacturers have

had a particular important role in the biosimilar market, becoming captive to PBMs’

flell)gte traps, and stifling the biosimilar market before it even has a chance to take
old.

The final piece of the puzzle is the PBM. PBMs are third-party administrators of
prescription drug programs covered by a plan sponsor. The PBM is primarily re-
sponsible for processing and paying prescription drug claims submitted by partici-
pating providers on behalf of covered beneficiaries. However, a PBM’s role is not
limited to processing and paying prescription drug claims. Rather, PBMs also pro-
vide bundled services related to the administration of pharmaceutical benefits, in-
cluding formulary design, formulary management, negotiation of branded drug re-
bates, and controlling network access of participating pharmacies. Perhaps most im-
portantly, PBMs often also own and operate their affiliated retail, mail-order and/
or specialty pharmacies, and in so doing, directly compete with independent pro-
viders participating in PBM networks. They are not just the gatekeepers, but also
competitors operating in the same marketplace. This blatant conflict of interest has
serious consequences. Finally, as the result of consolidation and vertical integration
within the marketplace, virtually all of the major PBMs have merged with, acquired
or become acquired by health insurers, greatly blurring the lines between insurer
and PBM. As a result, health insurers and PBMs are often referred to jointly as
“payers.”

Figure 1. The Pharmacy Benefits Landscape
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The Figure 1, above, visually demonstrates the different stakeholders, and their relationship with one
another.

3.2 Consolidation of PBMs and Health Insurers, and the Resulting In-
fluence on Recent PBM Actions

PBMs traditionally have played a critical role in the administration of prescription
drug programs. However, over the past ten years, the PBM marketplace has trans-
formed considerably. Changes include both horizontal and vertical integration
among health insurance companies, PBMs, chain pharmacies, specialty pharmacies,
and long-term care pharmacies. As a result, a smaller number of large companies
now wield nearly limitless power and influence over the prescription drug market.

5See, Mark Munger et al., Emerging Paradigms: Physician Dispensing, Presentation to the
National Association of Boards of Pharmacy (May 20, 2014), available at hitps:/ /www.nabp.net/
system [rich [rich_files/rich files/000/000/338/original | munger-202.pdf.
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Within the PBM marketplace, over 80% of the covered lives in the United States
are controlled by only five PBMs.¢ As a result of this concentration, a pharmacy’s
access to these five PBM networks is critical. Being out of network with just one
PBM (which in some regions, could make up more than 85% of the market), and
being unable to obtain reimbursement for claims dispensed to those patients, could
make it financially unviable for any community oncology practice to provide dis-
pensing services at all. The lack of competition in the marketplace stems, in large
part, from a series of mergers, integrations, and consolidations. These consolidations
and integrations are undoubtedly a factor in many abusive PBM practices, ranging
from seeking to exclude independent providers, to reimbursement rates that force
providers to lose money by filling prescriptions, to outright diversion of patients to
the PBMs’ wholly-owned or affiliated pharmacies. The consolidation increases the
market power of the top PBMs, which makes this possible.

The breadth of PBM power did not arise overnight. It began with a series of vertical
consolidations in which some PBMs acquired pharmacies and other PBMs acquired
insurance companies. In 2007, the shareholders of Caremark Rx, one of the nation’s
largest PBMs at the time, approved a $26.5 billion takeover of CVS Pharmacy,
which effectively created the first vertically integrated retail pharmacy and PBM.”
Vertical integration of the industry continued in 2011, as Blue Cross Blue Shield
of North Carolina, one of Medco’s largest customers, began shifting its PBM busi-
ness away from Medco to Prime Therapeutics,® a PBM that is wholly owned by a
group of thirteen Blue Cross plans across the country. In 2012, UnitedHealthcare
(United), the nation’s largest insurance company, began migrating the administra-
tion of its plans from Medco Health Solutions to OptumRx, United’s wholly-owned
PBM.?°

Consolidation of the PBM and payer space has not been limited to vertical integra-
tion. In 2011, two of the nation’s then-largest PBMs—Medco Health Solutions, Inc.
and Express Scripts, Inc.—announced a $29 billion merger. After a contentious reg-
ulatory approval process, the Federal Trade Commission ultimately approved the
merger in 2012.10

Thereafter, the industry continued consolidation both horizontally and vertically. In
2013, a regional PBM—SXC Corporation—agreed to buy another regional PBM—
Catalyst, Inc.—for $4.4 billion to form a national PBM, known as Catamaran
Corp.1! In July 2015, Catamaran was acquired by United, OptumRx’s parent com-
pany, for $12.8 billion. The two PBMs are now integrating operations and operate
under one name, OptumRx. In 2015, Rite Aid acquired the PBM EnvisionRx for ap-
proximately $2 billion.12 Later that year, Walgreens announced its intention to ac-
quire Rite Aid and EnvisionRx for $9.4 billion.13 Also in 2015, Aetna, the nation’s
third largest insurer, announced its intention to acquire Humana, the nation’s
fourth largest insurer, as well as Humana’s wholly-owned PBM, Humana Pharmacy
Solutions, for $37 billion.14 Finally, in 2015, Anthem announced its agreement to

6 See, hitps:/ |www.latimes.com | business | hilizik | la-fi-hiltzik-pbm-drugs-20170611-story.html.

7Evelyn M. Rusli, Caremark Approves CVS Merger, Forbes (March 16, 2007, 4:59 PM),
http:/ |www.forbes.com /2007 /03 /16 | caremark-approves-update-markets-equity-cx_er 0316
markets29.hitml.

8Jon Kamp, Medco Faces Loss of Blue Cross Customer, The Wall Street Journal (August 3,
2011, 6:04 PM), http://www.wsj.com/articles/SB10001424053111903454504576486653127
464070.

9 Anna Wilde Mathews, UnitedHealth’s Answer to Express Scripts-Medco Merger?, The Wall
Street Journal (July 21, 2011, 8:34 AM), http:/ / blogs.wsj.com /deals/2011/07 /21 [unitedhealths-
answer-to-express-scripts-medco-merger /.

10Reed Abelson and Natasha Singer, F.T.C. Approves Merger of 2 of the Biggest Pharmacy
Benefit Managers, New York Times (April 2, 2012), hitp:/ /www.nytimes.com /2012 /04 /03 [ busi-
ness / ftc-approves-merger-of-express-scripts-and-medco.html.

11 Michael J. De La Merced, SXC Health Solutions to Buy Catalyst Health for $4.4 Billion,
New York Times (April 18, 2012, as updated 3:07 PM), http:/ / dealbook.nytimes.com /201204 /
18/ sxc-health-solutions-to-buy-catalyst-for-4-4-billion /.

12Rite Aid Completes Acquisition of Leading Independent Pharmacy Benefit Manager
EnvisionRx, Business Wire (June 24, 2015, 10:23 AM), htip:/ /www.businesswire.com [news/
home [20150624005906 | en | Rite-Aid-Completes-Acquisition-Leading-Independent-Pharmacy.

13 Dana Mattioli, Michael Siconolfi, and Dana Cimilluca, Walgreens, Rite Aid Unite to Create
Drugstore Giant, The Wall Street Journal (October 27, 2015, 9:01 PM), Attp:/ /www.wsj.com/
articles walgreens-boots-alliance-nears-deal-to-buy-rite-aid-1445964090.

14 Aetna to Acquire Humana for $37 Billion, Combined Entity to Drive Consumer-Focused,
High-Value Health Care, Business Wire (July 3, 2015, 2:08 AM), http:/ /www.businesswire.com /
news /home [20150702005935 | en | Aetna-Acquire-Humana-37-Billion-Combined-Entity#.VZYpMe
TDYOL.
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buy Cigna (including its PBM arm) for $48 billion, which would result in, yet again,
fewer players in the space.l> However, on July 21, 2016, the Justice Department
filed lawsuits to block both the Aetna-Humana and Anthem-Cigna mergers, assert-
ing that the mergers would quash competition, leading to higher prices and reduced
benefits.16

Figure 2. PBM Mergers and Consolidations in Last Ten Years
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Unfortunately, the last five years has only seen this trend of consolidation and inte-
gration expand at an exponential rate. In November 2018, CVS Health completed
a controversial $69 billion acquisition of Aetna, a managed health care company
that specializes in selling traditional and consumer-directed health insurance along
with related services including dental, vision, and disability plans. Not to be out-
done, in December 2018, health insurer Cigna acquired Express Scripts for $54 bil-
lion.17 Since that time, Cigna and Express Scripts have continued to expand in cre-
ative ways. In December 2019. Express Scripts and Prime Therapeutics announced
a three-year collaboration agreement, whereby Express Scripts would take over the
contracting and administration of the pharmacy benefits for Prime Therapeutics’
members.1® As a result of the arrangement, Express Scripts will now manage the
prescription benefits for more than 100 million Americans.1®

15 Michael J. De la Merced and Chad Bray, Anthem to Buy Cigna Amid Wave of Insurance
Mergers, New York Times (July 24, 2015), http://www.nytimes.com/2015/07/25/business/
dealbook | anthem-cigna-health-insurance-deal.html.

16 Leslie Picker, U.S. Sues to Block Anthem-Cigna and Aetna-Humana Mergers, New York
Times (July 21, 2016), http://www.nytimes.com/2016/07/22/business/dealbook [ us-sues-to-
block-anthem-cigna-and-aetna-humana-mergers.html.

17Bruce Japsen, Cigna-Express Scripts Merger’s a Done Deal, Forbes, December 19, 2018,
https:/ |www.forbes.com [ sites | brucejapsen /2018 / 12/ 19/ cigna-express-scripts-merger-a-done-
deal-by-thursday | #261d98a55688.

18 hitps:/ | medcitynews.com [ 2019/ 12 | express-scripts-strikes-partnership-with-prime-thera-
peutics/.

19 https: | | www.primetherapeutics.com [ en [ news | pressreleases /2019 | release-prime-express-
scripts-collaboration.html.
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Figure 3. Vertical Integration of PBMs and Health care Conglomerates
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This rapid evolution of the PBM and health insurance industry shows how a limited
number of corporations wield an outsized level of control and influence in the pre-
scription drug coverage marketplace. Fewer payers spells harm to patients, espe-
cially cancer patients. These integrated companies have greater abilities to control
the nature and direction of patients’ care, including what type of care/drugs they
receive, from whom they receive it, and in what setting they are treated. The level
of PBM intrusion into the care received by patients borders on the practice of medi-
cine by these PBMs and health insurance conglomerates.

Fewer payers also results in harm to plan sponsors, especially employers sponsoring
health plans, who have fewer choices based on decreased competition. This hits
small employers the hardest, who lack the overall leverage and resources to either
demand competitive rebates or restructure entrenched PBM practices.

Fewer payers also exponentially increases the importance of network access for pro-
viders. Exclusion from one PBM with a market share of 35% means that the pro-
vider loses out on a major portion of the patient population.

Figure 4. Market Share by PBM in U.5. Prescription Benefits Market in 2018
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As can be seen in the figure above,20 consolidation has created merged entities that
have oppressive power. This creates a virtual chokehold note only on community on-
cology practices and pharmacy providers, but on plan sponsors and patients alike.
It is through this market dominance that PBMs are able to get away with their
abuses. Whether it is outsized rebates and DIR fees fueling drug prices. Whether
it is unreasonable barriers to entry, network exclusions or mandatory white bagging
forcing patients to receive inferior service at higher costs. Whether it is employing
insidious copay accumulator programs or deceptive pricing and reimbursement tech-
niques. Or worse yet, whether it is essentially practicing medicine, through “fail
first” step therapy, prior authorization requirements, or formulary exclusions, many
of which favor not the least expensive medication, but the most profitable one for
the PBM. Each of these tactics are made possible by the PBMs’ sheer levels of
dominance at all levels of the health care continuum. This consolidation has hurt
medical care, while fueling both drug prices and costs to patients and plan sponsors
alike.

While the Federal Trade Commission (FTC) and Department of Justice (DOJ) Anti-
trust Division recently embarked on a process to rewrite vertical merger guidelines,
this effort is seen by many as coming “too little, too late.”2! Providers, patients and
plan sponsors have long realized that the vertical integration between payer-PBM-
provider would spell disaster for quality and freedom of choice.22 Dramatic and ur-
gent action is necessary to curtail this wide ranging abuse of power.

4 Manufacturer Rebates, Rebate Aggregators, and the “Gross-to-Net Bub-
ble”

It is axiomatic to say that the PBM market is highly concentrated, with three com-
panies (i.e., CVS Caremark, Express Scripts, and OptumRx) covering nearly 80 per-
cent of the market, or 180 million American lives. As a result, pharmaceutical and
biosimilar manufacturers face exceedingly high stakes when negotiating for for-
mulary placement.23 Among the different sources of revenue, the most prolific by
far is in the form of rebates from pharmaceutical manufacturers that PBMs extract
in exchange for placing the manufacturer’s product drug on a plan sponsor’s for-
mulary or encouraging utilization of the manufacturer’s drugs.2¢ Rebates are mostly
used for high-cost brand-name prescription drugs where there are interchangeable
products and aim to incentivize PBMs to include pharmaceutical manufacturers’
drugs on plan sponsors’ formularies and to obtain preferred tier placement.25

While drug prices are too high, ironically, the growing number and scale of rebates
is the primary fuel of today’s high drug prices. The truth is that PBMs have a vest-
ed interest to have drug prices remain high, and to extract rebates off of these high-
er prices. PBM formularies tend to favor drugs that offer higher rebates over similar
drugs with lower net costs and lower rebates.26

20 Exhibit 76 in The 2019 Economic Report on U.S. Pharmacies and Pharmacy Benefit Man-
agers, Drug Channels Institute. Available at http:/ /drugch.nl/pharmacy.

21 https: | |www.cnbe.com [ 2022 /01 [ 18] fte-doj-seek-to-rewrite-merger-guidelines.html.

22 https: | www.ftc.gov | system [ files | attachments | 798-draft-vertical-merger-guidelines [vmg11
nepa_comment.pdf; https:/ [www.pbgh.org | despite-claims-vertical-integration-isnt-great-for-
health-care-consumers-or-purchasers /.

23 See, Bai, G., A.P. Sen, and G.F. Anderson, “Pharmacy Benefit Managers, Brand-Name Drug
Prices, and Patient Cost Sharing.” Annals of Internal Medicine, 2018. 168(6): p. 436—437; See
also, Applied Policy, “Concerns Regarding The Pharmacy Benefit Management Industry,” 2015,
accessible online: Attp:/ /www.ncpa.co/pdf/applied-policy-issue-brief.pdf.

24 See, Federal Trade Commission, “Pharmacy Benefit Managers: Ownership of Mail Order
Pharmacies,” August 2005, accessible online: htips://www.ftc.gov/sites/default/files/docu-
ments [ reports | pharmacy-benefit-managers-ownership-mail-order-pharmacies-federal-trade-com-
mission-report | 050906pharmbenefitrpt_0.pdf.

25 See, AMCP, “Maintaining the Affordability of the Prescription Drug Benefit,” 2019, acces-
sible online: https://amcp.org/sites/default/files/2019-03 | Maintaining%20the%20Affordability
%200f%20the%20Prescription%20Drug%20Benefit.pdf.

26 See, Neeraj Sood, et al., “The Association Between Drug Rebates and List Prices,” 2020, ac-
cessible online: https:/ /healthpolicy.usc.edu [ wp-content [ uploads/2020/02 / SchaefferCenter
RebatesListPrices_WhitePaper.pdf; see also, Ornstein, C. and K. Thomas, “Take the Generic, Pa-
tients Are Told. Until They Are Not,” 2017, accessible online: https:/ /www.nytimes.com /2017 /
08/06 [ health | prescription-drugs-brand-name-generic.html.
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Figure 5. Gross-to-Net Bubble
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Apart from increasing costs today, these destructive practices will have a long-
lasting impact on the future of health care and drug innovation. Traditionally, ge-
neric drugs offer significant price relief for brand medications; however, there are
an ever-growing subset of medications that are unlikely to ever have a traditional
generic alternative. As a result, federal policy was enacted to create eventual com-
petition for these brand products such as the biosimilar pathway. However, the
PBMS’ practice of maximizing rebates may effectively neuter the nation’s biosimilar
market before it even gets off the ground. Unlike traditional drug products, biologics
are unique and complex molecules, and represent many of the new breakthrough
treatments that have come to market over the past ten years. But with such break-
through comes extremely high cost. As a result, biosimilars—that is, products that
are “highly similar” to the reference biologic27—have emerged to provide alter-
natives and competition in the biologics space. The first biosimilar product in the
United States was approved in March 2015 and marketed in September 2015.28 The
greater use of biosimilars has the potential to reduce the overall drug spending,
while providing greater clinical options for providers and patients.2® However, PBMs
and biologics manufacturers have erected “rebate walls” that have severely de-
pressed biosimilar development and widespread adoption.3? According to former
FDA Commissioner, Dr. Scott Gottlieb, Americans could have saved more than $4.5

27US Food and Drug Administration, Center for Drug Evaluation and Research (CDER), Cen-
ter for Biologics Evaluation and Research (CBER). Scientific Considerations in Demonstrating
Biosimilarity to a Reference Product. Guidance for Industry. April 2015. https:/ /www.fda.gov/
media /82647 | download. Accessed June 25, 2018.

28 See, What Are Biosimilars?, available at: https:/ /www.biosimilarsresourcecenter.org/faq/
what-are-biosimilars/.

29 See, James D. Chambers, et al., “Coverage for Biosimilars vs. Reference Products Among
US Commercial Health Plans,” May 19, 2020, JAMA. 2020;323(19):1972-1973. do0i:10.1001/
jama.2020.2229; see also, Ed Silverman, “Biosimilars got the cold shoulder from health plans
when it came to preferred coverage,” May 20, 2020, accessible online: Atips://www.
statnews.com [ pharmalot /2020/05 /20| biosimilars-biologics-health-coverage-drug-prices /.

30 See, Cathy Kelly, FTC Wades Into Rebate Walls And Biosimilar Access With Remicade In-
vestigation, available at: https:/ / pharmaintelligence.informa.com | resources [ product-content / ftc-
wades-into-rebate-walls-and-biosimilar-access-with-remicade-investigation.
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billion in one year alone, if they had bought FDA-approved biosimilars.31 While the
FDA had approved 11 biosimilars through 2018, only three were then being mar-
keted in the U.S.32 As of January 2022, nearly 32 biosimilars have been approved,
while only 29 are currently being marketed.33 PBM rebates represent a clear and
existential threat to the future of the biosimilar marketplace.34

As the American public and plan sponsors have become more aware of the nature
and extent of rebates, they have begun demanding that all or nearly all rebates ne-
gotiated on their behalf be fully reported and passed-through. As a result, PBMs
have begun to market themselves as transparent and assert that many of their cus-
tomers are able to negotiate “pass-through pricing” allowing pharmaceutical manu-
facturer rebates and other concessions to flow directly to plan sponsors.35> However,
a dangerous new trend has grown exponentially over the last few years through
which PBMs seek to “circumvent” these pass-through requirements. PBMs have in-
creasingly “delegated” the collection of manufacturer rebates to “rebate aggre-
gators,” which are often owned by or affiliated with the PBMs, without seeking au-
thorization from plan sponsors and without telling plan sponsors.36 Sometimes re-
ferred to as rebate GPOs, these mysterious entities include Ascent Health Services,
a Switzerland-based GPO that Express Scripts launched in 2019, Zinc, a contracting
entity launched by CVS Health in the summer of 2020, and Emisar Pharma Serv-
ices, an Ireland-based entity recently rolled out by OptumRx.37 Even some of the
major PBMs (i.e., the “Big Three” PBMs) sometimes find themselves contracting
with other PBMs’ rebate aggregators for the collection of manufacturer rebates (for
example, in the case of OptumRx contracting with Express Scripts for purposes of
rebate aggregation for public employee plans).38

In both the private sector and with respect to government health care programs, the
contracts regarding manufacturer rebates (i.e., contracts between PBMs and rebate
aggregators, as well as contracts between PBMs/rebate aggregators and pharma-
ceutical manufacturers) are not readily available to plan sponsors.3® Moreover,
PBMs do not provide plan sponsors access to claim-level rebate information unless
demanded through the contracts entered by and between plan sponsors and
PBMs.40

Within Medicare Part D, Part D Sponsors are required to submit direct and indirect
remuneration (DIR) reports to CMS disclosing the total amount of rebates, inclusive

31Yanchun Liu, MarketWatch News, “FDA chief says pharmas use rebates to block biosimilar
competition,” available at: https:/ /www.marketwatch.com /story /fda-chief-says-pharmas-use-re-
bates-to-block-biosimilar-competition-2018-07-19.

32 See, id.

33 See, Biosimilar Approval Status, available at: hitps://biosimilarsrr.com /us-biosimilar-fil-

ings/.

34 hitps: | |www.forbes.com [ sites [ joshuacohen /2021 /03 /01 rebate-walls-stifle-prescription-
drug-competition | 2sh=4b07ed3966ae.

35See, ERISA Advisory Council, “PBM Compensation and Fee Disclosure,” 2014, available on-
line: hitps:/ /www.dol.gov /sites | dolgov /files | ebsa | about-ebsa | about-us | erisa-advisory-council |
ACDanzon061914.pdf.

36 See, Office of Broward County Auditor, “Audit of Pharmacy Benefit Management Services
Agreement,” 2017, accessible online: https://www.broward.org/Auditor/Reports|Documents/
2017 _1212%20Agenda%20Review%200f%20Pharmacy%20Benefit%20Management%20Services%2
0by%20StoneBridge /2017 1212%20Exh1_OptumRx.pdf.

37 See, Alia Paavola, “CVS Health reportedly launching a GPO called Zinc,” Becker’s Hospital
Review, June 30, 2020. Accessible at: hitps:/ /www.beckershospitalreview.com [ pharmacy/cvs-
health-reportedly-launching-a-gpo-called-zinc.html; https: | /www.drugchannels.net/2021/08/
drug-channels-news-roundup-august-2021.html.

38 See, Office of Broward County Auditor, “Audit of Pharmacy Benefit Management Services
Agreement,” 2017, accessible online: hAtips://www.broward.org/Auditor/Reports/Documents/
2017 1212%20Agenda%20Review%200f%20Pharmacy%20Benefit%20Management%20Services%2
0by%20StoneBridge /2017 1212%20Exh1 OptumRx.pdf.

39 See, Office of Broward County Auditor, “Audit of Pharmacy Benefit Management Services
Agreement,” 2017, accessible online: https://www.broward.org/Auditor/Reports|Documents/
2017 _1212%20Agenda%20Review%200f%20Pharmacy%20Benefit%20Management%20Services%2
0by%20StoneBridge /2017 1212%20Exh1_OptumRx.pdf; see also, Office of the Legislative Audi-
tor General for the State of Utah, “A Performance Audit of PEHP’s Pharmacy Benefit Manager,”
2019, accessible online: htips:/ /le.utah.gov/audit/19 13rpt.pdf; see also, MedPAC, “Status Re-
port on Part D. Report to Congress: Medicare Payment Policy,” 2016.

40 See, Office of Broward County Auditor, “Audit of Pharmacy Benefit Management Services
Agreement,” 2017, accessible online: https://www.broward.org/Auditor/Reports|Documents/
2017 _1212%20Agenda%20Review%200f%20Pharmacy%20Benefit%20Management%2
0Services%20by%20StoneBridge /2017 1212%20Exh1 OptumRx.pdf; see also, Office of the Legis-
lative Auditor General for the State of Utah, “A Performance Audit of PEHP’s Pharmacy Benefit
Manager,” 2019, accessible online: htips:/ /le.utah.gov/audit/19 13rpt.pdf.
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of manufacturer rebates, retained by PBMs regardless of whether such rebates were
passed to Medicare Part D plan sponsors.4! And while PBMs and rebate aggregators
are obligated to provide, among other things, the aggregate amount and type of re-
bates, discounts, or price concessions to the plan sponsors (who in turn provide the
same to CMS),42 PBMs and rebate aggregators do not have to provide claims-level
information on the actual amounts received on behalf of plan sponsors.

4.1 Who Is Impacted?

The deleterious effects of rebates, and the furtive work of rebate aggregators, are
felt across the health care spectrum.

4.1.1 Harm to Patients

Whether a patient has insurance or not, rebates serve to increase the overall costs
of drugs and out-of-pocket expenditures for patients.43 With one in four people in
the United States having difficulty paying the cost of their prescription medica-
tions,*4 the extent of the negative impact of rebates is felt far and wide.

For uninsured patients, the rebates negotiated by a PBM or health insurance com-
pany do nothing to lower their out-of-pocket costs. Rebates promote high drug list
prices. “Higher drug prices hurt uninsured patients who pay list prices . . . based
on drugs’ list prices.”#5 And because these rebates are received and kept among se-
cretive health care conglomerates, and not shared with providers or other groups,
even discount programs like GoodRx do little to help uninsured patients receive sav-
ings on the most expensive drugs.

Even for patients with insurance, rebates ultimately increase costs to the patient
for the benefit of PBMs and health insurers. At the point of sale, the inflated list
prices caused by rebates “hurt . . . insured patients who pay coinsurance and
deductibles based on drugs’ list prices.”#6 Over the past several years, the number
of patients on high-deductible health plans has skyrocketed.4” This has turned the
insurance market upside down, causing the relatively small number of sick patients
who pay high copays off of inflated list prices to subsize the cost of care for healthy
people. In this form of “reverse insurance,” the sickest patients (e.g., those taking
expensive cancer medications) generate a large share of manufacturer rebate pay-
ments, which in turn are used to “subsidize the premiums for healthier [pa-
tients].”#8 This is the opposite of how insurance is supposed to work.

What’s worse, PBMs’ preference of highly-rebated drugs not only increases patients’
out-of-pocket expenses, but also creates unnecessary burdens in receiving appro-
priate care, even to the point of fatality.4® PBMs have an incentive to favor high-
priced drugs over drugs that are more cost-effective, because rebates are often cal-
culated as a percentage of the manufacturer’s list price. PBMs receive a larger re-
bate for expensive drugs than they do for ones that may provide better value at
lower cost. This can also occur “when a brand drug goes generic under the Hatch-
Waxman Amendments, with the first generic version being granted six months of
market exclusivity,” and “[iln exchange for substantial rebates, manufacturers [are
given] an exclusive extension of their brand drug, which circumvents Hatch-

41 See, Social Security Act § 1860D 15, 42 U.S.C. [1395w-115].

42 See, 42 CFR §423.514(d).

43 See, Neeraj Sood, et al., “The Association Between Drug Rebates and List Prices,” 2020, ac-
cessible online:  https:/ [ healthpolicy.usc.edu [ wp-content [ uploads/2020/02 / SchaefferCenter
RebatesListPrices WhitePaper.pdf.

44See, Chaarushena Deb, et al., “Relentless Prescription Drug Price Increases,” JAMA, 29
February 2020, 323(9):826-828.

45Neeraj Sood, et al., “The Association Between Drug Rebates and List Prices,” 2020, acces-
sible online: hitps:/ | healthpolicy.usc.edu | wp-content | uploads /2020 /02 | SchaefferCenter
RebatesListPrices WhitePaper.pdf.

46 Neeraj Sood, et al., “The Association Between Drug Rebates and List Prices,” 2020, acces-
sible online: hitps:/ [ healthpolicy.usc.edu [ wp-content /uploads /2020 /02 / SchaefferCenter
RebatesListPrices_WhitePaper.pdf.

47 hitps: | | www.kff.org [ report-section [ ehbs-2019-section-8-high-deductible-health-plans-with-
savings-option | #:~:text=Enrollment%20in%20HDHP%2F SOs%20has,in%202019%20%5BFigure
%208.5%5D.

48 https: /| |www.drugchannels.net /2017 11 /will-cms-pop-gross-to-net-bubble-in.html.

49 See, Community Oncology Alliance, “Pharmacy Benefit manager Horror Stories—Part IV,”
April 4, 2019, accessible online: https:/ /communityoncology.org | pharmacy-benefit-manager-hor-
ror-stories-part-v /.
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Waxman and blocks generic competition.”>0 PBMs’ financial motivations often result
in more expensive and less efficacious drugs being placed on the drug formulary,
which in turn hurts patient care.51

Again, PBMs are able to do this because of the sheer levels of market consolidation
and integration, which is adversely impacting cancer care and fueling drug costs all
in the interests of PBM profits.

4.1.2 Harm to Plan Sponsors

While rebates are intended to lower the “net price” of drugs, thereby reducing costs
to plan sponsors (including employers), there are several important ways that PBM
rebates increase the costs of drugs for both plan sponsors and patients.

The first way relates to the ability of plan sponsors, especially self-funded employ-
ers, to ensure the full amount of rebates are reported and passed through to them
by PBMs. As noted above, it is extremely difficult to gauge the true amount of drug
manufacturer rebates collected by PBMs, and this is only made more difficult by the
advent of rebate aggregators.52 Unlike in the Medicare Part D program, PBMs typi-
cally do not legally owe self-funded employers any reporting on rebates. PBMs em-
ploy exceedingly vague and ambiguous contractual terms to recast monies received
from manufacturers outside the traditional definition of rebates, which in most
cases must be shared with plan sponsors. Rebate administration fees, bona fide
service fees, and specialty pharmacy discounts/fees are all forms of money received
by PBMs and rebate aggregators which may not be shared with (or even disclosed
to) the plan sponsor.?3 These charges serve to increase the overall costs of drugs,
while providing no benefit whatsoever to plan sponsors.

And while there might be greater reporting and disclosure obligations in the Medi-
care Part D and Medicaid programs,>* the growth of rebate aggregators has created
a way for PBMs (or their corporate affiliates) to retain rebates and not share them
with plan sponsors. This causes the Part D plan sponsor to become liable to CMS
to “true up” any reductions in cost caused by these rebates, despite the fact that
the Part D plan sponsor never actually received any rebates. Moreover, studies have
shown that PBM rebates extracted from drug manufacturers drive up the drug
spending of plan sponsors including Medicare and Medicaid.5> This is especially
draining on already budget-strapped state governments. Since Medicare Part D is
financed through general revenues, beneficiary premiums, and state payments for
dual-eligible beneficiaries (who received drug coverage under Medicaid prior to
2006), rebates also drive up the drug spending of the participating states and in
turn, taxpayers’ financial obligations to support Medicare Part D and Medicaid con-
tinues to rise.5¢ The total drug spend of a plan sponsor, regardless of whether it
is a federal or state governmental program or a self-funded employer, will inevitably
increase because PBMs are incentivized to favor expensive drugs that yield high re-
bates.57 In some instances, PBMs purposely misclassify generic drugs as brand
drugs to charge higher prices to plan sponsors, which ultimately generate higher re-

50 Rumore, Martha M., and F. Randy Vogenberg. “PBM P&T Practices: The HEAT Initiative
Is Gaining Momentum.” P & T: a peer-reviewed journal for formulary management vol. 42,5
(2017): 330-335.

51 See, Community Oncology Alliance, Letter to Defense Health Agency, “The Perverse Finan-
cial Impact of Pharmacy Benefit Managers on Our Military Service Members Covered by the
TRICARE Program,” 2019.

52 See, supra, Office of Broward County Auditor, “Audit of Pharmacy Benefit Management
Services Agreement,” 2017.

53 See, National Prescription Coverage Coalition, “It’s Time to Determine How Much Your
PBM Is Depriving Your Plan of Rebates: File An ‘Accounting’ Procedure,” available at: https://
nationalprescriptioncoveragecoalition.com [ its-time-to-determine-how-much-your-pbm-is-depriv-
ing-your-plan-of-rebates-file-an-accounting-procedure /.

54 See, Social Security Act § 1860D-15, 42 U.S.C. [1395w—115].

55 See, e.g., U.S. Department of Health and Human Services, “Increases in Reimbursement for
Brand-Name Drugs in Part D,” 2018, accessible online: ht¢tps:/ /oig.hhs.gov/oei/reports | oei-03-
15-00080.pdf; see also, Auditor of the State of Ohio, “Ohio’s Medicaid Managed Care Pharmacy
Services,” August 16, 2018.

56 See, e.g., Juliette Cubanski, et al., “A Primer on Medicare: Key Facts About the Medicare
Program and the People it Covers,” March 20, 2015, available at: hitps:/ /www.kff.org/report-
section | a-primer-on-medicare-how-is-medicare-financed-and-what-are-medicares-future-financ-
ing-challenges /.

570U.S. Department of Health and Human Services, “Fraud and Abuse; Removal of Safe Har-
bor Protection for Rebates involving Prescription Pharmaceuticals and Creation of New Safe
Harbor Protection for Certain Point-of-Sale Reductions in Price on Prescription Pharmaceuticals
and Certain Pharmacy Benefit Manager Service Fees,” available at: https:/ /www.govinfo.gov/
content /pkg/FR-2019-02-06 / pdf/2019-01026.pdf /.
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bate revenue.58 Moreover, the gross-to-net bubble (i.e., the dollar difference between
sales at brand-name drugs’ list prices and their sales at net prices after rebates, dis-
counts, and other reductions) has been growing at an exponential pace.5® The up-
ward trend in the gross-to-net bubble reached $175 billion in 2019.60 Based on this
trend and the fact that plan sponsors are not receiving full value of the rebates from
PBMs, it is evident that rebates increase total drug spend of plan sponsors and only
benefit PBMs.

The final and perhaps most long-term impact that rebates will have on plan spon-
sors is in the suppression of the biosimilar market. The greater use of less expensive
biosimilars (essentially “generic” versions of biologic medications) has the potential
to reduce overall drug spending. However, many health plans do not include
biosimilars in their preferred tiers.6! This is because of the “rebate trap,” where
PBMs prefer the higher cost, branded biologics that offer rebates, over cheaper bio-
similar alternatives.62 The result is that when biosimilars do make their way to the
market, many patients do not have access to them because their PBM does not
cover it.63 These policies stifle advancements, and will, in the long term, keep plan
sponsors beholden to higher cost, branded medications.

4.1.3 Harm to Providers

Finally, rebates also impact providers in several ways. First, PBMs preference of
highly rebated drugs limits providers’ choice of optimal drug therapy for patients.64
Once again, this results in the PBM inserting itself in between the prescribers and
their patients and violates the sanctity of the doctor-patient relationship. This is es-
pecially true with biosimilars. The greater use of biosimilars has the potential to
reduce overall drug spending and provide greater clinical options for providers, in-
cluding community oncology practices. However, due to rebates, many PBMs do not
include biosimilars in their preferred tier, thereby prevent wide-spread adoption and
cost savings.65

In instances where biosimilars are included on formularies, this is done so inconsist-
ently and on a patchwork basis, tied solely to the rebates that the PBM can extract
from the drug manufacturer, and not the efficacy of the product. The result is that
community oncology practices often are required to stock several different versions
of very expensive biosimilars based on the rules of the patient’s PBM, rather than
being gé)le to prescribe and dispense the product that is best suited for their pa-
tients.

58 Complaint, Ohio Highway Patrol Retirement System v. Express Scripts, Inc., Case No. AM—
20CV004504, Court of Common Pleas, Fraknlin County, Ohio.

59 hitps: | Jwww.drugchannels.net /2021 /01 [ surprise-brand-name-drug-prices-fell.html.

60 hittps: | Jwww.drugchannels.net | 2020/ 08 [ the-gross-to-net-bubble-hit-175-billion.html.

61See, James D. Chambers, et al., “Coverage for Biosimilars vs. Reference Products Among
US Commercial Health Plans,” May 19, 2020, JAMA. 2020;323(19):1972-1973. do0i:10.1001/
jama.2020.2229; see also, Ed Silverman, “Biosimilars got the cold shoulder from health plans
when it came to preferred coverage,” May 20, 2020, accessible online: https:/ /www.statnews.
com /pharmalot/2020/05 /20 | biosimilars-biologics-health-coverage-drug-prices /.

62 See, FiercePharma, “Could adoption of biosimilars be slowed by ‘rebate trap’? Yale experts
think so”, available at: htips:/ /www.fiercepharma.com /pharma/could-adoption-biosimilars-be-
slowed-by-rebate-trap-yale-experts-think-so; https:/ [jamanetwork.com [journals/jama/article-ab-
stract /2625049%resultClick=1.

63 See, Thomas Sullivan, “January MedPAC Recommendations: Rebates and Biosimilars,”
available at: https:/ /www.policymed.com /2019 /03 /january-medpac-recommendations-rebates-
biosimilars.html.

64 See generally, “Pharmacy Benefit Manager Horror Stories—Part IV,” April 4, 2019, acces-
sible online: hitps:/ /communityoncology.org | pharmacy-benefit-manager-horror-stories-part-v /;
see also, James D. Chambers, et al., “Coverage for Biosimilars vs. Reference Products Among
US Commercial Health Plans,” May 19, 2020, JAMA. 2020;323(19):1972-1973. doi:10.1001/
jama.2020.2229; see also, Ed Silverman, “Biosimilars got the cold shoulder from health plans
when it came to preferred coverage,” May 20, 2020, accessible online: htips:/ /www.statnews.
com [ pharmalot /2020 /05 /20 | biosimilars-biologics-health-coverage-drug-prices /.

65See, James D. Chambers, et al., “Coverage for Biosimilars vs. Reference Products Among
US Commercial Health Plans,” May 19, 2020, JAMA. 2020;323(19):1972-1973. do0i:10.1001/
jama.2020.2229; see also, Ed Silverman, “Biosimilars got the cold shoulder from health plans
when it came to preferred coverage,” May 20, 2020, accessible online: https:/ /www.statnews.
com /pharmalot /2020/05 /20 / biosimilars-biologics-health-coverage-drug-prices /.

66 See generally, James D. Chambers, et al., “Coverage for Biosimilars vs. Reference Products
Among US Commercial Health Plans,” May 19, 2020, JAMA. 2020;323(19):1972-1973.
doi:10.1001/jama.2020.2229; see also, Ed Silverman, “Biosimilars got the cold shoulder from
health plans when it came to preferred coverage,” May 20, 2020, accessible online: https://
www.statnews.com [ pharmalot / 2020/ 05 / 20 | biosimilars-biologics-health-coverage-drug-prices/ ;
see also, Sean McGown, “Five years on, biosimilars need support from all health care players,”

Continued
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Rebates further intrude on the doctor-patient relationship when combined with step
therapy, prior authorization, or other utilization management protocols. “Fail first”
step therapy requires a patient to first fail once or twice on a medication specified
by the PBM or health insurer before being allowed to “step up” to the therapy pre-
scribed by the physician.67 In many cases, the medication dictated by the PBM or
health insurer is not the least expensive medication, but rather, is the most profit-
able drug to the PBM due to rebates. The impact of step therapy, driven by rebat-
ing, is that it “takes the medical decision-making out of the hands of doctors” and
puts it into the hands of the actuaries, accountants and businesspeople at the PBM,
who are not choosing the drug that is most efficacious, or cheapest, or even most
efficient—they are choosing the drug that is the most profitable.68

4.2 What Does the Law Say?

Medicare Part D plan sponsors are required to submit DIR reports to CMS dis-
closing the total amount of rebates, inclusive of manufacturer rebates and pharmacy
rebates, retained by PBMs regardless of whether such rebates were passed to Medi-
care Part D plan sponsors.6?

In the commercial market, many states have enacted laws that require trans-
parency from PBMs and “pass through” pricing. For example, Delaware House Bill
194 enacted into law on July 17, 2019, permits the Insurance Commissioner to ex-
amine the affairs of PBMs, among other things.”? Likewise, under New York Senate
Bill S1507A enacted into State Budget for the 2019-2020 Fiscal Year on April 12,
2019, PBMs are required to fully disclose to the Department of Health and plan
sponsors the sources and amounts of all income, payments, and financial benefits.?1
Similarly, Utah House Bill 272, which was enacted into law on March 30, 2020, re-
quires PBMs to report all rebates and administrative fees to the Insurance Depart-
ment including the “percentage of aggregate rebates” that PBMs retained under its
agreement to provide pharmacy benefits management services to plan sponsors.?2

However, Maine Bill 1504, enacted into law on June 24, 2019, takes these reporting
requirements a step further, and provides that “[a]ll compensation remitted by or
on behalf of a pharmaceutical manufacturer, developer or labeler, directly or indi-
rectly, to a carrier, or to a pharmacy benefits manager under contract with a carrier,
related to its prescription drug benefits must be: A. Remitted directly to the covered
person at the point of sale to reduce the out-of-pocket cost to the covered person as-
sociated with a particular prescription drug; or B. Remitted to, and retained by, the
carrier. Compensation remitted to the carrier must be applied by the carrier in its
plan design and in future plan years to offset the premium for covered persons.”?3

4.3 What Can Be Done?

If high drug prices meaningfully addressed then outsized negative impact of rebates,
rebate aggregators, and the resulting high gross-to-net bubble must be addressed.
Luckily there are several varied options available to the affected parties:

o Legislative

o Policymakers should enact laws that mandate PBMs and rebate aggre-
gators to report drug manufacturer rebates procured by utilizing drugs dis-
pensed to plan sponsors’ patients in a given year. Requirements set forth
under 42 CFR §423.514(d) are not sufficient to cast the light of full trans-
parency on PBMs (and rebate aggregators) that contract with Medicare
Part D plan sponsors.74

March 6, 2020, accessible online: https://www.statnews.com/2020/03/06/biosimilars-in-us-
turn-five/.

67 hitp:/ | prescriptionprocess.com | barriers-to-access | step-therapy /.

68 hitps: | www.lilly.com [ news / stories | time-to-tear-down-rebate-wall.

69 See, Social Security Act § 1860D-15, 42 U.S.C. [1395w—115].

70 See, Delaware General Assembly House Bill 193, An Act to Amend Title 18 of the Delaware
Code Relating to Pharmacy Benefit Managers, available at: htips://legis.delaware.gov/
BillDetail?Legislationld=47636.

71 See, New York State Budget for 2019—2020 Fiscal Year incorporating New York Senate Bill
S1507A, available at: hétps:/ /www.cqstatetrack.com [texis [ redir?id=5c43ef1197.

72 See, House Bill 272, Pharmacy Benefits Act, available at: https:/ /www.cqstatetrack.com /
texis /redir?id=5e3cc83dc51.

73 See, Maine Bill 1504, available at: https:/ /www.cqstatetrack.com /texis/redir?id=5ca593682.

74 See, e.g., Social Security Act § 1860D-15, 42 U.S.C. [1395w—-115].
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© Laws should be enacted that allow plan sponsors to gain access to the drug
manufacturer rebates reported by PBMs and rebate aggregators.75

© Laws should be enacted that entitle Medicare Part D plan sponsors and
state Medicaid agencies to conduct full and complete audits of PBMs and
rebate aggregators and these entities should not have any ability to limit
the scope and extent of such audits.”6

© Laws should be enacted that limit Medicare Part D plan sponsors’ financial
obligation to CMS in the event that PBMs and rebate aggregators retained
drug manufacturer rebates that were not relayed to Medicare Part D plan
Sponsors.

It should be called out that some in Congress have the mistaken belief that drug
manufacturers are the primary beneficiary of rebates in terms of “buying” formulary
access for their drugs. Although this may be true in a limited number of cases, the
reality is that PBMs use rebates to extract—some would say “extort”—drug manu-
facturers to pay the rebate “toll” in order for PBMs to include these drugs on for-
mulary or to avoid being part of a “fail first” step therapy scheme. Congress has
been held hostage to PBMs and their corporate affiliated health insurers by threat-
ening to increase plan premiums if rebates are eliminated or made illegal.

e Plan Sponsor Action

© As part of the PBM contracts, plan sponsors should: . Require PBMs to
seek approval from plan sponsors prior to delegating the rebate aggrega-
tion function to rebate aggregators.

Require PBMs to disclose a list of rebate aggregators to plan sponsors.

Require PBMs to disclose an unredacted contract with the rebate
aggregator.

Require PBMs to be pay fees to rebate aggregators for their services
but such fees should not come from drug manufacturer rebates.

|

B Require PBMs to agree to rebate audits conducted by plan sponsors
and/or third-party auditors at plan sponsors’ choosing.

|

Require PBMs to report claims-level data on rebates collected on
claims paid by pan sponsors.

5 Pharmacy Direct and Indirect Remuneration Fees

As a result of a 2014 CMS rule change that went into effect in Plan Year 2016,
PBMs have developed shrewd and calculated methods of financial engineering,
maximizing their revenue at the expense of the patient, the Medicare Part D Pro-
gram, and providers. This was accomplished through pharmacy direct and indirect
remuneration fees, or “DIR fees.” DIR fees are typically post point-of-sale fees rang-
ing from 1.5% to 11% of a drug’s list price assessed by PBMs upon network phar-
ma(ciy providers, typically three to six months after the provider has dispensed the
medication.

The concept of DIR fees arose out of Medicare Part D coverage for prescription
drugs. Part D plan sponsors and Medicare Advantage plans offering drug coverage
are paid by the government based on the actual cost for drug coverage. The actual
cost is based on the Part D plan sponsor’s “negotiated price,” which is then used
as the basis to determine plan, beneficiary, manufacturer (in the coverage gap), and
government costs during the course of the payment year, subject to final reconcili-
ation following the end of the coverage year.

Unfortunately, very few pharmacy price concessions have been included in the nego-
tiated price at the point of sale. All pharmacy and other price concessions that are
not included in the negotiated price must be reported to CMS as pharmacy DIR.77
As employers and plan sponsors are demanding a greater share of the PBM rebates,
and as those rebates have been threatened with regulation by state and federal law-

75 See, e.g., New York State Budget for 2019-2020 Fiscal Year incorporating New York Senate
Bill S1507A available at: htips:/ /www.cqstatetrack.com [ texis [ redir?id=5c43ef1197; see also, Eu-
gene A. DePasquale Bringing Transparency and Accountability to Drug Pricing (December 11,
2018), available at: hitps:/ |www.paauditor.gov | Media | Default /| Reports /RPT_PBMS_
FINAL.pdf.

76 See, e.g., Maine Bill 1504 enacted into law on June 24, 2019, available at: https://
wwuw.cqstatetrack.com [ texis [ redir?id=5c80b75c13.

77Modernizing Part D and Medicare Advantage to Lower Drug Prices and Reduce Out-of-
Pocket Expenses, 83 Fed. Reg. 62175 (November 30, 2018).
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makers, PBMs have gone “downstream” to make up for any rebate revenue short-
falls by assessing DIR fees on pharmacy providers. In fact, DIR fees categorized as
pharmacy price concessions have increased 45,000 percent between 2010 and 2017,
and have hit a whopping $9.1 billion in 2019.78

Figure 6. Explosion of Pharmacy DIR from 2013 to Present

Net Value of Pharmacy DIR Fees in Medicare Part D, 2013 to 2019
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PBMs purport to pass a large portion of DIR fees to their plan sponsor clients, espe-
cially Part D plan sponsors—ironically, many of which are under the same corpora-
tion as the PBMs (e.g., CVS Caremark, one of the nation’s largest PBM, and
SilverScript, the nation’s largest Medicare Part D plan sponsor, are both owned by
CVS Health). However, no study has been conducted to match the deductions from
pharmacy remittances for “DIR” with the DIR reported to CMS. Unfortunately,
CMS cannot even perform such an audit today, as it does not require plans to sub-
mit DIR collected from each pharmacy, but rather requires DIR to be reported by
drug, on an NDC number basis.

Even if pharmacy DIR fees are reported accurately, Medicare risk corridors allow
a Part D plan sponsor that spends less than its bid estimate of costs to keep all
savings up to 5% and a portion of those savings thereafter, which, in practice, allows
PBMs and Part D plan sponsors to retain the vast majority of DIR fees collected.”
Thus, PBMs and Part D plan sponsors financially benefit from DIR fees.

Worse yet, DIR fees on expensive specialty drugs are typically calculated as a per-
centage of a drug’s list price. As such, DIR fees provide another incentive for PBMs
to keep drug list prices high—high list prices yield not only larger rebates, but also
larger DIR fees. As such, over the past several years DIR fees have become a larger
percentage of the overall revenue that PBMs and Part D plan sponsors receive. Sim-
ply put, PBMs are making their money one way or another—rebates or DIR fees
from pharmacy providers.

More problematic than the growth of DIR fees is the manner in which DIR fees are
assessed on providers, especially community oncology practices. These fees are
charged against community oncology practices based on their performance in a num-

78 Modernizing Part D and Medicare Advantage to Lower Drug Prices and Reduce Out-of-
Pocket Expenses, 83 Fed. Reg. 62174 (November 30, 2018); htips://www.drugchannels.net/
2020/ 02 | pharmacy-dir-fees-hit-record-9-billion.html#:~:text=February%2013%2C%202020-,Phar
macy%20DIR%20Fees%20Hit%20a%20Record %20%249%20Billion%20in%202019,reached %20%
249.1%20billion%20in%202019.

79 Medicare Part D Prescription Drug Benefit, Congressional Research Services, Suzanne M.
Kirchhoff, August 13, 2018, available at: https:/ /fas.org/sgp/crs/misc/R40611.pdf.
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ber of primary-care focused “quality metric” categories, which are totally unrelated
and irrelevant to the cancer patients these practices treat. As a result, these com-
munity oncology practices have no meaningful ability to influence their performance
scores—with no ability for upside—and such fees amount to nothing more than ex-
tortion from practices. Given the market clout of the top PBMs in terms of the per-
centage of prescription drugs they manage, community oncology practices simply
have to pay these DIR fees to stay in network, lest they lose the ability to provide
dispensing services to their patients.

These DIR fees are assessed after the point-of-sale. While they are sometimes re-
couped as soon as PBMs reimburse providers (i.e., extracted from initial reimburse-
ments), in most cases DIR fees are assessed months after patients receive their
medications. The total amount of DIR fees assessed on providers may not be known
by providers until more than a year after a drug has been dispensed, as some PBM
contracts create the potential for a partial or total refund of DIR fees (though a total
refund is practically unobtainable).

DIR fees increase patients’ cost sharing responsibilities because patient out-of-
pocket costs are based on an artificially inflated list drug prices at the point-of-sale;
thus, in the case of Medicare patients, prematurely pushing them into the Medicare
Part D “donut hole.” The cost of DIR fees also shifts the burden of drug costs to
the federal government as more patients are prematurely pushed into the cata-
strophic phase of the Medicare benefit, resulting in higher financial contribution by
the Medicare program. Ultimately, DIR fees weakens the overall benefit of the
Medicare insurance benefit intended to provide health care coverage for our nation’s
oldest and most vulnerable citizens.

Finally, DIR fees extracted from reimbursement to providers often results in drugs
reimbursed below drug acquisition cost. Some speculate that this is yet another
strategy by PBMs to ultimately drive pharmacy providers out of business so that
the PBMs can take over the business with their retail, specialty, or mail-order phar-
macies.

PBMs are able to effectively “extort” DIR fees due to their size and hegemony. As
of 2018, three companies—UnitedHealth, Humana and CVS Health—covered over
half of all Medicare Part D patients.80 Pharmacy providers do not have a meaning-
ful choice but to accept the terms being provided to them—rejecting just one Part
D plan could mean losing out on being able to service nearly a quarter of their
Medicare Part D patients. PBMs know the power they hold and use it to its fullest
extent.

5.1 Who Is Impacted?

The expansion of DIR fees has had a substantial negative impact on both Medicare
beneficiaries and the program as a whole. As confirmed in recent CMS studies, DIR
fees ultimately shift financial liability from the Part D plan sponsor to the patient,
then ultimately to the federal government, through Medicare’s catastrophic coverage
phase. The shifting of financial liability away from the Part D plan sponsor and to
Medicare and the patient is even more pronounced with specialty medications, such
as oral cancer medications.

5.1.1 Harm to Patients

The primary harm to patients from DIR fees is that patients’ out-of-pocket costs are
higher because they are based on list drug prices. Once again, PBMs have a vested
financial interest to have drug list prices as high as possible as DIR fees are as-
sessed as a percentage of the list prices for expensive specialty drugs. Medicare Part
D patients find themselves paying more for their medications because they pay in-
creased copayments and coinsurance on inflated point-of-sale list prices, which do
not reflect the after-the-fact price adjustment in DIR fees that the PBM is clawing
back from the pharmacy provider.

The use of DIR fees by PBMs has degraded the quality of the Medicare Part D ben-
efit available for beneficiaries, all the while providing an additional lucrative rev-
enue source for PBMs and affiliated Part D plan sponsors.8! It has shifted the ben-
efit of the Medicare Part D program from those who rely on it for drugs, to those
that do not use it, in the form of lower (or zero dollar) premiums. Meanwhile, DIR
has put upward pressure on drug expenditures for those that use the benefit. Stud-

80 https: | |www.kff.org | medicare | issue-brief | medicare-part-d-in-2018-the-latest-on-enrollment-
premiums-and-cost-sharing /.

81See, e.g. https:/ /www.communityoncology.org/wp-content/uploads/2017/01/COA_White
Paper on DIR-Final.pdf; https:/ / naspnet.org/dir-white-paper/.
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ies conducted by CMS have concluded that DIR fees increase out-of-pocket costs for
Medicare patients at the point of sale.82

Consider for example, that Medicare Part D beneficiaries’ cost sharing is based on
the PBM-determined rate at the point-of-sale. DIR fees are by definition not as-
sessed at the point of sale. Thus, the patient’s copayment or coinsurance that is
based on the price at the point-of-sale is artificially inflated. CMS similarly con-
cluded that DIR fees cost patients money, noting “[wlhen pharmacy price conces-
sions and other price concessions are not reflected in the negotiated price at the
point of sale (that is, are applied instead as [Direct and Indirect Remuneration] at
the end of the coverage year), beneficiary cost-sharing increases.”s3

Likewise, up until the end of the 2020 plan year when the “donut hole” existed in
the Medicare Part D Program, DIR fee programs pushed patients through the cov-
erage stages much faster. Within the donut hole, patients pay 25% of the drug cost
based on the (inflated) list price at the point-of-sale. The concern that patients con-
tinue to foot the bill for increased costs is not hidden from scrutiny as a group of
21 U.S. Senators urged HHS to address DIR fees because “beneficiaries face high-
cost sharing for drugs and are accelerated into the coverage gap (or “donut hole”)
phase of their benefit.”84

In addition, despite PBMs’ purported justifications for such programs, DIR fees have
not benefitted the quality of Part D plans offered to Medicare beneficiaries. For ex-
ample, SilverScript had a 4.0 Star Rating from Medicare in 201885 (based on 2017
data), but saw its score drop to a 3.5 Star Rating in 201986 despite the widespread
usage of DIR fees. At the same time, as the impact of DIR fees has increased dra-
matically since 2016, patients have also been impacted by diminished access to care
as providers facing decreased net reimbursement are forced out of business, forcing
patients to receive services from pharmacies owned by or affiliated with the very
PBMs and Part D plan sponsors extracting DIR fees (see, Section 6, infra).8?

5.1.2 Harm to Plan Sponsors

Just as DIR fees negatively impact patients, PBM-Imposed DIR fees shift costs
away from Part D plan sponsors, while increasing the costs to the Medicare program
(and in turn, the taxpayer) for catastrophic coverage and subsidy payments.58 As
mentioned, when a Medicare beneficiary is pushed through the benefits tiers and
reaches the “catastrophic coverage” stage, the cost of services shifts to 80% paid by
Medicare, while only 15% paid by the plan sponsors.8® The government covers these
costs in part by turning to the reinsurance marketplace. From 2007 through 2018,
a period similar to when CMS saw DIR fees from pharmacy price concessions in-
crease by more than 45,000 percent, reinsurance costs of Medicare soared by
411%.9° Part D plan sponsors and their PBMs have a financial incentive to move
Medicare beneficiaries into the catastrophic phase of coverage, to the detriment of
the taxpayer.

In fact, the National Community Pharmacists Association (NCPA) commissioned a
report by Wakely Consulting Group, LLC to estimate the cost savings that would
occur if congress prohibited retroactive reductions in payments by Part D plan spon-
sors in the form of DIR fees. Wakely Consulting Group, LLC found $3.4 billion in
Part D payments over a nine-year period if these fees were prohibited.®!

82 hitps: | |www.cms.gov | newsroom | fact-sheets | medicare-part-d-direct-and-indirect-remunera-
tion-dir; see also, hitps://www.cms.gov/newsroom /press-releases/cms-takes-action-lower-out-
pocket-medicare-part-d-prescription-drug-costs.

8383 Fed. Reg. 62152, 62176 (November 30, 2018).

84 hitps: | [www.cantwell.senate.gov /imo [ media [ doc | 7-18-18%20DIR%20Azar%20Letter.pdf.

85 https:/ | gImedicare.com [ PartD-2018StarRatingsPartCPartDOverall.php ?state=SC&contract
1d=S5601&planld=018&plan=SilverScript%20Choice%20(PDP)%20-%20S5601-018&utm_source
=partd&utm_medium=pdpfinder&utm _campaign=starimglink.

86 https:/ | www.silverscript.com | pdf7star-ratings.pdf.

87 See, hittps:/ /www.drugchannels.net /2019 / 12 [ insurers-pbms-specialty-pharmacies.html
(“The largest insurers, PBMs, and specialty pharmacies have now combined into vertically-
integrated organizations. . . . these companies have also been rapidly integrating with
healthcare providers.”)

88 See, CMS, Medicare Part D—Direct and Indirect Remuneration (DIR), (January 19, 2017),
https: | | www.cms.gov | Newsroom | MediaReleaseDatabase | Fact-sheets | 2017-Fact-Sheet-items |
2017-01-19-2.html.

89 https:/ | archive.segalco.com [ media /2521 | me-5-4-2016.pdf.

90 http:/ | medpac.gov | docs | default-source | default-document-library | part_d_public_jan_2020.
pdf?sforsn=0.

91The Wakely Consulting Group, Impact of H.R. 1038/S. 413 on CMS Payments Under Part
D addition to harming patients, improper MAC pricing.
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Unfortunately, the harm from DIR fees goes beyond the Medicare program and
American taxpayers. Like rebates, DIR fees have the effect of driving up the cost
of drugs, through higher list prices. From 2013 to 2019, DIR fees rose from $229
million to an estimated $9.1 billion.92 Most striking, however, is that DIR fees now
account for more than 18% of all Medicare rebates received by Part D plans.?3 This
increased reliance on DIR fees relative to drug rebates, both of which are tied to
the list price of drugs, highlights the upward pressure DIR fees have placed on list
prices for drugs. During this same period, drug list prices grew between 10-15% per
year.?¢ Meanwhile, net prices have been relatively flat throughout this time pe-
riod.% These inflated list prices are felt by all plan sponsors—especially employers
and state Medicaid programs—who do not receive any of the supposed benefits of
DIR fees (such as lowered premiums).

PBMs have used their consolidation in the marketplace to use DIR fees and rebates
in concert, fueling higher drug prices, while adversely impacting cancer care.

5.1.3 Harm to Providers

To say that DIR fees have had an adverse impact on providers is an understate-
ment. DIR fees decrease pricing transparency creating uncertainty as to the true
real reimbursement rates for drugs, very often driving reimbursement rates below
the providers’ acquisition cost of drugs (see, section 8, infra).

The metrics utilized by PBMs in implementing DIR fee programs are typically com-
pletely inapplicable to community oncology practices. Specifically, community oncol-
ogy practices dispense primarily (and almost exclusively) specialty medications for
cancer patients. As such, they have virtually no ability to influence their perform-
ance based on PBMs’ “quality metric” categories measuring patient drug adherence
relating to cholesterol, heart disease, and diabetes medications, which are relevant
to dispensing general medications, not specialty drugs.9¢

Worse yet, adherence-based metrics are particularly problematic and in cases not
only wholly inapplicable in treating cancer patients, but also may be very dan-
gerous. Community oncologists are extremely vigilant about monitoring their pa-
tients’ cancer medication regimens and may temporarily discontinue or “hold” medi-
cations until a patient’s status returns to an acceptable level, especially relating to
adverse drug side effects. The period during which the medication is “held,” or ther-
apy is temporarily discontinued, is wrongly and obtusely measured by the PBM as
a lack of adherence in one of the few areas where the community oncology practices
may be measured, ultimately causing the community oncology practices’ perform-
ance to decrease, and the DIR fee assessment to subsequently increase.

Consider, for example, Imbruvica (ibrutinib), which is dispensed by many commu-
nity oncology practices to treat mantle cell lymphoma (MCL) and chronic lympho-
cytic leukemia (CLL). Studies have shown that Imbruvica tends to cause hemato-
logic effects such as neutropenia and thrombocytopenia in MCL and CLL.97 If these
adverse events occur at certain levels, the standard of care—as articulated directly
by the FDA-approved package insert—is to hold the medication until the patient’s
lab values return to normal ranges.?8 This can happen in as many as 46% of cases,
resulting in discontinuing the patient’s medication for up to a month. If community
oncology practices are required to continue to dispense this drug, it will result in
additional (and avoidable) costs to Medicare for the discontinued fills, as well as po-
tential harm to the patient (along with potentially increased costs to Medicare for
associated medical costs).

Further, due to the high cost of specialty drugs, and in particular, oncology medica-
tions, any small change in perceived adherence rates due to the purposeful physi-
cian-directed temporary discontinuation of therapy results in unreasonably low re-

92 hitps: | |www.drugchannels.net [ 2020/ 02 | pharmacy-dir-fees-hit-record-9-billion.html.

93 https: | |www.drugchannels.net /| 2020/ 02 [ pharmacy-dir-fees-hit-record-9-billion.html.

94 https: | /www.aarp.org [ content /[dam [aarp /ppi/2019/ 11 brand-name-drug-prices-increase-
more-than-twice-as-fast-as-inflation.doi.10.26419-2Fppi.00073.005.pdf.

95 hitps: | |www.aarp.org [ content /dam [aarp [ ppi/2019/ 11 | brand-name-drug-prices-increase-
more-than-twice-as-fast-as-inflation.doi.10.26419-2Fppi.00073.005.pdf.

961t is important to note that neither these metrics, nor the methodology in determining the
performance scores are approved by CMS, and in fact, are not permitted by Medicare regula-
tions.
A 97 {MBRUVICA (ibrutinib) [package insert]. Sunnyvale, CA; Pharmacyclics LLC; Revised

pril, 2020.

98U.S. Department of Health and Human Services. Common Terminology Criteria for Adverse
Events. CTEP. 2017;5:88-90. hitps:/ | ctep.cancer.gov | protocolDevelopment | electronic_
applications/docs | CTCAE v5 Quick Reference 5x7.pdf. Accessed September 24, 2020.
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imbursement rates.?® Many PBMs justify their DIR fee programs as being designed
to influence providers to deliver better care to patients in their Medicare Part D net-
works. On that clinical basis, if community oncology practices were to be “influ-
enced” by the PBMs’ DIR fee metrics by adhering to a medication when the FDA-
approved label calls for the therapy to be held, patients would suffer. As such, com-
munity oncology practices are often left without any meaningful way to impact
PBMs’ so-called “quality metrics” and improve their DIR fee performance.

Ultimately, community oncology practices have no way out. For them, due to the
clout and market leverage of PBMs, DIR fees are simply a form of extortion that
community oncology practices are forced to pay.

5.2 What Does the Law Say?

The most directly applicable legal principles relating to pharmacy DIR fees are
found in the federal Any Willing Provider law. Within the federal Any Willing Pro-
vider law, CMS expressly recognized that unreasonably low reimbursement, which
often result after accounting for DIR fees, violates the federal Any Willing Provider
law.100 Ag it relates to the methodologies being used to assess DIR fees, perform-
ance criteria, and the manner in which PBMs and Part D plan sponsors are using
those programs must also be reasonable and relevant.10! For community oncology
practices, performance criteria that they are unable to influence or performance cri-
teria that does not reasonably measure optimal cancer care can run afoul of the fed-
eral Any Willing Provider law.

In addition to explicit statutory language and CMS guidance, many of these prin-
ciples are incorporated within, and apply directly to, the contract between PBMs
and community oncology practices. PBM contracts include explicit obligations that
the PBMs will comply with federal code, statues, rules, and CMS guidance, includ-
ing but not limited to the Medicare Part D Provider Manual. These contractual obli-
gations are not included in the contract with pharmacies by choice, but rather fed-
eral law requires these terms to be included in the contract between CMS and plan
sponsors, and in contracts with their first tier entities (including PBMs, and in con-
tracts between PBMs and pharmacy providers). This creates affirmative obligations
on PBMs to comply with these laws, as well as the ability for pharmacy providers
to directly challenge PBMs for breaches of contract when PBM actions do not com-
ply with federal law.

In January 2022, CMS introduced a proposed Final Rule that would alter the way
PBMs and Part D plan sponsors are required to report DIR fees.102 In particular,
CMS has proposed that PBMs and Part D plan sponsors report the lowest possible
reimbursement to pharmacy providers (inclusive of all potential DIR fees) as the
“negotiated price.”193 While this proposed rule (if finalized) could have the result of
removing the financial incentive for PBMs and Part D plan sponsors to institute ret-
rospective DIR fees, it does little to protect pharmacy providers against unreason-
]a)lilf}{’ %ow reimbursement rates or wholly irrelevant “quality” metrics when assessing
ees.

5.3 What Can Be Done?
o Legislative Solutions

© Federal legislation should be enacted requiring that any DIR fee program
(i) be tied to relevant quality programs to the specialty being measured; (i)
actually measured on an individual pharmacy level; (iii) provide equal op-
portunity for upside performance (i.e., not just a way for PBMs to “rig” the
program to always measure downside performance resulting in DIR fees
extracted from the provider); and (iv) require that DIR fees be applied
equally and fairly across all network pharmacies, specifically including
PBM-owned or affiliated pharmacies).

o Federal legislation should require that all pharmacy price concessions, in-
cluding DIR fees, be included in the negotiated price at point-of-sale.

99 Notably, most cancer medications entering the market cost more than $100,000 per year
of treatment.

100 See, 42 U.S.C. §1395w—104(b)(1)(A); 42 CFR §423.505(b)(18) Medicare Prescription Drug
Benefit Manual, Chapter 6, Section 50.3.

10142 U.S.C. §1395w-104(b)(1)(A); 42 CFR §423.505(b)(18) Medicare Prescription Drug Ben-
efit Manual, Chapter 6, Section 50.3.

102 hitps: | | www.cms.gov | newsroom | press-releases | cms-takes-action-lower-out-pocket-medi-
care-part-d-prescription-drug-costs.

103 hitps: [ www.cms.gov [ newsroom | fact-sheets [ cy-2023-medicare-advantage-and-part-d-pro-
posed-rule-cms-4192-p.
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© Federal legislation should give CMS greater latitude in regulating the re-
imbursement structure between Part D plan sponsors and pharmacy pro-
viders.

e Regulatory

© CMS should issue regulation providing “guard rails” on what constitutes
reasonable and relevant terms and conditions, and clarify that whether
given terms are “reasonable” or “relevant” can be adjudicated in a private
contractual dispute between Part D plan sponsors/PBMs and pharmacies.

© CMS should initiate complaints against Part D plan sponsors and PBMs
who have failed to pass on negotiated prices to patients at the point-of-sale,
when DIR fees were known or knowable (i.e., the PBM maintained a min-
imum range of DIR fees that were to be assessed against every pharmacy
no matter what).

© CMS should initiate complaints against Part D plan sponsors and PBMs
who have not paid providers based on reasonable and relevant terms and
conditions, including through unreasonably low reimbursements, or irrele-
vant performance criteria.

© CMS should require reporting of pharmacy DIR fees by both NDC number
and pharmacy National Provider Identifier (NPI) allowing for full end-to-
end audits of the flow of money from pharmacies to the Medicare program.
The results of these audits should be made available to the public.

6 Restrictive Networks, Credentialing Abuses, and Artificial Barriers of
Entry

PBMs maintain a monopoly-like grasp on the industry, the natural result of which
is the inability of patients to freely choose a provider based on his or her personal
health care decisions, as opposed to the mandates of his or her PBM. As noted pre-
viously, only three PBMs process more than three-quarters of all prescription
claims: CVS Health, Express Scripts, and OptumRx,104 while five PBMs process
over 80% of all prescription claims. Each of the three major PBMs share common
ownership with a major insurer and in turn with a mail-order and/or specialty phar-
macy. These vertical, integrated relationships allow the PBMs to control the phar-
maceutical supply chain, and erect superficial barriers to entry or even outright ex-
clude entire classes of potential pharmacy providers.

This is particularly pronounced in the context of cancer care, where the introduction
of new oncology therapies over the past several years, specifically, oral treatments
for cancer and related conditions, presents new challenges for patients, plan spon-
sors, and providers alike. Between 2017 and 2019, there have been over 24 new oral
cancer medications introduced into the marketplace.1%5 In 2020 alone, ten new oral
oncolytics were approved by the FDA.106 As it stands, oral oncolytics make up 25%
to 35% of cancer medications in development, making it likely that over the next
several years, oral therapies will encompass an indispensable component of any
treatment plan for cancer patients.107 While traditional chemotherapy infusion ther-
apy that is “administered” is covered under a patient’s “medical” benefits, oral
oncolytics that are “dispensed” are being shifted to the patient’s “pharmacy” bene-
fits, managed by PBMs. Unlike chemotherapy administered in the clinic setting, the
advent of oral oncolytics have given the PBMs a tremendous new opportunity to
control cancer care and divert prescriptions and profits to themselves.

These new oral cancer medications can be extremely expensive, often ranging more
than $10,000 per month.198 This is what is attracting PBMs, and as a result, PBMs

104 See, CVS, Express Scripts, and the Evolution of the PBM Business Model, available at
https:/ |www.drugchannels.net /2019 /05 / cvs-express-scripts-and-evolution-of.html).  See  also
Brief for Community Oncology Alliance, Inc. et al. as Amici C Curiae Supporting Respondents,
Rutledge v. Pharmaceutical Care Management Association, 140 U.S. 812 (2020), 2020 WL
13727717.

105 hitps:/ [ scholarlycommons.baptisthealth.net [ cgi | viewcontent.cgi?article=4573& context=se-
all-publications.

106 https: | |www.clinicaloncology.com | FDA-Watch [ Article / 12-20 /| New-Oncology-Drug-Approv-
als-in-2020/61464.

107 See, https:/ /www.onclive.com [ view | oral-oncolytics-will-require-health-care-system-to-adapt
(citing Stokes M, Reyes C, Xia Y, Alas V, Goertz HP, Boulanger L. Impact of pharmacy channel
on adherence to oral oncolytics. BMC Health Serv Res. 2017;17(1):414. d0i:10.1186/s12913-017—
2373-2).

108 https: /| | www.onclive.com [ view | oral-oncolytics-will-require-health-care-system-to-adapt.
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have attempted to use their market size and leverage to limit dispensing of oral
oncolytics through certain specialty and/or mail-order pharmacies, most often their
own or affiliated pharmacy.109

PBMs use several different tactics to maintain their control over where patients re-
ceive their care. The first and foremost of these is creating restricted networks,
blocking access to any provider that is not affiliated with their PBM. In these in-
stances, the PBM will contend that the network is “closed” or that there is no “net-
work,” and thus, pharmacy providers are not even given the opportunity to apply
for network admission. This occurs more frequently in the commercial insurance
space involving employer-sponsored plans, but can also involve Medicaid managed
care programs, where the PBM will require patients to receive their cancer medica-
tion from the PBM’s wholly-owned or affiliated pharmacy, and no one else. This is
anticompetitive conduct—pure and simple—where patients are trapped into using
one particular provider not based on the quality of care provided by that provider
but based on the financial arrangements and the corporate affiliation between the
pharmacy provider and the PBM and/or health insurer.

A related, but slight variation of this tactic is to restrict access to certain classes
of providers (i.e., retail pharmacies), while excluding wholesale other classes of pro-
viders (i.e., dispensing physician practices). For example, beginning in early 2016,
CVS Caremark espoused a self-serving stance that dispensing physician practices
were now to be deemed “out-of-network” and no longer able to participate in Medi-
care Part D networks. This would have the effect of dramatically interrupting the
ongoing relationship between treating oncologists and their patients. CVS Caremark
later backtracked on this position and began allowing “grandfathered” dispensing
physicians (i.e., those that previously held a contract with the PBM) to continue in-
network, but delayed the processing of any new, non-grandfathered dispensing phy-
sician practices. In another instance, in January of 2018, Prime Therapeutics
(Prime)—the PBM owned by a consortium of approximately twenty-two Blue Cross
Blue Shield plans—announced that it would no longer accept any new dispensing
physicians into its pharmacy networks on the alleged basis of “fraud, waste, and
abuse” concerns and a commitment to maintaining to compliant networks. Without
providing any further details, Prime claimed that Dispensing Physicians did not ad-
here to Prime’s Provider Manual. This trend expanded to existing in-network dis-
pensing physicians actively servicing patients when, recently, Prime announced that
it would also terminate existing, or “grandfathered” dispensing physicians from its
networks. Despite having credentialed, contracted, and paid dispensing physicians
as “in-network” Medicare Part D providers for over a decade, Prime seemingly uni-
laterally took the position that dispensing physicians are now considered “out-of-
network providers” under Medicare Part D. Like wholesale network exclusion, these
practices disadvantage vital providers while allowing PBM-owned or affiliated phar-
macies to capture a greater share of prescription volume.

Even in instances where a PBM nominally allows a community oncology practice to
apply for network participation, the PBM can still place other barriers in the way
of providers being able to service their patients by imposing onerous credentialing
processes. For a community oncology practice to service patients within a PBM’s
network, PBMs require that the provider adhere to specific and extremely onerous,
credentialing requirements, including the requirement that the provider maintain
certain accreditations. These conditions are made even more onerous where PBMs
delay the review of credentialing applications (seemingly with the intention to avoid
admitting these providers), enact credentialing applications with terms and condi-
tions designed to keep out providers (rather than ensuring the quality of providers)
or allow participation but at rates so low that reimbursement may not even cover
the acquisition cost of a drug.

These obstructionist policies harm patients, degrade the quality of prescribers and
benefit only PBMs that are incentivized to continue to these illegitimate practices.

Finally, even when a community oncology practice has ultimately been admitted
into a PBM’s network, PBMs continue to utilize other tactics to drive patients away
from community oncology practices, and towards PBM-owned or affiliated phar-
macies. This includes tactics such as patient slamming and claim hijacking (see, sec-
tion 7, infra), misleading communications aimed at steering patients to PBM-owned

109 See, Nancy J. Egerton, In-Office Dispensing of Oral Oncolytics: A Continuity of Care and
Cost Mitigation Model for Cancer Patients, Am. J. Manag. Care Vol. 22, Supp. No. 4, S100
(2016), https:/ www.ncoda.org | wp-content | uploads | bp-attachments | 7218 | aymepan032016in
officedispensingcontinuityofcarebynancyegerton.pdf.
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or affiliated pharmacies, and creating patient incentives for patients (such as lower
copays, larger days’ supply or free products/services) to utilize preferred PBM-owned
or affiliated pharmacies. PBMs also utilize other tactics, such as abusive auditing
practices (i.e., requiring the production of thousands of pages of documentation to
support claims billed) and terminating providers without cause or on pretextual
bases (i.e., that they only dispense one class of medications).

PBMs employ these tactics to maintain their oppressive market dominance. But at
the same time, in a vicious cycle, these tactics are themselves the consequence of
the horizontal and vertical consolidation within and between insurance and PBM
markets, which has created merged entities with such oppressive power that it a
virtual chokehold on community oncology practices and pharmacy providers. The re-
sult of these tactics is that patients are steered away from receiving care at their
community oncology practices, and forced to receive care from PBM-owned or affili-
ated pharmacies. This is not only without regard to the impact on patient care and
outcomes, but as the chart below demonstrates, only continues to prop up higher
drug prices and charges.

S ecialty i1 In a study published in January 2020, 3 Axis A found signifi ing of
p i1 high cost specialty drugs by Florida’s Medicaid Managsd Cara Organizations
harmac i (MCOs) to pharmacies affiliated with either themselves or their PEM. 3 Axis also
p y i1 found staggering drug overpricing by these same MCOs, especially on generic
steering and i eclymedcaions
H Ho H Thlschaﬁ shows Flondas MCO pricing for blockb oral

drug mlsprICIng i Gleevec (i late), since its rel While its true acquisition
in Flonda i 0051 (i.e. the National Average Drug Mqusmon Cost or "NADAC") declined

il precipitously, Florida's largest MCOs did not pass lhase savings onw lhe state.
Medlcald i1 Rather, as shown in the tablelegend, they disprop y g

i egregious profits in their affiliated pharmacies.
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* Esther affiliated directly with the MCO, or affiliated with the PBM working for the MCO

6.1 Who Is Impacted?

The overall lack of industry standards and oversight in the PBM credentialing
sphere has led to arbitrary denials and lengthy, costly application processes, that
ultimately have a negative impact on a community oncology practice’s ability to
focus on patient care. Instead of allowing community oncology practices to enter into
their networks, PBMs attempt to limit the dispensing of oral oncolytics through
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their own specialty pharmacies, leading to poor patient compliance and adherence
to life-saving treatments, causing the quality of cancer care to suffer.110

These tactics have had negative impact all across the spectrum, affecting patients,
health care payers (including Medicare, Medicaid, employers and taxpayers), and
providers.

6.1.1 Harm to Patients

These exclusionary practices—whether they be unreasonable barriers to entry or
outright exclusion of certain classes of providers—result in serious harm to patients,
specifically those who are seeking the services of community oncology practices that
have been excluded from a PBM specialty network. For one, these exclusionary
practices destroy existing patient-provider relationships. In early 2016, when CVS
Caremark undertook re-interpreting longstanding CMS regulations, it did so in such
a way as to effectively cut out physicians from continuing to dispense medications
to their existing Medicare Part D patients.1l! PBMs have no regard for the con-
tinuity of these vital health care relationships and their impact on patients’ well-
being and outcomes.

This is critical, as patients are more likely to raise certain questions or concerns
about their medications, when these medications are dispensed by community oncol-
ogy practices. To strip patients, who are facing serious life-threatening diseases, of
that important patient-provider relationship could result in serious patient harm.112
This also has the effect of decreasing medication adherence, which would further af-
fect patients, especially those undergoing life-saving treatments at community oncol-
ogy practices.113

The ultimate outcome of creating restricted networks or excluding entire classes of
providers, namely, that patients are essentially required to obtain medications at a
PBM-owned or affiliated pharmacy. It is well-documented 114 that when the PBM-
owned or affiliated pharmacy is responsible for filling the patients’ prescriptions, it
results in worse care. The near-monopolistic control of the network, combined with
the lack of patient choice, remove any checks and balances on the quality of the care
being provided.

Consider, for example, a patient battling cancer was denied life-saving medications
by a PBM due to the PBM being unwilling to enter medications into its computer
system.?15 In another example, a patient had been diagnosed with Philadelphia
chromosome-positive + chronic myeloid leukemia and had been responding positively
to “180mg” of a certain medication. However, according to the patient’s PBM, the
medication had to come from the PBM’s mandated mail order specialty pharmacy
instead of a pharmacy of their choice. Since the medication was not available in a
single 180mg dosage form, the prescription clearly indicated that the patient was
to receive a “100 mg tablet and an 80 mg tablet.” Instead, over the course of the
next several months, the PBM pharmacy dispensed either a 100 mg tablet or an
80 mg tablet, but never both. Ultimately, the patient did not respond well to the
lowered dosages of the medication.116 Finally, in a particularly disturbing example,
a colorectal cancer patient was prescribed a common oral medication that had been
on the market for nearly 20 years. The patient’s PBM mandated that the patient

110 See American Pharmacists Association, Pharmacy credentialing—challenges and opportuni-
ties (August 21, 2017), https:/ /www.pharmacist.com [ article | pharmacy-credentialing-challenges-
and-opportunities. See also, Egerton, supra, at S100.

111 See, CVS Health Corp., Letter to Congressman Ed Whitfield from Senior Vice President
of G]overnment and Public Affair Melissa A. Schulman (February 19, 2016) [“CVS-Whitfield Let-
ter”].

112 See, First Coast Health Solutions, How In-Office Dispensing Can Improve Patient’s Clinical
Outcomes (June 30, 2019), htips://firstcoasthealthsolutions.com/2019/06 /30 /how-in-office-
drug-dispensing-can-improve-patients-clinical-outcomes-2 /.

113 See, Jacob G. Moroshek, Improving outpatient primary medication adherence with physi-
cian guided, automated dispensing (2017), htips://www.ncbi.nlm.nih.gov/pme/articles/
PMC5221544/; see also Marie T. Brown, MD and Jennifer K. Bussell, MD, Medication Adher-
ence: WHO Cares? (April 2014), htips:/ /www.ncbi.nlm.nih.gov /pme / articles | PMC3068890 /.

114 See, Georgia General Assembly, 2019-2020 Regular Session, HB 233 (available at hitp://
www.legis.ga.gov | Legislation [en-US | display /20192020 | HB / 233; hitps:/ | www.theatlantic.com |
health [archive /|2019/ 04/ pbms-health-care-drug-delays-prices /586711 /;  hitps:/ | patientsrising
now.org [ how-do-pbm-business-policies-affect-patients/; https:/ | communityoncology.org/wp-con-
tent /uploads /2018 /08 / COA_PBM-paperHorrorStories_Volll.pdf.

115 See,  https:/ | pbmabuses.org [ a-4000-co-pay-forced-this-prostate-cancer-patient-to-admit-de-
feat-and-not-receive-a-treatment-that-could-have-extended-his-life /.

116 See, Community Oncology Alliance, Pharmacy Benefit Manager Horror Stories—Part IV
(Alé,g/rust 1, 2018), https:/ | communityoncology.org | pharmacy-benefit-manager-horror-stories-part-
w-2/.
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fill the prescription at a large, well-known specialty pharmacy, and the patient’s
oncologist prescribed the medication to be taken in rounds with the following spe-
cific instructions: “two weeks on, one week off.” The PBM mail-order pharmacy ne-
glected to include the “one week off” instruction on the label, and as a result, the
patient ended up in the intensive care unit of a hospital.117

Unfortunately, patients often do not have any ability or choice to switch their PBMs
in order to have control over which pharmacy provider from whom they would like
to receive service. PBMs who undertake these restrictive practices are typically se-
lected by the patient’s employer (or sometimes by the insurance company selected
by the patient’s employer). The patients are two, sometimes three steps removed
from any part of the decision-making process. Since most patient get their health
care coverage through their jobs, the only way a patient can exert any control over
the network of pharmacy providers is to change jobs and hope that their new em-
ployer utilizes a different PBM’s network. But, in a world where three PBMs ac-
count for nearly 80% of the marketplace, the odds of getting a better PBM are slim
to none.

The PBMs know the level of power that they wield. And their focus is on profits,
not patients. Ultimately, given the acute focus on patient care inherent in commu-
nity oncology practices, patients suffer when those providers are forced out of the
space.118

6.1.2 Harm to Plan Sponsors

In addition to patients, these exclusionary practices harm plan sponsors, such as
Medicare and Medicaid, because they cause an artificial rise in the cost of specialty
medication, particularly within the oncology space. Specifically, the exclusion of
community oncology practices from PBM networks require more patients to utilize
PBM-owned or affiliated mail-order and/or specialty pharmacies. This, in turn, leads
to exponentially more waste of medication, causing increased costs to plan spon-
sors.119 Mail-order pharmacies, without proper access to patient outcomes, routinely
dispense 90-day supplies of medications. In several instances, patients continue to
receive medications despite their repeated requests to have the mail-order pharmacy
cease sending medication, often due to a change in their course of treatment. In
more tragic cases, the PBM mail-order pharmacies continue to dispense medications
to the patient’s residence despite the patient having passed away, leading to the
waste of unwanted, expensive medications.120

Moreover, when pharmacy care is diverted from community oncology practices to
PBM-owned or affiliated pharmacies, plan sponsors lose out on tremendous value-
based contracting opportunities.’21 In the Medicare space, CMS is developing new
payment and delivery models designed to improve the effectiveness and efficiency
of specialty care. Among those specialty models is the Oncology Care Model, which
aims to provide higher quality, more highly coordinated oncology care at the same
or lower cost to Medicare. The Oncology Care Model “provides an incentive to par-
ticipating physician practices to comprehensively and appropriately address the
complex care needs of the beneficiary population receiving chemotherapy treatment
and heighten the focus on furnishing services that specifically improve the patient

117 See, htips:/ | pbmabuses.org | already-fighting-for-her-life-one-mistake-at-the-hands-of-the-
pbm-nearly-killed-her/.

118 See, Allison Gilchrist, The Advantage of Independent Pharmacies, Pharmacy Times, March
12, 2016, https:/ /www.pharmacytimes.com [ view [ the-advantage-of-indepdendent-pharmacies.

i19 https [/ edn.ymaws.com /| www.papharmacists.com | resource [ resmgr [ Legislative | TPA-Drug-
Report-print.pdf; https:| |www.pharmacist.com /article | study-raises-mail-order-pharmacy-patient
-adherence-dispensing-questions#:~:text=Prescriptions%20filled %20by%20mail%200rder,from %20
the%20Community%20Pharmacy%20Foundation; https:/ [www.pharmacytimes.com [ news | ncpa-
mail-order-waste-all-too-common-documented-by-federal-officials.

120 See, Egerton, supra, at S100. See also, NCPA: Mail Order Waste All Too Common; Docu-
mented by Federal Officials, March 5, 2013, https:/ /www.pharmacytimes.com | news / ncpa-mail-
order-waste-all-too-common-documented- by-, fedeml officials. See also National Community Phar-
macists Association, Waste Not, Want Not: Examples of Mail Order Pharmacy Waste, May 27,
2020, http:/ /www.ncpa.co/ pdf/ waste-not-want-not---examples-of-mail-order- pharmacy waste

.pdf.

121 See, NCPA: Mail Order Waste All Too Common; Documented by Federal Officials, March
5, 2013, https:/ /www.pharmacytimes.com /ajax | NCPA-Mail-Order-Waste-All-Too-Common-Doc-
umented-by-Federal-Officials. See also, National Community Pharmacists Association, Waste
Not, Want Not: Examples of Mail Order Pharmacy Waste, May 27, 2020, hétp:/ /www.ncpa.co/
pdf/waste-not-want-not---examples-of-mail-order-pharmacy-waste.pdf.
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experience or health outcomes.”'22 PBM exclusionary practices would thwart this
initiative. Likewise, in the private sector, value-based care (VBC) innovations are
on the rise, increasing the quality while lowing the overall cost to health care payer
and their patients. The ability to tie benefits to providers and value to patients is
critical to aligning interests in the health care space and has long been a long-term
goal of health policy experts. However, this type of integration of medical and phar-
macy care is against the interest of current PBM practices to implement. Absent
changes to PBM regulation, the federal government will be unable to achieve some
of the same cost-saving/quality improving measures as is being utilized in primarily
the self-funded employer sponsor health care space.

Unfortunately, these lost opportunities are not made up for in savings garnered by
PBMs, and in fact, quite the opposite has occurred. As illustrated in the figure on
page 36, the exclusion of community oncology practices and other independent pro-
viders allows PBMs to pocket more through their wholly-owned or affiliated mail-
order and specialty pharmacies.

In a study conducted by Ohio’s Medicaid Managed Care Pharmacy Services, PBMs
billed taxpayers 8.8% more for medications than what they paid pharmacies. This
difference, commonly referred to as “spread” has been growing and is typically the
highest on specialty medications, such as oral oncolytics.123 Worse yet, similar data
has shown that the spread between plan sponsor funded PBM revenue and phar-
macy-captured reimbursement has increased over time. In short, PBMs are keeping
more and more revenue from health care costs to the detriment of others in the
health care space.

122 See, Oncology Care Model (last updated May 15, 2020), https:/ /innovation.cms.gov /innova-
tion-models [ oncology-care. See also Value-Based Care Leads the Way to Lower Costs and Better
Quality (December 4, 2019), htips://www.ahip.org/news/articles/value-based-care-leads-the-
way-to-lower-costs-and-better-quality /. See also The Oncology Care Model 2.0 (May 28, 2019),
https:/ | communityoncology.org | wp-content [ uploads [ sites /20/2019 /06 | COA-PTAC.pdf.

123 See, Auditor of State Report (August 16, 2018), https://audits.ohioauditor.gov/Reports/
AuditReports /2018 / Medicaid Pharmacy Services 2018 Franklin.pdf. See also, Analysis of PBM
Spread Pricing in Michigan Medicaid managed care (April 18, 2019), https://www.3axis
advisors.com [ projects /2019 /4 /28 | analysis-of-pbm-spread-pricing-in-michigan-medicaid-man-
aged-care (identifying that PBMs overcharged Michigan Medicaid by at least $64 million).
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Ultimately, when compared to costs of PBM exclusionary practices, the savings asso-
ciated with dispensing by community oncology practices are palpable. Reports esti-
mate that physician point-of-care dispensing could save seniors and taxpayers over
$20 billion in Medicare Part D alone.124

6.1.3 Harm to Providers

An increasingly important component of the physician-patient relationship with on-
cology is the dispensing of medications to patients through the community oncology
practice, at the site of care. Excluding community oncology practices from PBM net-
works prevents physicians from providing consistent care to their patients.125

When PBMs impose unreasonably high or arbitrary requirements for network ad-
mission, designed for no purpose other than to serve as an artificial barrier of entry,
they place immense and undue burdens on community oncology practices seeking
to service their patients. As noted above, these credentialing standards often require
a provider to hold multiple forms of accreditation, such as URAC and ACHC. These
specified accreditations are often not the most relevant or appropriate form of ac-
creditation for community oncology practices, and do not constitute the most appli-
cable form of endorsement based on the unique and specialized services provided by
community oncology practices.

Between the standards set forth under the Oncology Care Model (OCM) and Quality
Oncology Practice Initiative (QOPI®) Certification Program, community oncology
practices also attain high standards of practices, validated by third parties, that ob-
viate the need for separate accreditation. For example, QOPI has a certification pro-
gram specifically designed for clinical oncology practices as this process “can rou-
tinely evaluate practice performance against quality measures and standards estab-

124 See, Physician Point-of-Care Dispensing Could Save Seniors and Taxpayers $20 Billion on
Generic Drug Costs in Medicare (August 20, 2019), https:/ /aapsonline.org/physician-point-of-
care-dispensing-could-save-seniors-and-taxpayers-20-billion-on-generic-drug-costs-in-medicare | .

125 See, National Evaluation of Prescriber Drug Dispensing (2014), https://dopl.utah.gov/
PrescriberDrugDispensing.pdf.
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lished by experts in the oncology field.” Likewise, through the CMS-created OCM,
community oncology practices have entered into payment arrangements that include
financial and performance accountability for episodes of care surrounding chemo-
therapy administration to cancer patients. The practices participating in OCM have
committed to providing enhanced services to Medicare beneficiaries such as care co-
ordination, navigation, and national treatment guidelines for care. The fact that
CMS has involved itself in the creation of this type of model with standards that
directly correlate to community oncology providers demonstrates that these two pro-
grams (OCM and QOPI) would be the best industry standards to judge a network
provider. Moreover, requiring dual accreditation—including URAC accreditation in
Specialty Pharmacy—apart from being redundant, also increases the risks that the
provider will have multiple, sometimes contradictory compliance requirements,
needing to comply with not just ACHC standards, but also URAC standards, which
at times can be diverging. Finally, these accreditations can be prohibitively expen-
sive and costly, making it impracticable for providers to undertake the steps nec-
essary to even seek admission to the networks.

Likewise, when PBMs take steps to delay credentialing, this too harms pharmacy
providers. Community oncology practices have to divert considerable amount of time
and resources to respond to repeated follow ups on their credentialing applications
under normal circumstances. However, when a PBM “slow rolls” an application and
takes months to review and respond to inquiries, this has often led to the PBM ask-
ing the provider to provide the same documentation over, and over and over again
(i.e., licenses that expire and are renewed over the course of the sometimes 18-
month long credentialing process). This takes time away from being able to service
patients.

But perhaps the most direct way providers are harmed by these tactics is through
the actual effects of network exclusion. Due to the size and market share of each
PBM (see, Section 3, supra), a PBM termination or exclusion often spells irreparable
harm for a provider seeking to participate in pharmacy networks and/or the Medi-
care Part D program.126 Particularly alarming is the fact that about two-thirds of
all Medicare Part D Prescription Drug Plan enrollees are concentrated in networks
across just three payers: OptumRx, CVS Caremark, and Humana. Exclusion from
any one of these payers could make dispensing simply not a viable option for a com-
munity oncology practice.27

6.2 What Does the Law Say?

Among all the barriers that PBMs put in front of providers—including onerous
credentialing processes, restricting network access, steering to owned or affiliated
pharmacies—the core legal principles largely tie back to rules promulgated around
freedom of patient choice and network participation. Remarkably, there are several
federal and state laws on the books that seek to safeguard the rights of patients
to select the provider of their choice, or to protect community oncology practices
from undue network termination or exclusion. In the federal statutes establishing
and governing the Medicare program, Congress has included explicit “Any Willing
Provider” requirements, which relate directly to network access for Medicare pro-
viders, including community oncology practices. These statutes apply to all Part D
plan sponsors, as Part D plan sponsors are under the purview of CMS, pursuant
to contracts between the Part D plan sponsors and CMS.

The Medicare Any Willing Provider law (42 U.S.C. § 1395w—104) explicitly requires
that all Part D prescription drug plans permit “the participation of any pharmacy
that meets the terms and conditions under the plan.” The federal “Any Willing Pro-
vider” law further prohibits health insurers from creating exclusive provider net-
works—or unduly barring entry to such networks (such as through artificial barriers
of entry)—to which insured patients are directed to the exclusion and detriment of
non-network providers.128 In fact, as it relates to credentialing abuses, CMS has
also questioned whether mandatory accreditations should be considered “standard
terms and conditions” of a network, and whether PBMs should instead explore other
reasonable and relevant alternatives to ensure quality assurance and actual im-

126 See, Pharmacy Benefit Managers’ Attack on Physician Dispensing and Impact on Patient
Care: Case Study of CVS Caremark’s Efforts to Restrict Access to Cancer Care (August 2016),
hitps:/ [ communityoncology.org | wp-content |uploads /2018 /08 /PBMs_Physician_Dispensing-
WhitePaper COA FL.pdf.

127 See, Adam J. Fein, Medicare Part D 2016: 75% of Seniors in a Preferred Pharmacy Net-
work (PLUS: Which Plans Won and Lost), Drug Channels (January 20, 2016), htip://
www.drugchannels.net /2016 /01 | medicare-part-d-2016-75-of-seniors-in.html.

128 See, e.g., Kentucky Association of Health Plans v. Miller, 538 U.S. 329 (2003).
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proved patient care, particularly where certain accreditation requires may be arbi-
trary and not directly proven to ensure quality assurance.129

Likewise, federal law provides protection directly for patients to have the freedom
to select a provider of their choice.l30 Pursuant to 42 CFR §431.51(a), Medicaid
beneficiaries may obtain services from any qualified Medicaid provider that under-
takes to provide services to them. However, plan sponsors commonly use preferred
networks to incentivize beneficiaries to fill claims at pharmacies of the Plan’s choice
(rather than the beneficiary’s choice), by offering reduced co-pays at preferred phar-
macies.

Several states also maintain their own versions of “Any Willing Provider” protec-
tions. For example, North Carolina’s Any Willing Provider Law provides that a
health benefit plan shall not “[pJrohibit or limit a resident of th[e] State . . . from
selecting a pharmacy of his or her choice when the pharmacy has agreed to partici-
pate in the health benefit plan according to the terms offered by the insurer,” or
“[dleny a pharmacy the opportunity to participate as a contract provider under a
health benefit plan if the pharmacy agrees to provide pharmacy services that meet
the terms and requirements, including terms of reimbursement, of the insurer
under a health benefit plan. . . .”131

Similarly, Tennessee’s Any Willing Provider Law provides similar limitations on the
ability to exclude providers such as community oncology practices, mandating that
“[n]o health insurance insurer and no managed health insurance insurer may . . .
deny any licensed pharmacy or licensed pharmacist the part to participate as a par-
ticipating provider in any policy, contract, or plan on the same terms and conditions
are offered to any other provider of pharmacy services under the policy, contract or
plan” or “[plrevent any person who is a party to or a beneficiary of any policy, con-
tract, or plan from selecting a licensed pharmacy of the person’s choice . . . pro-
vided that the pharmacy is a participating provider under the same terms and con-
ditions of the contract, policy or plan as those offered any other provider of phar-
macy services.”132

These laws prohibit not just outright network exclusion, but also a host of other
PBM practices aimed at requiring that patient use their wholly-owned or affiliated
pharmacies.

At both the federal and state levels, policy recognizes the importance of provider ac-
cess and, ultimately, competition via the enactment of these “Any Willing Provider”
rules. Unfortunately, these laws have not been without attack by the powerful
PBMs, 133 and in few instances do they provide pharmacies a private right of action
to enforce and ensure they are meaningfully applied.

6.3 What Can Be Done?
o Legislative

© Congress should enact federal legislation that provides a private right of
action for community oncology practices to exercise their rights under the
federal Any Willing Provider law, particularly when they are unfairly ex-
cluded from PBM networks and a private right of action will allow the en-
forcement of a regulation by a private party,