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TREATING THE PROBLEM: ADDRESSING

ANTICOMPETITIVE CONDUCT AND
CONSOLIDATION IN HEALTHCARE MARKETS

Thursday, April 29, 2021
HoOUSE OF REPRESENTATIVES

SUBCOMMITTEE ON ANTITRUST, COMMERCIAL,
AND ADMINISTRATIVE LAW

COMMITTEE ON THE JUDICIARY
Washington, DC

The Subcommittee met, pursuant to call, at 1:04 p.m., in Room
2141, Rayburn House Office Building, Hon. David Cicilline [Chair
of the Subcommittee] presiding.

Present: Representatives Cicilline, Nadler, Jones, Deutch,
Jeffries, Raskin, Jayapal, Demings, Scanlon, Dean, Johnson of
Georgia, Buck, Issa, Johnson of Louisiana, Steube, Bishop,
Fischbach, Spartz, Fitzgerald, and Owens.

Staff Present: Cierra Fontenot, Chief Clerk; John Williams, Par-
liamentarian; Amanda Lewis, Counsel; Joseph Van Wye, Profes-
sional Staff Member; Slade Bond, Chief Counsel; Phillip
Berenbroick, Counsel; Ella Yates, Minority Member Services Direc-
tor; Douglas Geho, Minority Chief Counsel for Administrative Law;
and Kiley Bidelman, Minority Clerk.

Mr. CICILLINE. The Subcommittee will come to order without ob-
jection. The Chair is authorized to declare a recess of the Sub-
committee at any time. Good morning, and welcome to today’s
hearing to examine consolidation and anticompetitive conduct in
the healthcare industry.

I am truly honored by my colleagues’ presence, along with our es-
teemed Witnesses on the second panel.

I would like to extend an especially warm welcome to my coun-
terpart on the Senate Antitrust Subcommittee, Senator Klobuchar,
who has been a real leader on these issues.

I also want to extend a warm welcome to Senator Blumenthal,
Senator Cornyn, and Senator Grassley, and to thank them for all
their work to lower prescription drug costs and on several of the
bills under discussion today. Of course, we may have to move the
order around, depending on the schedule of the Senators.

It is also a pleasure to welcome Senator Lee, the Ranking Mem-
ber of the Senate Antitrust Subcommittee.

Finally, I am very pleased to be joined today by our colleague in
the House, Chair Maloney, who has led a serious and effective in-
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vesﬁigation into drug prices as the Chair of the Committee on Over-
sight.

Before we begin, I would like remind Members that we have es-
tablished an email address and distribution list dedicated to circu-
lating exhibits, motions, or other written materials that Members
might want to offer as part of today’s hearing. If you would like to
submit materials, please send them to the email address that has
been previously distributed to your offices, and we will circulate the
materials to Members and staff as quickly as we can.

I would also like to remind all Members and our Witnesses that
guidance from the Office of the Attending Physician states that
face coverings are required for all meetings in an enclosed space,
such as Committee hearings. I expect all Members on both sides
of the aisle to wear a mask for the duration of today’s hearing.

I now recognize myself for an opening statement. Prior to the
onset of the COVID-19 pandemic, our healthcare system was in a
State of crisis. The cost of prescription medicine has increased by
200 percent in a short period of time, while Kaiser Health reported
that a quarter of cancer patients in the United States could not af-
ford their medicine. They had resorted to cutting their pills in half
or skipping drug treatment entirely. Despite decades of rising costs,
the United States ranked dead last in health outcomes among simi-
lar countries.

In the wake of the pandemic, the healthcare sector has under-
gone a wave of consolidation across the entire industry, and all the
while the cost of healthcare continues to skyrocket.

In the second half of 2020, there were five mega-mergers in the
pharmaceutical marketplace alone, adding up to nearly $100 bil-
lion. Within the decade, the Centers for Medicare and Medicaid
Services project that spending on healthcare in the United States
will surpass $6 trillion, equal to nearly 20 percent of U.S. gross do-
mestic product.

Despite ample evidence of rising costs and anticompetitive con-
duct in the pharmaceutical sector, the FTC has not attempted to
block any of these deals, including the combination of Pfizer and
Mylan’s generic drug business into what is now the largest manu-
facturer of generics in the world.

As then Commissioner Chopra and Acting Chair Rebecca Kelly
Slaughter noted in a dissenting statement, there has not been a
single instance in recent history where the agency has filed a com-
plaint in Federal court seeking to halt a prescription drug merger.
Under the leadership of Acting Chair Slaughter, the FTC recently
launched an international working group to rethink the FTC’s ap-
proach, which is a very promising step. In the hospital markets,
the FTC has been more active in seeking to block mergers. The
time and expense of bringing these cases over the past few years
has stretched the FTC’s razor thin resources to the breaking point.

At the same time, executive compensation at healthcare firms
continues to soar. The CEO of Tenet Healthcare, a for-profit hos-
pital giant with $399 million in profit last year, was paid $16.7 mil-
lion in the same year that the company furloughed about 11,000
workers and received hundreds of millions in bailout funds. Accord-
ing to reports by The Washington Post, Genesis Healthcare—one of
the largest nursing home chains in the country—rewarded their
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CEO with a multimillion dollar bonus, despite shortages of medical
equipment for workers at their facilities and a higher COVID mor-
tality rate than its major competitors. Finally, The New York Times
reported earlier this week that the CEO of a chain of primary care
physicians was paid $199 million last year alone.

In other words, we are not seeing better care or more innovation
as a result of consolidation and anticompetitive practices in the
healthcare sector. It is far more likely that monopoly profits are
contributing to a CEO’s mega yacht than bringing new lifesaving
drugs to market.

As our Nation recovers from both the public health and economic
effects of the pandemic, it is more essential than ever that we take
these issues head-on. Our competition system is the backbone of
promoting open and fair markets, and that is especially true here.

In the pharmaceutical marketplace, the entry of generic drug
competitors can reduce the cost of branded drugs exponentially. In
hospital and healthcare insurance markets, competition not only
lower prices, but it also improves the quality, availability, and af-
fordability of care.

In far too many cases, effective antitrust enforcement takes too
long to deliver meaningful results to people in need. For example,
some branded drug companies have abused safety protocols to
delay generic entry, preserving their monopoly power for more than
the decade. As Professor Robin Feldman has noted, even months of
delay could be worth hundreds of millions of dollars in additional
monopoly revenues as the generic sits on the sideline.

While this anticompetitive conduct should violate the antitrust
laws, even successful cases often take long to provide effective re-
lief. In response to this crisis, we enacted the CREATES Act in De-
cember 2019, legislation I introduced with Senator Leahy, that will
lower drug prices by billions of dollars. This law will help end the
abuse of FDA safety protocols by branded drug companies and spur
the entry of numerous lower cost alternatives. According to a re-
cent report by the FDA, the CREATES Act has already increased
generic and biosimilar competition to lower drug prices and sim-
plified the process for market entry.

In the final days of the 116th Congress, we also enacted the
Competitive Health Insurance Act, legislation that repeals the
longstanding exemption for the business of health insurance that
has been on the books since 1945.

In this Congress, we plan to build on these successes by moving
legislation to address other forms of anticompetitive conduct and
promote competition to healthcare markets.

Yesterday, I reintroduced the Affordable Prescriptions for Pa-
tients through Competition Act together with Subcommittee Rank-
ing Member Buck and Senators Cornyn and Blumenthal. This leg-
islation addresses product hopping, a particular abusive form of
conduct used by drug manufacturers to extend their monopolies by
preemptively switching the market for a drug prior to the expira-
tion of the patent. As the National Institute for Health has noted,
there is often little or no therapeutic advantage for the switch. It
only exists to block competitors from entering the market.

For example, several years ago, the pharmaceutical company
Actavis attempted to remove its blockbuster treatment for Alz-
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heimer’s disease and replace it with a “new and improved,” version
in order extend its monopoly until 2029. The new version was sim-
ply a once daily dose instead of a twice daily dose, which may be
helpful but does not warrant decades of additional exclusivity. This
is not true innovation, and it is costing hardworking Americans.

According to a recent report by Matrix Global Advisors, just five
instances of product hopping alone cost working Americans $4.7
billion annually.

My distinguished colleagues on the first panel will discuss sev-
eral other proposals that address additional abuse of conduct from
pay-for-delay agreements to citizen petition abuse.

As Chair Maloney will testify today, her committee’s drug pricing
investigation uncovered new evidence of anticompetitive conduct
underscoring the urgency for congressional action.

In closing, the American people deserve a government that is in
their corner fighting for them to take on drug profiteering and
other barriers to affordable healthcare. Since the beginning of the
116th Congress, ending this moral crisis has been a top priority of
mine as Chair of this Subcommittee, and a top priority for House
Democrats to keep our promise to the American people to lower
their healthcare costs.

With that, it is my pleasure now to recognize the Ranking Mem-
ber of the Subcommittee Mr. Buck for the purposes of making an
opening statement.

Mr. Buck, you may still be on mute.

Mr. Buck. Does that work.

Mr. CiciLLINE. It does indeed.

Mr. Buck. I wanted to assure the Chair that I am going to go
maskless, and I am socially distanced, approximately, 1,400 miles
away from Capitol Hill at this point. So, I appreciate the Chair’s
indulgence.

Today’s hearing focuses on the issues that are important to every
American. Healthcare is a very large and important sector of our
economy that accounts for almost ¥5 of the United States GDP. Ac-
cording to the Centers for Medicare and Medicaid Services, Amer-
ica spends almost $3.8 trillion, or almost $12,000 per person, on
healthcare. These sky-high costs are a result of many factors, in-
cluding the misguided Obamacare legislation, a patchwork of often
contradictory and burdensome Federal and State laws, and anti-
competitive conduct by a host of actors in the healthcare sector but
especially the pharmaceutical industry.

I want to start by thanking our Witnesses today. It is always a
pleasure to interact with our Senate colleagues and see the bipar-
tisan nature of a legislation we will be considering in the future.

I also want to thank Chair Cicilline for arranging this hearing
and my friend from Colorado, Congressman Joe Neguse, for high-
lighting abuses in the pharmaceutical industry and finding ways to
lower drug cost for consumers.

Obamacare was sold to the American people as a means to make
healthcare affordable and protect patients. Over the past decade,
the exact opposite has materialized. Obamacare has resulted in the
loss of doctors and insurance options, skyrocketing costs, and in-
creasing consolidation and monopolization of insurance and hos-
pital markets across the country. As we heard in Martin Gaynor’s
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testimony before this Subcommittee last Congress, the two largest
insurers have 70 percent of the market in over one-half of all local
insurance markets. There have been almost 1,600 hospital mergers
over the past two decades, and there were nearly 31,000 physician
practice acquisitions by hospitals from 2008—-2012. At least a third
of all doctors are now in hospital-owned practices.

One particularly pernicious result of this failed law is the consoli-
dation and closing of hospitals, especially in rural areas. This
leaves people in rural America, like most of the people in my home
district, with few options other than driving to facilities that are
often hours away.

A second factor that is driving up prices, destroying competition,
and leaving patients with fewer choices is the web of inconsistent
and often contradictory Federal and State laws and regulations. We
all know the Federal system is a virtually unnavigable morass of
laws, regulations, and guidance documents. This seems to increas-
ingly be the case at the State level as well.

The pandemic has shown the need for a more nimble and respon-
sive healthcare system. That is not what we have in either the Fed-
eral or State level. Instead, we have an ossified system that seem-
ingly can’t get out of its own way.

For example, the Trump Administration took critical steps to cut
red tape and allow companies to develop extremely effective and
safe vaccines to stop the pandemic in under one year. This pre-
viously unheard-of timeline highlights the need for permanent reg-
ulatory reform, as promising drugs for other diseases like cancer,
cystic fibrosis, and multiple sclerosis continue to languish for years
in a bureaucratic approval process.

Further, many of the largest players use this regulatory frame-
work to stifle smaller competitors, who rely on getting new medica-
tion to market to become profitable and remain in business. These
smaller companies frequently end up bought by giant competitors
because they do not have the funds to survive a decade-long FDA
approval process.

Lastly and probably more egregiously in terms of driving up
costs and decreasing patient options are the examples of anti-
competitive conduct and abuse of government process we have seen
from the pharmaceutical industry.

The three bills we are considering today will result in more com-
petition and lower prices for patients.

I want to thank Senators Grassley, Cornyn, and Klobuchar, and
Blumenthal for their work on these important issues and for being
here today to discuss these bills.

In summary, the bills we are looking at today authorize regu-
lators to investigate the abuse of citizen petitions which artificially
delay the entry of generic competitors, curb the practice of using
anticompetitive pay-for-delay tactics that artificially inflate prices
for patients, and stop the brand-name pharmaceuticals from play-
ing games with their patents to extend the period of their monopoly
while destroying the market for generics. These bills address the
gamesmanship and abusive process we have seen in this market,
they will help curb the price increases, and provide more options
to the American supervisor. In sum, the underlying issue in each
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of these markets is the lack of competition and anticompetitive con-
duct exhibited by the biggest players.

Our healthcare system is based on markets, and the system only
works as well as the markets that underpin it.

Mr. Chair, I am proud to cosponsor these three bills with you
that will result in more competition, lower prices, and greater
choice for patients.

I yield back.

Mr. CiciLLINE. Thank you to the Ranking Member.

I now recognize the Chair of the Full Committee, the gentleman
from New York, Mr. Nadler, for an opening statement.

Chair NADLER. Thank you. The Judiciary Committee has a
strong bipartisan tradition of promoting competition in healthcare
markets. We have done this work to make healthcare services, par-
ticularly prescription drugs, more affordable for patients. We con-
tinue that tradition with today’s hearing which will examine anti-
competitive practices in this market, along with legislation to ad-
dress it. I am pleased that we are joined by our distinguished col-
leagues from the Senate, and I thank them for their hard work on
a bipartisan basis on the important legislation we introduced yes-
terday to lower prescription drug costs. I want to take this oppor-
tunity to congratulate Senator Klobuchar on her new book “Anti-
trust,” and to wish her well on its sales.

All these bills are essential to help stop pharmaceutical compa-
nies from engaging in anticompetitive conduct, such as so-called
pay-for-delay agreements, citizen petition abuse, and product hop-
ping. This conduct blocks or delays access to affordable medications
without any offsetting benefits.

I also want to extend a warm welcome to Chair Maloney, who
has led one of the most comprehensive and in-depth investigations
of drug prices in congressional history as Chair of the Oversight
and Reform Committee. The investigation, which was originally
launched by our late colleague, Chair Elijah Cummings, has al-
ready uncovered significant new evidence of pharmaceutical compa-
nies exploiting their market power at every turn, all at the expense
of the patient.

Today, one-quarter of Americans report that it is difficult to af-
ford their medicines. In fact, exorbitant medical bills are one of the
major causes of why Americans seek bankruptcy relief. It is pain-
fully clear that the soaring cost of healthcare is also bad for the
health and well-being of American families. It is unacceptable that
many seniors cannot afford the arthritis medication they need to
perform everyday tasks, such as buttoning their coat or opening a
jar, without excruciating pain. It is unacceptable that hundreds of
thousands of cancer patients are reportedly delaying lifesaving
care, cutting their pills in half, or skipping treatment entirely be-
cause of high drug prices. It is unacceptable that people suffering
from diabetes must worry about life-threatening consequences of
not being able to afford insulin because of its exorbitant costs.

These trends have only worsened in the wake of the pandemic,
which has brought tremendous economic hardship to our commu-
nities. It is time for this to change. As many experts have noted,
including some of the Witnesses who will testify here today, the
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lack of competition in healthcare markets is one of the primary
causes of escalating costs.

In recent years, under Republican and Democratic leadership,
the Subcommittee has held numerous hearings in this area, exam-
ining the topics of consolidation in the market for health insurance,
competition in the drug supply chain, and anticompetitive practices
by prescription drug companies. I am pleased that we are con-
tinuing that essential work today. One focus of our efforts should
be lowering prescription drug costs by strengthening competition
from lower priced generic drugs.

According to the Federal Trade Commission, the first generic
competitor to brand the product is typically offered at a price 20—
30 percent below the brand price. Subsequent generic entry creates
greater price competition with price drops reaching 85 percent or
more off the brand price. In response to the threat of generic entry,
which of course threatens the ability of branded drug companies to
charge monopoly prices, branded companies have engaged in nu-
merous anticompetitive tactics.

This Committee has been and will continue to be active in stop-
ping drug companies from reaping monopoly profits at the expense
of patients’ health. For example, I am proud to have reintroduced
the Preserve Access to Affordable Generics and Biosimilars Act,
which Senator Klobuchar, Chair Cicilline, and Ranking Member
Buck to ban so-called pay-for-delay settlements. These anticompeti-
tive agreements allow branded drug companies to pay off a generic
competitor to delay entering the market with a lower cost generic
product. As a result of this abuse of conduct, a brand name drug
company gets to keep its monopoly, and the generic gets paid off
with a portion of the monopoly profits, but the consumers inevi-
tably lose.

Although the Supreme Court in FTC v. Actavis held that pay-for-
delay agreements could violate the antitrust laws, the FTC has
spent significant resources challenging what appear to be clear vio-
lations. This legislation would address that problem by requiring
courts to view such agreements as presumptively unlawful.

According to the nonpartisan Congressional Budget Office, this
legislation would save American taxpayers at least hundreds of
millions of dollars over 10 years due to the high costs imposed on
our healthcare system by this anticompetitive conduct.

I was pleased that this legislation passed unanimously out of the
Committee in the last Congress, with strong support from then
Ranking Member Collins. I hope it will receive similar support
from my colleagues on the Committee in this Congress.

I also look forward to addressing this issue together with our col-
ltﬂi.lalglgzs on the Energy and Commerce Committee in the weeks
ahead.

In closing, I thank the Chair for holding today’s important hear-
ing, and I welcome all our esteemed colleagues and panelists. I look
forward to hearing their testimony, and I yield back the balance of
my time.

Mr. CiCILLINE. Thank you, Mr. Chair.

It is now my pleasure to introduce the Witnesses on our first
panel. Our first Witness is the Senior Senator from Minnesota and
Chair of the Senate Judiciary Subcommittee on Competition Policy,
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Antitrust, and Consumer Rights, Amy Klobuchar, and soon to be
an award-winning author.

Additionally, Senator Klobuchar is Chair of the Democratic
Steering and Outreach Committee as well as the Rules and Admin-
istration Subcommittee. She has served Minnesota for more than
20 years, first as a Hennepin County attorney from 1998-2006, and
since as United States Senator.

Prior to entering public service, Chair Klobuchar was a partner
at both Dorsey & Whitney and Gray, Plant, and Mooty, specializing
in regulatory work in the areas of telecommunications.

Chair Klobuchar received her bachelor’s degree from Yale Uni-
versity and her J.D. from the University of Chicago Law School.

Today’s second Witness is Senator Charles Grassley, former
Chair of the Senate Judiciary Committee, President Pro Tempore
of the Senate, and Senior Senator from Iowa. Additionally, Mr.
Grassley has Chaired the Senate Finance, Narcotics, and Aging
Committees in his four decades in the United States Senate.

Prior to being elected to the Senate in 1980, Mr. Grassley served
in the Iowa House of Representatives from 1959-975 and the
United States House of Representatives from 1975-1980.

Before entering public service, Mr. Grassley worked farms and
on factory floors in Iowa, first as a sheet metal shearer and then
as an assembly line worker. Mr. Grassley received both his bach-
elor’s and master’s degrees from the University of Northern Iowa.

Our third Witness is the Senior Senator from the State of Con-
necticut, Richard Blumenthal. He was elected in 2010 and is cur-
rently serving his second term. Prior to his election to the Senate,
Mr. Blumenthal served Connecticut as Attorney General for 20
years, from 1991-2011—the longest tenure in the State’s history—
as a State Senator from 1987-1991, in the Connecticut House from
1984-1987, and as United States Attorney for the district of Con-
necticut from 1977-1981.

He is also a 6-year veteran of the United States Marine Corps
Reserves where he attained the rank of sergeant. Mr. Blumenthal
received his bachelor’s degree from Harvard College and his J.D.
from Yale Law School.

Our fourth Witness, Senator John Cornyn, is Chair of the Senate
Judiciary Committee on Border Security and Immigration and the
Senior Senator from the State of Texas. Senator Cornyn is cur-
rently serving his fourth term and was first elected to the Senate
in 2002. He has served his State of Texas in a number of elected
positions, including as Bexar County district judge, Texas Supreme
Court, and Texas Attorney General. In the 114th, 115th, and 116th
Congresses, Mr. Cornyn served as a Senate Majority Whip. Senator
Cornyn received his bachelor’s degree from Trinity University, his
J.D. from St. Mary’s Law School, and his Master of Laws from the
University of Virginia.

Our fifth Witness, Senator Mike Lee, is the Ranking Member of
the Senate Judiciary Subcommittee on Antitrust Competition and
Policy and Consumer Rights, and a senior Senator from Utah. Mr.
Lee is also the Ranking Member of the Joint Economic Committee.
He was elected to the Senate in 2010 and is currently serving his
third term. He spent years at the law firm Sidley Austin as an at-
torney specializing in appellate and Supreme Court litigation, and
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then as assistant United States attorney in Salt Lake City. He has
clerked for Supreme Court Justices Samuel Alito on both the U.S.
Court of Appeals Third Circuit and on the Supreme Court.

Mr. Lee received both his bachelor’s degree and his J.D. from
Brigham Young University.

The final Witness on our first panel is my distinguished col-
league, the Chair of the House Committee on Oversight and Gov-
ernment Reform, Carolyn Maloney. Chair Maloney has represented
New York’s 12th district since 1992 and has served as Chair of the
Committee on Oversight and Government Reform since 2019.

A lifelong public servant, she worked for the people of her State
at the New York City Board of Education and in the New York
State legislature. In 1982, Chair Maloney was elected to the New
York City Council, where she served for 10 years until her election
to Congress.

She has also served at various times as Vice Chair of the Joint
Economic Committee, regional whip of the Democratic Caucus, and
a Vice Chair of the House Democratic Steering and Policy Com-
mittee.

Chair Maloney received her bachelor’s degree from Greensboro
College.

We welcome all our very distinguished Witnesses on our first
panel, and we thank them for their participation. I will ask the
Witnesses to summarize your testimony in 5 minutes. To help you
stay within that time, there is a timing light in Webex. When the
light switches from green to yellow, you will have 1 minute to con-
clude your testimony. When the light turns red, it signals that your
5 minutes have expired. Of course, your full written testimony will
be made a part of the record.

With that, I now recognize the distinguished Senator from Min-
nesota, Senator Klobuchar for 5 minutes.

STATEMENT OF THE HON. AMY KLOBUCHAR, A SENATOR
FROM THE STATE OF MINNESOTA

Senator KLOBUCHAR. Well, thank you very much, Mr. Chair,
Ranking Member. I assure you, Mr. Chair, if they ever make a
movie out of my book, dream on, you will have a starring role.

Thank you for your work on digital platforms, the bipartisan
work in this Committee, and this incredible gathering you have put
together to make the point that it is not just tech where we see
this kind of consolidation. It is healthcare. It is everything from cat
food to caskets.

So, I got involved on the pharma side when I got a call in 2008
from a pharmacist at Minneapolis Children’s Hospital who said:
“You know, the price of this lifesaving drug for heart defects for
kids, babies, newborn babies, has gone up from $85 a treatment to
$1,600 a treatment.”

I am thinking that is impossible. I called the head of the hos-
pital. I start looking into it. What happened was one company
bought that drug, and then they cornered the market. They bought
the other drug. Those were the only two drugs available, and they
went to town and made a whole bunch of money.
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Even the FTC, they tried to take it on. We tried to take it on
in Congress. AGs across the country tried to take it on. They ulti-
mately failed. It took years—years—for a generic to develop.

That is what we are dealing with. When newborn babies and
their parents and all the hospitals in a country can’t win a case,
we better do something about it. I think you know some of the an-
swers because they have come right out of the House.

First, I would suggest negotiation of drug prices under Medicare,
a bill that I lead with Representative Welch. I think it is a great
idea. The President mentioned it last night. Doing something when
it comes to drug reimportation is something that I know, Chair,
many people have worked on over on this side. I also have worked
on that bill with Senator Grassley. I know he is coming up next.
That is a pretty important effort. There are efforts over here as
well.

Second, is protecting drug price competition and doing something
about generics. You mentioned the CREATES Act, and the work we
have to do to stop pay-for-delay. That is ripe for action. It is out-
rageous that we still have this practice going on where pharma-
ceuticals are paying their competitors to keep their products off the
market, and there is more we can do on that, and you mentioned
a few of those efforts, Mr. Chair.

Finally, antitrust competition policy. Incredible consolidation has
been going on. I am focused here—there are other aspects of
healthcare—but on pharma. What I am thinking is when you look
at what we are dealing with, when we have got the biggest compa-
nies the world has ever known in Facebook and Google now being
sued by the FTC and by the Justice Department, this was a good
thing. I am glad that Makan Delrahim and Chair Simons under
the Trump Administration brought these suits. Now, they are being
carried on by the Biden Administration.

You can’t just do that and expect these healthcare pharma issues
to be taken care of without funding those agencies. Senator Grass-
ley and I—he can mention this—have a bill to finally update our
nation’s antitrust laws regarding fees when it comes to mergers.
This merger filing fee bill almost got done, as you know, Mr. Chair,
at the end of the year in the budget with support from the White
House. We need to get that done immediately. That will add sig-
nificant resources to the two agencies, plus the appropriations pol-
icy.

You cannot take on Big Pharma and Big Tech with Band-Aids
3nd duct tape. You have got to give our enforcers the resources to

o it.

Then I would finally add the work we are all doing on going after
exclusionary conduct, going after these mergers, changing the
standards, and making sure that our laws are as sophisticated as
the companies that are supposed to be serving consumers. Thank
you, Mr. Chair.

[The statement of Senator Klobuchar follows:]
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Subcommittee on Antitrust, Commercial, and Administrative Law

Hearing on “Treating the Problem: Addressing Anticompetitive Conduct and
Consolidation in Health Care Markets”

April 29, 2021

Introduction

Good afternoon Chairman Cicilline, Ranking Member Buck, and Members of the Subcommittee
on Antitrust, Commercial, and Administrative Law. As Chair of the Senate’s Competition Policy
Subcommittee, I appreciate your invitation to testify today.

I would also like to thank you for focusing much-needed attention on competition in health care
markets. We are all aware of the ground-breaking bipartisan work that this Subcommittee has
done to explore the serious competition issues raised by dominant digital platforms, and I look
forward to working with you and members of the Senate to address those issues.

America’s competition problems are not limited to just one industry. We have a market power
problem that cuts across our entire economy, from pharma to online travel, from cat food to
caskets. And that is certainly true for the health care markets we will be discussing today.

Rising Health Care Costs

According to the Centers for Medicare and Medicaid Services, health care spending accounted
for 17.7 percent of U.S. Gross Domestic Product in 2019—that is more than one-sixth of the
American economy. That figure pre-dates the COVID-19 pandemic, and it is projected to rise to
19.7 percent by 2028.

These rising costs are driven by increases in the three largest sources of healthcare spending—
hospital care, physician and clinical services, and prescription drugs, which together account for
more than 60 percent of healthcare spending. Unfortunately, all of these markets are highly
consolidated. We continue to see large pharmaceutical mergers and serial acquisitions of smaller
providers by major health systems. And we repeatedly hear complaints of anticompetitive
conduct in these markets.

Every American should have access to affordable health care. But nearly 20 percent of older
adults report not taking their medicines as prescribed because of the cost. This means seniors are
not filling their prescriptions, or they are cutting pills in half or skipping doses, because of high
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costs. And excessive consolidation is hurting consumers and contributing to the rising costs of
care.

Allowing Medicare Part D to Negotiate Drug Prices

To help bring down the cost of prescription drugs, I believe we must allow Medicare to negotiate
the prices of prescription drugs directly with pharmaceutical companies.

For this reason, I introduced the Empowering Medicare Seniors fo Negotiate Drug Prices Act
with Representative Peter Welch to give direct negotiation authority to the Department of Health
and Human Services to address the high out-of-pocket costs too many Medicare beneficiaries are
facing. With this authority, Medicare will be equipped to negotiate for the best possible price to
help save money for the nearly 46 million seniors enrolled in the Part D program.

Promoting Competition through Importation

In Minnesota, we know that our friends across the border in Canada often pay much less for
prescription drugs than we do. That’s why we should allow people to import safe, less expensive
prescription drugs from an approved Canadian pharmacy, and I've worked with Senator Grassley
to introduce the Safe and Affordable Drugs from Canada Act which will allow just that.

More competition in the marketplace will lead to more affordable prescription drugs for
Americans, and I’ve also worked with Senator Mike Lee to introduce the Short on Competition
Act to help lower drug prices by giving Department of Health and Human Services the authority
to prioritize approvals and safely allow temporary importation of prescription drugs to address
markets that lack competition.

Protecting Drug Price Competition

Over the years, T have also worked with a number of Senators on this panel and with members of
this Subcommittee to protect and foster competition in prescription drug markets. That includes
our work on the CREATES Act, signed into law in 2019, which is helping deter pharmaceutical
companies from withhold testing samples from companies that are developing alternative generic
drugs and biosimilars. This Congress, I look forward to making further progress.

The availability of generic drugs and biosimilars is critical to reducing drug costs. But branded
drug companies have powerful financial incentives to delay the introduction of these more
affordable alternatives to their own high-priced products. Senator Grassley and I have two bills
to deter pharmaceutical companies from engaging in strategies to delay the entry of competing
drug products.

We have reintroduced the Preserve Access to Affordable Generics and Biosimilars Act in the
Senate to strengthen the Federal Trade Commission’s (FTC) ability to prevent anticompetitive
pay-for-delay patent settlement agreements, in which branded pharmaceutical companies
compensate generic drug and biosimilar manufacturers for delaying the introduction of
competing products. Although it is helpful that the Supreme Court and the Fifth Circuit have
acknowledged that these agreements can be anticompetitive, legislation is still necessary as
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companies continue enter into these deals and enforcement requires years of litigation at great
expense. Chairman Nadler and Ranking Member Buck have sponsored this legislation in the
House.

We have also reintroduced the Stop STALLING Act in the Senate with Senator Blumenthal to
help prevent anticompetitive abuse of the Food and Drug Administration (FDA) petitioning
process. For too long, some pharmaceutical companies have been abusing this process by
submitting sham petitions that are groundless or filed at the last minute to attempt to delay the
approval of competing generic drugs. This legislation will help deter branded companies from
filing unfounded petitions to delay the approval of generic drugs, preserve limited FDA
resources currently wasted on reviewing baseless petitions, and bolster FTC enforcement efforts.
Representative Jeffries and Ranking Member Buck have introduced this legislation in the House.

Together these bills would save the government and consumers hundreds of millions of dollars.
We look forward to working with this Subcommittee to make these bills law.

Competition Policy and Health Care

In addition to targeted legislation addressing anticompetitive conduct in drug markets, Congress
must update our antitrust laws to prevent the excessive consolidation and exclusionary conduct
that we see across the health care sector and across our economy.

This February, I introduced the Competition and Antitrust Law Enforcement Reform Act with
Senator Blumenthal and others. The bill would strengthen the current legal standard for
reviewing mergers under the Clayton Act to help stop harmful consolidation, shifting the legal
burden to merging parties for several categories of mergers that pose significant risks to
competition. The bill also reinvigorates enforcement against anticompetitive conduct by shifting
the burden to dominant firms to prove that their exclusionary conduct does not risk harming
competition.

This legislation would empower enforcers to crack down on anticompetitive conduct and
excessive consolidation in pharmaceutical and hospital markets. We plan to examine some of
these issues in the Senate Competition Policy Subcommittee next month in a hearing on hospital
competition.

In the short term, we urgently need to ensure that the enforcement agencies have the financial
and human resources they need to hold some of the most powerful companies in our economy
accountable when they harm competition. We cannot expect the FTC and the Antitrust Division
to take on Big Pharma, Big Tech, and others when they are signiticantly underfunded.

Senator Grassley and I have introduced the Merger Filing Fee Modernization Act, which would
fund a $135 million budget increase for antitrust enforcement—split between the FTC and the
Antitrust Division—by raising merger filing fees for the largest transactions. This is a proposal
that I would encourage all of the members of this Subcommittee to support.

Finally, in light of the hundreds of millions of dollars in consumer redress that the FTC has
recovered for consumers harmed by anticompetitive conduct in health care and related markets, 1
urge support for legislation to restore the FTC’s authority to recover equitable monetary relief for
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competition violations, as well as consumer protection violations. The Supreme Court’s decision
in AMG Capital Management' is nothing less than a call to action for lawmakers who are serious
about protecting competition. And Congress must act swiftly.

I look forward to working with you all to address the serious competition policy problems in the
health care sector and throughout our economy.

Thank you.

' AMG Capital Mgmt., LLC v. F1C, No. 19-508, 593 U.S. __ . slip op. (Apr. 22, 2021), available at
https:/fwww. supremecourt. gov/opinions/20pdf/19-308_16gn.pdf,
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Mr. CicILLINE. Thank you, Senator.
I now recognize the distinguished Senator from Iowa, Senator
Grassley, for 5 minutes.

STATEMENT OF THE HON. CHUCK GRASSLEY, A SENATOR
FROM THE STATE OF IOWA

Senator GRASSLEY. Thank you very much for the invitation, Mr.
Chair. Millions of Americans started their day with a dose of pre-
scription medication. Unfortunately, for many patients, those drugs
aren’t affordable, prescriptions are left at the pharmacy counter,
and doses are skipped or rationed until the next paycheck. That is
unacceptable.

As Chair of the Finance Committee last Congress, I explored sev-
eral approaches to reduce healthcare costs. Senator Wyden and I
started by investigating insulin pricing. We found that the business
practices in competitive relationships between manufacturers and
middlemen, the pharmacy benefit managers, or PBMs, whatever
you want to call them, have created a vicious cycle of pricing in-
creases. PBM’s spur drug makers to hike list prices to secure prime
formulary placement and greater rebates.

I also investigated the debt collection practices of nonprofit hos-
pitals. I examined how these hospitals make financial assistance
plans available to patients, and the patients can’t even afford to
pay. Nonprofit hospitals enjoy certain tax benefits because they are
supposed to serve the needs of their communities and, particularly,
patients with limited means. It is only fair that we ensure compli-
ance with the laws if they get special treatment.

I have worked with Senator Wyden on a prescription drug bill
that would lower drug costs and at the same time save the tax-
payers $95 billion. Our bill would cap out-of-pocket drug costs for
seniors at $3,100. It would slow the growth of drug costs in the fu-
ture while protecting innovation by keeping government out of the
business of setting prices. The key part of the bill limits year-over-
year increases to CPI, or approximately 2 percent today, as opposed
to the usual increases of 5-10 percent every year. It is the only pre-
scription drug bill that can get 60 votes in the United States Sen-
ate.

I also believe that the importation of safe and affordable pre-
scription drugs from Canada would lower healthcare costs. As you
heard, Senator Klobuchar and I worked together on several bills.
We have a bill to allow this, creating savings for consumers and
injecting more competition into the pharmaceutical market.

When I chaired the Judiciary Committee, I conducted an inves-
tigation into EpiPen’s misclassification in the Medicaid Drug Re-
bate Program. My investigation started when a constituent con-
tacted me about high EpiPen costs. Those constituent contacts and
the resulting congressional investigation ultimately contributed to
the implementation of the bipartisan bill that we call the Right Re-
bate Act.

We must deter companies from engaging in activities that aim to
reduce competition, including regulatory interference, pay-for-
delay, product hopping, and rebate bundling, just to name a few.
Again, Senator Klobuchar and I reintroduced our bill to combat
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anticompetitive pay-for-delay deals where brand drug companies
pay their generic competitors not to compete.

Senator Klobuchar and I also reintroduced our bill to reduce the
incentives for branded drug companies to interfere with the regu-
latory approval of generics and biosimilars that would compete
with their own products. The largest PBMs have merged with in-
surance companies. These conglomerates often own other players in
the healthcare industry. It is important to determine whether con-
solidation helps patients, or as I believe, creates anticompetitive
behavior and increased costs.

I have also introduced a bill with Senator Cantwell to bring
transparency to the PBM industry by requiring the Federal Trade
Commission to study the effects of consolation on pricing and po-
tential anticompetitive behavior.

Further, Congress should codify regulations requiring hospitals
and insurers to disclose their low discounted cash prices and nego-
tiated rates to consumers before they receive medical care.

We should pass Senator Braun’s Price Transparency Act, which
I cosponsored. We should work in a bipartisan, bicameral fashion
to tackle the problems of rising healthcare costs. This hearing
proves in a bicameral way that we are doing it.

Thank you again for the opportunity to testify.

[The statement of Senator Grassley follows:]
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House Judiciary Committee Subcommittee on Antitrust, Commercial, And
Administrative Law
“Treating the Problem: Addressing Anticompetitive Conduct and
Consolidation in Health Care Markets”
Senator Chuck Grassley of lowa
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1 appreciate the invitation to testify today.

Millions of Americans started their day with a dose of prescription medication. Unfortunately,
for many patients, those drugs aren’t affordable. Prescriptions are left at the pharmacy counter.
Doses are skipped or rationed until the next paycheck.

That’s unacceptable.

As Chairman of the Finance Committee last Congress, [ explored several approaches to reduce
health care costs. Senator Wyden and I started by investigating insulin pricing. We found that
the business practices and competitive relationships between manufacturers and middlemen, the
Pharmacy Benefit Managers (PBMs), have created a vicious cycle of price increases. PBMs spur
drug makers to hike list prices in order to secure prime formulary placement and greater rebates.

1 also investigated the debt collection practices of non-profit hospitals. I examined how these
hospitals make financial-assistance plans available to patients who can’t afford to pay. Non-
profit hospitals enjoy certain benefits under the tax code because they’re supposed to serve the
needs of their communities, including patients with limited means. It’s only fair that we ensure
compliance with the law if they get special treatment.

I’ve worked with Senator Wyden on a prescription drug bill that would lower drug costs
and save taxpayers $95 billion. Our bill would cap out-of-pocket drug costs for seniors at
$3,100. Tt would slow the growth of drug costs in the future while protecting innovation
by keeping government out of the business of setting prices. It’s the only prescription
drug bill that can get 60 votes in the Senate.

T also believe that the importation of safe and affordable prescription drugs from Canada would
lower health care costs. Senator Klobuchar and I have a bill to allow this, creating savings for
consumers and injecting more competition into the pharmaceutical market.

When 1 chaired the Judiciary Committee, I conducted an investigation into EpiPen’s
misclassification in the Medicaid Drug Rebate Program. My investigation started when a
constituent contacted me about high EpiPen costs. Those constituent contacts, and its resulting
congressional investigation, ultimately contributed to implementation of the bipartisan Right
Rebate Act.

We must deter companies from engaging in activities that aim to reduce competition, including
regulatory interference, pay for delay, product-hopping and rebate bundling, just to name a few.



18

Senator Klobuchar and I re-introduced our bill to combat anti-competitive pay for delay deals,
where brand drug companies pay their generic competitors not to compete. We’ve also re-
introduced our bill to reduce the incentives for brand drug companies to interfere with the
regulatory approval of generics and biosimilars that would compete with their own products.

The largest PBMs have merged with insurance companies, and these conglomerates often own
other players in the health care industry. It’s important to determine whether consolidation helps
patients, or creates anticompetitive behavior and increased costs.

I’ve introduced a bill with Senator Cantwell to bring transparency to the PBM industry by
requiring the Federal Trade Commission to study the effect of consolidation on pricing and
potential anti-competitive behavior.

Further, Congress should codify regulations requiring hospitals and insurers to disclose their low,
discounted cash prices and negotiated rates to consumers before they receive medical care. We

should pass Senator Braun’s PRICE Transparency Act, which I’ve cosponsored.

We should work in a bipartisan and bicameral fashion to tackle the problem of rising healthcare
costs.

Thank you again for the opportunity to testify today.
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Mr. CiCcILLINE. Thank you very much, Senator Grassley.
I now recognize Senator Blumenthal, the distinguished Senator
from the State of Connecticut for 5 minutes.

STATEMENT OF THE HON. RICHARD BLUMENTHAL,
A SENATOR FROM THE STATE OF CONNECTICUT

Senator BLUMENTHAL. Thanks so much, Mr. Chair.

I want to begin by really very enthusiastically thanking you for
your leadership on antitrust issues. What you and the Committee
have done, along with the other Members, on the tech monopoly
and predatory pricing and conduct issues is truly remarkable. I am
sure that you will be doing the same here. I am proud to be a co-
sponsor with you of many of the measures that are coming before
the Committee today.

I just want to say how honored I am to join in sponsoring the
No Stalling Act and to support the Preserve Access to Affordable
Generics and Biosimilars Act led by Senator Klobuchar.

Speaking of Senator Klobuchar, here is the book. Buy it. It is a
big book. Serious. As the title indicates, it covers taking on monop-
oly power from the Gilded Age to the Digital Age.

Now, in the Gilded Age, as you know, they divided up territory,
and they fixed prices in smoked-filled rooms. Now, monopoly and
predatory conduct are much more sophisticated and less visible be-
cause we live in the Digital Age. The effects are a matter of life
and death. I am very much in favor of conduct remedies or mis-
conduct remedies, the behavioral standards that we are going to
hopefully write into law, including importing more drugs, requiring
negotiation of Medicare pricing, other kinds of steps. One of them,
by the way, is the bipartisan Affordable Prescription for Patients
Act, which I have joined with Senator Cornyn on cosponsoring.

At the end of the day, what is really needed here is a structural
remedy. Break them up. That is the remedy that I have advocated
on some of the Big Tech companies. Break them up. They have
grown too big. It has given them monopoly power. They are mis-
using that power. I know what it is like to sue based on antitrust
law, a monopolistic predatory power. I did it as Attorney General
against Microsoft. It had an enormously important positive effect
for consumers.

So, I respectfully suggest that we need stronger enforcement of
the laws we have. We also need to enhance and improve the laws
with regard to our power of enforcement and provide more re-
sources to the enforcers. In the FTC, in the Department of Justice,
they need to be empowered to enforce the law more aggressively
and effectively. We have seen too little of it in past years.

Let me speak on the bipartisan Affordable Prescription for Pa-
tients Act. I thank Senator Cornyn for sponsoring this bill. It would
eliminate the abuses of product hopping, which, for example, was
demonstrated by Actavis when it feared that its patent would run
out on an Alzheimer’s disease medication. Instead of facing the fact
that it would no longer have exclusivity, it issued a new product,
supposedly, but really it was the old product, with an extended-re-
lease mechanism. It pulled the old drug from the market. It was
able to continue charging monopoly prices as a result of it.
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This kind of practice is used with respect to countless drugs.
They inflate prices. They deprive people of lifesaving medication. I
am also pleased to be in partnership with Representatives Johnson
and Issa in a House companion to a bill that shuts down the
abuses of the patent dance, the product hopping patent dance.
They have colorful names, but they are abhorrent to consumers.

Patent dancing involves, in effect, resolving patent litigation
quickly before a biosimilar is introduced on the market, which cre-
ates a pattern dispute resolution process and enables the manufac-
turer to continue with a lock on the market.

So, I recommend tougher, more aggressive enforcement and
structural remedies, but in the meantime these kinds of efforts to
eliminate abuses of monopolistic power must be advanced. I thank
you, Mr. Chair, and I yield.

[The statement of Senator Blumenthal follows:]
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We’ve seen some alarming trends in the health care industry lately. One trend: drug
prices are too high.

Americans spend more on prescription drugs than citizens of any other country in the
world, at an average cost of $1200 per person each year.! The costs of prescription drugs
continues to grow at alarming rates. In 2019 alone, Americans spent nearly $370 billion on
prescription drugs, up more than 5% since 2018, and more than 40% since 2013~—and the prices
continue to climb.?

Generic drugs and biosimilars play a critical role in making drugs more affordable.
When generics and biosimilars enter the market, more expensive branded drugs are forced to
compete on price. According to the Federal Trade Commission, if a single generic drug
competitor enters the market, it can reduce drug prices by up to 30%. If another generic
competitor enters the market, it can further reduce drug prices, with discounts of 85% or more.?

Paving the way for generics and biosimilars to enter the market is essential to lowering
drug prices for all Americans. That is why I'm proud to reintroduce the bipartisan Affordable
Prescriptions for Patients Act with Senator Cornyn, which does just that. Our bill puts an end to
two key abuses of our patent system designed to inhibit generic entry.

First, our bill—along with Representative Cicilline and Representative Buck’s
companion in the House—puts an end to “product hopping,” a tactic in which large, branded
pharmaceutical companies abuse our patent system, raise prices on drugs, and block access to
generic alternatives.

A prominent instance of product hopping featured a branded Alzheimer’s treatment
produced by Actavis. Knowing that its market exclusivity was running out, Actavis sought to
replace its twice-daily dosage of the Alzheimer’s treatment with a new extended release, once-
daily version. After the FDA approved the new drug, Actavis strategically waited three years to
introduce the new extended release version, with the goal of extending its exclusivity in the U.S.
market. Once introduced, Actavis used the patent system to “hop” from the old product to the
new, pushing all of its customers onto the new drug while pulling the old drug from the market.
As a result, Actavis was able to continue charging monopoly prices long after their market
exclusivity for the original version was expected to expire.

! Robert Langreth, Drug Prices, Bloomberg (Sep. 16, 2020), https://www bloomberg.com/quicktake/drug-prices.
2 Anne B. Martin, Micah Hartman, David Lassman, Aaron Catlin, and The National Health Expenditure Accounts
Team, National Health Care Spending In 2019: Steady Growth For The Fourth Consecutive Year, Ctrs. for
Medicare and Medicaid Services (2021) at 3.

3 Statement of Markus H. Meier, Acting Director, Bureau of Competition, Fed. Trade Comm’n (July 2017), at 3.
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I am deeply troubled by instances like these, where pharmaceutical companies risk their
customers” health and access to critical medication to improve their own profits. The Affordable
Prescriptions for Patients Act would put an end to this anticompetitive practice. Our bill would
prohibit branded drug manufacturers like Actavis from artificially extending their monopolies on
certain prescription drugs, and removing a barrier to entry for generics and biosimilars.

Second, in partnership with Representatives Johnson and Issa’s House companion, our
bill also shuts down abuses of the “patent dance.” In 2010, Congress enacted a law designed to
resolve any patent litigation quickly before a biosimilar is introduced to the market, creating a
patent dispute resolution process known as the patent dance. Under current law, however, there
are no limits on the number of patents that a branded manufacturer of biologics can assert during
the patent dance. Our bill imposes a reasonable limit to deter pharmaceutical companies from
using gaming tactics to abuse a process designed to facilitate biosimilar entry, not hinder it.

Abuses of our patent system may have colorful names, like “product hopping” and the
“patent dance,” but make no mistake: these tactics are designed to crush competition and stifle
access to cheaper generic drugs. By putting an end to product hopping and addressing delay
tactics in the patent dance process, our bill will pave the way for generics and biosimilars to enter
the market as competitors, and aggressively lower drug prices for hardworking Americans.
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Mr. CiciLLINE. Thank you very much, Senator Blumenthal.

Now, I recognize Senator Cornyn, who is the co-lead of the Af-
fordable Prescription for Patients Act, along with Senator
Blumenthal, Ranking Member Buck, and myself.

Welcome to the Committee. You are now recognized for 5 min-
utes.

STATEMENT OF THE HON. JOHN CORNYN, A SENATOR FROM
THE STATE OF TEXAS

Senator CORNYN. Well, thank you, Chair Cicilline and Ranking
Member Buck and Members of the Subcommittee. It is unusual to
have this many Members of the Senate testifying in the House, but
we are grateful for your invitation and the opportunity.

After more than a year battling COVID-19, the light at the end
of the tunnel is rapidly growing brighter and larger because of the
astonishing scientific achievements that led to multiple, effective
vaccines. As you know, more than half of the adults in America
have received at least one dose. I look forward to the time when
this vaccine helps put this virus to bed once and for all.

I say this because it is important to recognize that American in-
genuity, creativity, and innovation are remarkable qualities that
has led to lifesaving discoveries. Alongside this innovation, we also
have to have smart public policies that protect both the creators
and the beneficiaries of these discoveries. There is no better exam-
ple than prescription drug prices.

As the cost of many prescription drugs have skyrocketed in re-
cent years, countless of my constituents in Texas have reached out
to share stories about the impossible decisions their families have
had to make, which have only become more heart-wrenching over
the last year. Not paying some of their bills, cutting pills in half,
skipping doses, or not filling prescriptions altogether because they
are simply too expensive. No family should have to make these
types of difficult choices. That is why Senator Blumenthal and I
have offered up the Affordable Prescriptions for Patients Act in the
Senate. We have been proud to work with a bipartisan group of col-
leagues on both sides of the Capitol, and the strong bipartisan, bi-
cameral support of this bill demonstrates just how commonsense
these reforms are.

Now, I know most of us haven’t heard of the terms “product hop-
ping” or “patent thicketing” in the past, but as you heard from Sen-
ator Blumenthal, this is the core of the problem that this bill at-
tempts to solve.

Product hopping occurs when a company develops a reformula-
tion of a product that is about to lose its patent exclusivity and
then pulls the original product off the market. This isn’t done be-
cause the new formula is more effective but because it prevents ge-
neric competition. This simply needs to stop. The FTC should be
able to bring antitrust suits against bad actors who deliberately
game the patent system. This legislation will ensure that that is
possible.

Second is patent thicketing. This occurs when an innovator uses
multiple overlapping patents with identical claims to make it near-
ly impossible for competitors to come to market. This abuse of the
patent system comes at a high cost for patients. To solve this, our
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legislation would streamline the way drug manufacturers resolve
patent disputes so lengthy legal processes don’t stand in the way
of competition. We are protecting patents rights, which are critical,
but we are not letting these important issues get bogged down in
the sludge of time-consuming and expensive litigation.

We know companies are unlikely to pour extensive time, money,
and resources into discovering new cures if, at the end of it, they
can’t recoup their costs. We can’t allow bad actors to abuse the sys-
tem for their financial gain either.

We know there is bipartisan support for this bill, as I said, on
both ends of the Capitol. I hope we can achieve the same success
we did last year when this bill passed with bipartisan support,
unanimous support in both the House and Senate Judiciary Com-
mittees.

So, I am proud to be here with my colleague Senator Blumenthal
to advocate for these proposals, and we look forward to working
with all of you to bring down drug prices for American families.

[The statement of Senator Cornyn follows:]
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The Federal Trade Commission should be able to bring antitrust suits against the bad actors who
deliberately game the patent system, and this legislation will ensure the bad guys are held
accountable.

Second is a practice known as patent thicketing. This occurs when an innovator uses multiple
overlapping patents or patents with identical claims to make it nearly impossible for competitors
to come to market. This abuse of the patent system comes at a high cost for patients who rely on
these drugs.

To solve this, our legislation will streamline the way drug manufacturers resolve patent disputes
so lengthy legal processes don’t stand in the way of competition. We’re protecting patent rights,
which are critical, but not letting these important issues get bogged down in the sludge of
litigation.

Our country offers robust protections for intellectual property, which is why we are ground zero
for innovation. We know companies are unlikely pour extensive time, money, and resources into
discovering new cures if at the end of it, they can’t even recoup their own costs. But we can’t
allow some bad actors to abuse the system for their own financial gain.

This legislation doesn’t stifle innovation. It doesn’t limit patent rights. And it doesn’t cost
taxpayers a dime — in fact, in 2019 the Congressional Budget Office estimated it would lower
federal spending by more than half a billion dollars over ten years.

And we already know this bill has bipartisan support. Last Congress, it passed both the House
and Senate Judiciary Committees with unanimous support. I hope we can achieve the same
success this Congress, and finally get the bill to the President’s desk for his signature.

I’'m proud to be here to advocate for this legislation alongside my colleagues, and I look forward
to working with members of the Committee to bring down drug prices for American families.
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Mr. CiCILLINE. Thank you very much, Senator Cornyn.
I now recognize Senator Lee for 5 minutes. I believe he is on
the—

STATEMENT OF THE HON. MIKE LEE, A SENATOR FROM THE
STATE OF UTAH

Senator LEE. Thank you so much. Thank you, Mr. Chair, and
Ranking Member Buck, esteemed Members of the Subcommittee,
thanks to all of you for asking me to speak today.

As the leading Republican on the Senate’s sister Subcommittee
to this body, over the last decade, I have developed a tremendous
appreciation for our country’s antitrust laws and for the importance
of competition policy to our national economy.

Rising healthcare costs and limited healthcare options are lead-
ing concerns for Americans of all stripes, making competition in the
healthcare markets particularly important. Now, I share the com-
mitment of my colleagues who have joined you today in ensuring
and protecting competition across the healthcare space. In 2016, I
was honored to introduce, along with Senators Grassley, Leahy,
and Klobuchar the CREATES Act, which was timely passed by
Congress and signed into law by President Trump in 2019.

As you know, the CREATES Act was designed to protect competi-
tion and to lower drug costs by ensuring that generic competitors
have access to samples of certain brand-name drugs for the pur-
pose of establishing bioequivalence for the FDA. The Congressional
Budget Office estimated that the law will save taxpayers $3.8 bil-
lion over 10 years. Industry participants tell me that it is already
improving generic competition.

As this Subcommittee considers additional legislation aimed at
ways to improve competition across various healthcare markets, I
would urge you to follow the model that we made with the CRE-
ATES Act and that helped make the CREATES Act so successful.
Light-touch reform to help align private incentives to benefit com-
petition rather than government intervention that displaces com-
petition with regulation.

We should all examine our history to find the root causes of con-
solidation in America’s healthcare industry and tackle the issue
with incremental targeted fixes rather than a massive, one-size-
fits-all approach. That in turn will require taking up a widened
view of the factors that impact competition in healthcare markets,
including existing Federal and State laws and regulations.

If there is anything worse than a monopolist using its power to
squelch competition and squeeze consumers, it is when that monop-
olist is a creature of government policy and power.

We as elected representatives of the people, entrusted with en-
acting the laws, hopefully, in pursuit of justice and equality, have
to always be vigilant against allowing the democratic process to be
corrupted, even if inadvertently, to pick winners and losers.

If we want to make reforms in this area, we sadly have no short-
age of opportunities. At the State level, entry into hospital markets
is frequently restrained by State certificate of need laws. These
laws require potential market entrants and existing competitors to
obtain approval or permission in advance from the State to build
new hospitals or to expand current facilities. In some states, in-
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cumbent hospitals even have veto power over granting certificates
to new entrants. This is crony capitalism, pure and simple. Pa-
tien‘lcs everywhere have suffered for it where these laws have been
in place.

It is no wonder that the pandemic saw at least 24 states suspend
or loosen their certificate of need laws. Imagine the benefits to
healthcare and competition within healthcare if states just re-
pealed those laws. Which we don’t need anyway and harm people,
in any event.

Another common restriction at the State level are limitations on
nurse practitioners, some of which make little to no sense and pro-
vide little to no benefit or additional safety to the patient. The con-
flict of interest is obvious. For many basic needs, nurse practi-
tioners offer a comparable skill in service at a lower price. This is
something that increases access to the healthcare for the most eco-
nomically vulnerable.

So, removing those sorts of restrictions would inevitably generate
price and quality competition between nurse practitioners and phy-
sicians and improve costs and outcomes for patients across the
country. This is one of those many areas in which we should just
allow for people to do what they do best. Here in the case of nurse
practitioners, take care of people without excessive government
intervention. We would be better off without that intervention.

Government intervention in healthcare has also had disastrous
effects at the Federal level. Medicare has used Federal clout to
strong-arm healthcare providers into agreeing to low reimburse-
ment rates. Now, ordinarily, we should cheer lower prices. In this
case, these so-called savings are really just subsidies paid for by in-
sured and self-paid patients. This isn’t healthcare reform. It is sort
of Ponzi scheme. Medicare-for-all would mean that there was no
one left to pay the subsidy, and everyone would suffer. These artifi-
cial pricing pressures also mean that healthcare markets are not
able to fully respond to competitive pressure and would have fewer
resources to invest in expansion and innovation. As a result, con-
sumers would have fewer options. Quality would go down; prices
would go up.

Obamacare has had a similar effect.

Mr. CICILLINE. Senator, if I could just ask you to conclude your
testimony. You are well over time, but I wanted to accommodate
you as much as I can.

Senator LEE. Great. Thank you. So, we are all familiar with the
promise that if you like your plan, you can keep it. This has turned
out not to be true. So, it is always tempting in all of this to re-
trench into tribalism and push forward encompassing reforms, all-
encompassing solutions that might only require floor time once.
Our constituents deserve better. Then deserve a free-market ap-
proach where providers can respond to needs and demand.

Antitrust enforcement and competition policy have historically
been areas of bipartisan agreement. We know that vigorous com-
petition is necessary. So, thanks for your close attention to keeping
America’s healthcare markets competitive. I thank you again for
ingiting me to join you today. I look forward to working with you
today.

[The statement of Senator Lee follows:]
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Chairman Cicilline, Ranking Member Buck, and esteemed members of the Subcommittee: thank
you for inviting me to speak today.

As the leading Republican on the Senate’s sister subcommittee to this body for the last decade, 1
have developed a great appreciation for our country’s antitrust laws and the importance of
competition policy to our national economy.

Rising healthcare costs and limited healthcare options are leading concerns of Americans of all
stripes, making competition in the healthcare markets particularly important. I share the
commitment of my colleagues who have joined you today in ensuring and protecting competition
across the healthcare space.

In 2016, T was honored to introduce—along with Senators Grassiey, Leahy, and Klobuchar—the
CREATES Act, which was finally passed by Congress and signed into law by President Trump
in 2019, As you know, the CREATES Act was designed to protect competition and lower drug
costs by ensuring that generic competitors have access to samples of certain brand name drugs
for the purpose of establishing bioequivalence for the FDA. The Congressional Budget Office
estimated that the law will save taxpayers $3.8 biltion dollars over 10 years, and industry
participants tell me it is already improving generic competition.

As this Subcommittee considers additional legislation aimed at improving competition across
various healthcare markets, I urge you to follow the model that made the CREATES Act
successful: light touch reform to help align private incentives to benefit competition, rather than
government intervention that displaces competition with regulation.

We should all examine our history to find the root causes of consolidation in America’s
healthcare industry, and tackle the issue with incremental, targeted fixes rather than a massive,
one-size-fits-all approach. That will require taking a wide view of all of the factors that impact
competition in healthcare markets, including existing federal and state {aws and regulations.

If there is anything worse than a monopolist using its power to squelch competition and squeeze
consumers, it is when that monopolist is a creature of government policy and power. We—as
representatives of the people entrusted to enact laws that pursue justice and equality—must
always be vigilant against allowing the democratic process to be corrupted, even inadvertently,
to pick winners and losers.
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If we wish to make reforms in this area, we sadly have no shortage of opportunities. At the state
level, entry into hospital markets is frequently restrained by state certificate of need laws. These
laws require potential market entrants and existing competitors to obtain approval from the state
to build new hospitals or expand current facilities. In some states, incumbent hospitals even have
veto power over granting certificates to new entrants. This is crony capitalism, pure and simple,
and patients have suffered for it. It’s no wonder that the pandemic saw at least 24 states suspend
or loosen their certificate-of-need laws. Imagine the benefits to healthcare and competition if
states repealed those laws.

Another common restriction at the state level are limitations on nurse practitioners, some of
which make little to no sense and provide little to no benefit or additional safety to the patient.
The contflict of interest is obvious: for many basic needs, nurse practitioners offer comparable
skill and service at a lower price, increasing access to healthcare for the most economically
vulnerable. Removing these sorts of restrictions would generate price and quality competition
between nurse practitioners and physicians, and improve costs and outcomes for patients across
the country.

Government intervention in healthcare has also had disastrous effects at the federal level.
Medicare has used federal clout to strong-arm healthcare providers into agreeing to low
reimbursement rates. Ordinarily, we should cheer lower prices, but in this case the “savings” are
really just subsidies paid for by insured and self-pay patients. This isn’t healthcare reform; it’s a
Ponzi scheme. “Medicare for all” would mean there was no one left to pay the subsidy, and
everyone would suffer. These artificial pricing pressures also mean that healthcare markets are
not able to fully respond to competitive pressure and have fewer resources to invest in expansion
and innovation.

Obamacare has had a similar effect. We’re all familiar with the infamous promise that, “if you
like your plan, you can keep it.” It turned out that the largest expansion of government regulation
of healthcare and health insurance had the opposite effect. The aftermath of Obamacare saw
sudden and significant increases in consolidation among providers and reduced output from
insurers. This is just one more example of why a belief in the benefits of competition needs to be
paired with skepticism of government intervention.

My criticism of these specific approaches, however, should not be taken as criticism of the
underlying goals. Just as Democrats and Republicans are united in our desire to protect
consumers, we are also united in our desire to ensure that everyone has access to affordable
quality healthcare. The devil is in the details, as they say. The best way to improve healthcare in
the future is to return to what has worked in the past: procompetitive measures that prioritize
patient freedom and choice and prevent the government from tipping the scales.

It is tempting to retrench into tribalism and push for all encompassing reforms that might only
require floor time once. But, our constituents deserve better. They deserve a free market
approach, where providers—whether they be doctors, insurers, pharmaceutical companies,
hospitals, etc.—respond to their needs and demands. Antitrust enforcement and competition
policy have historically been areas of bipartisan agreement. For all the differences between our
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two parties, we are united in our desire to protect consumers and ensure Americans have access
to affordable, high-quality care. We know that vigorous competition is essential to both.

Thank you for your close attention to keeping America’s healthcare markets competitive, and
thank you again for inviting me to join you today. I look forward to working with each of you.
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Mr. CiCILLINE. Thank you, Senator Lee.

Now, at the risk of offending our colleagues in the other Cham-
ber, we did save the best for last.

Chair Maloney, you are recognized for 5 minutes.

STATEMENT OF THE HON. CAROLYN B. MALONEY,
A REPRESENTATIVE IN CONGRESS FROM THE STATE
OF NEW YORK

Ms. MALONEY. Thank you so much, Chair Cicilline, Chair Nadler,
Ranking Member Buck, and Members of the Subcommittee, thank
you for holding this important hearing today and inviting me to
testify about the Oversight Committee’s findings of anticompetitive
conduct in the pharmaceutical industry.

At the onset, I want to commend the Subcommittee for its
groundbreaking work on antitrust issues and also acknowledge the
historic work of my friend and colleague in the Senate, Senator
Klobuchar, and her heroic work in fighting rising prescription drug
prices.

The former Chair of my Committee, the late Elijah Cummings,
cared deeply, as I do, about the issue of rising prescription drug
prices. He understood that drug companies’ exorbitant prices have
devastated patients across our country, forcing many to make gut-
wrenching choices between affording their medications and paying
rent, buying food, or saving for retirement.

For this reason, at the beginning of the 116th Congress, Chair
Cummings launched an in-depth investigation into some of the
largest and most profitable drug companies in the world. This in-
vestigation has remained one of my highest priorities since I took
over as Chair.

Over the last 2 years, we have reviewed over 1.3 million pages
of internal company documents. Last fall, the Committee held
hearings with six CEOs and released five staff reports summa-
rizing our initial findings. Before I describe some of these findings,
I want to recognize that we rely on the pharmaceutical industry to
develop critical new therapies, cures, and vaccines. In exchange,
our system grants these companies the exclusive right to sell their
products for a limited number of years without facing competition
from lower priced generic and biosimilar drugs.

Unfortunately, brand-name drug companies have abused this
system by engaging in blatantly anticompetitive strategies to ex-
tend their monopoly pricing for far longer than our system in-
tended. Our Committee’s investigation found that these strategies,
combined with laws restricting Medicare’s ability to negotiate di-
rectly for lower prices, have emboldened drug companies to target
the United States for price increases while cutting prices in the
rest of the world. Our system, in essence, is leading to higher and
less affordable drug prices right here in the United States.

In addition, our investigation found that pharmaceutical compa-
nies dedicate significant portions of their research budgets to com-
ing up with new ways to suppress generic and biosimilar competi-
tion, rather than focusing on developing new therapies.

By allowing these anticompetitive tactics to continue, we are pay-
ing more money and getting less innovation. Our investigation ex-
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posed the inner workings of the types of anticompetitive conduct
your Subcommittee is seeking to combat.

Here are just a few examples. One drug company, Teva, engaged
in what is known as product hopping, using its monopoly market
power to shift patients from one dose of its blockbuster MS drug
Copaxone to another dose before generic competition for the first
dose comes to market. Experts estimate this one product hop cost
the U.S. Health System $4.3 billion.

In another example, companies such as Amgen and Novartis en-
tered into patent settlement agreements with potential generic
competitors to delay their entry into the market. Amgen internally
estimated that it collected $202 million in extra sales of the kidney
drug Sensipar by delaying generic entry by just 10 weeks. Experts
estimate that Novartis’ delay of generic competition for its cancer
drug Gleevec cost the U.S. market over $700 million.

In my last example, executives at another company Celgene dis-
cussed how to leverage the high price of their cancer drug Revlimid
to privent other competitors from conducting productive cancer re-
search.

Our Committee’s investigation also revealed damning details
about other abuses like patent thickets, misuse of the Orphan Drug
Act, and exclusionary contracting with pharmacy benefit managers.
I encourage Members and the public to use these reports as a re-
source as they seek to combat rising drug prices in our country.

I want to end by emphasizing that we are not done. My Com-
mittee is continuing to investigate abuses by the pharmaceutical
industry. On May 18th, the Committee will hold a hearing with the
CEO of AbbVie. AbbVie sells Humira, the highest grossing drug in
the United States and the world. The Committee has obtained in-
ternal documents, previously not public, that show the tactics
AbbVie has used to suppress competition for Humira and other
drugs that maintain monopoly pricing in the U.S.

I hope the Oversight Committee’s findings are helpful to the Ju-
diciary Committee as you consider legislation to address the phar-
maceutical industry’s anticompetitive practices and unsustainable,
unfair, deceptive price increases. Thank you. I appreciate the op-
portunity to appear before you today and congratulate you on all
your hard work in this area. I yield back.

[The statement of Ms. Maloney follows:]
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Chairman Cicilline, Ranking Member Buck, and members of the Subcommittee, thank
you for holding this important hearing today and for inviting me to testify about the Oversight
Committee’s findings of anticompetitive conduct in the pharmaceutical industry.

At the outset, I want to commend this subcommittee for its groundbreaking work on
antitrust issues.

The former Chairman of my committee, the late Elijah Cummings, cared deeply, as 1 do,
about the issue of rising prescription drug prices. He understood that drug companies’ exorbitant
prices have devastated patients across our country, forcing many to make gut-wrenching choices
between affording their medications and paying rent, buying food, or saving for retirement.

For this reason, at the beginning of the 116th Congress, Chairman Cummings launched
an in-depth investigation into some of the largest and most-profitable drug companies in the
world. This investigation has remained one of my highest priorities since 1 took over as
Chairwoman.

Ower the last two years, we have reviewed over 1.3 million pages of internal company
documents. Last fall, the Committee held hearings with six CEOs and released five staff reports
summarizing our initial findings.

Before I describe some of these findings, I want to recognize that we rely on the
pharmaceutical industry to develop critical new therapies, cures, and vaccines. In exchange, our
system grants these companies the exclusive right to sell their products for a limited number of
years without facing competition from lower-priced generic and biosimilar drugs.
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Mr. CiciLLINE. I thank the gentlelady for her testimony and can
assure her that the extraordinary work of your Committee is very
supportive of the work of this Subcommittee. So, we thank you.

With that, I would like to thank each of our distinguished Wit-
nesses on our first panel for their very valuable testimony today.
You are now excused. We will hold briefly while staff will make the
necessary accommodations for our second panel. We should just
take a couple of minutes.

Mr. CiciLLINE. The Committee will come back to order.

It’s now my pleasure to introduce the Witnesses on our second
panel. Our first Witness is Dr. Leemore Dafny. Dr. Dafny currently
serves as the Bruce V. Rauner Professor of Business Administra-
tion at the Harvard Business School and Harvard Kennedy School
where she teaches courses on healthcare strategy and policy. Her
research focuses on competitive interactions between patients and
providers of healthcare, with a focus on antitrust competitive strat-
egy and public policy.

Dr. Dafny is a research associate of the National Bureau of Eco-
nomic Research and is on the panel of health advisers to the Con-
gressional Budget Office. From 2002-2013, she served as the dep-
uty director for healthcare and antitrust at the FTC’s Bureau of
Economics, and has been published in various journals, including
the American Economic Review and The New England Journal of
Medicine. Dr. Dafny received her bachelor’s degree from Harvard
Colllege and her Ph.D. from the Massachusetts Institute of Tech-
nology.

The second Witness on our panel is Michael Carrier, Distin-
guished Professor and Codirector of the Rutgers Institute for Policy
and Law. Professor Carrier has served at Rutgers since 2001 and
was named codirector of the Institute for Information Policy & Law
in 2013. He’s widely published and has been featured in many jour-
nals, including the Chicago Law Review, the Michigan Law Review,
the Columbia Law Review, and CPI Antitrust Chronicle. Professor
Carrier is currently on the board of advisers to the American Anti-
trust Institute and is a contributing editor for the Antitrust Law
Journal.

Before joining the faculty of Rutgers, Professor Carrier spent 4
years at the firm of Covington & Burling, where he focused on anti-
trust, intellectual property, sports, and civil litigation. Professor
Carrier received his bachelor’s degree from Yale University and his
J.D. from the University of Michigan Law School.

The third Witness on our panel is the Arthur J. Goldberg Distin-
guished Professor of Law at the University of California Hastings
College of Law, Professor Robin Feldman. She is also the director
of the UC Hastings Center for Innovation. Professor Feldman has
been published in many well-respected journals, including the New
England Journal of Medicine and the Stanford Technology Law Re-
view. She was elected to the American Law Institute in 2012 and
has received both the William Rutter Award for Excellence in
Teaching and the 1066 Foundation Award for Scholarship.

Professor Feldman received both her bachelor’s degree and her
J.D. at Stanford University.

Our last Witness today i1s Alden Abbott, the Senior Research Fel-
low at George Mason University’s Mercatus Center. Before joining
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Mercatus, Mr. Abbot served as the Federal Trade Commission’s
General Counsel, representing the Commission in court. He has a
long career of serving the Federal government at the FTC, the De-
partment of Justice, and the Department of Commerce. He’s also
worked at The Heritage Foundation and BlackBerry Limited. Mr.
Abbott was an adjunct professor at George Mason University’s
Antonin Scalia Law School for almost 20 years and is widely pub-
lished on competition, regulation, international trade.

Mr. Abbott received his bachelor’s degree from the University of
Virginia, his master’s in economics from Georgetown University,
and his J.D. from Harvard Law School.

We welcome all our distinguished Witnesses on our second panel
and we thank you for your participation.

I will begin by swearing in our Witnesses, and I ask our Wit-
nesses that are testifying in person to rise. I ask our Witnesses tes-
tifying remotely to turn on their audio and make sure that we can
see your face and your raised right-hand while I administer the
oath.

Do you swear or affirm under penalty of perjury that the testi-
mony you're about to give is true and correct to the best of your
knowledge, information, and belief, so help you God?

Let the record show the Witnesses answered in the affirmative.

Thank you and please be seated. Please note that your written
statements will be entered into the record in their entirety. Accord-
ingly, I ask that you summarize your testimony in 5 minutes. To
help you stay within that timeframe, there’s a timing light in
Webex. When the light switches from green to yellow, you have 1
minute to conclude your testimony. When the light turns red, it
signals that your 5 minutes have expired.

I now recognize Dr. Dafny for 5 minutes.

TESTIMONY OF DR. LEEMORE DAFNY

Dr. DAFNY. Chair Cicilline, Ranking Member Buck, and distin-
guished Members of the Subcommittee, I thank you for holding this
hearing and giving me the opportunity to testify on the subject of
healthcare consolidation. My name is Leemore Dafny, and I'm an
academic health economist with long-standing research interests in
competition and consolidation. I'm a professor at the Harvard Busi-
ness School and the Harvard Kennedy School, and I previously
served as the deputy director for healthcare and antitrust in the
Bureau of Economics at the Federal Trade Commission while on
university leave. I'm on the panel of health advisers to the Con-
gressional Budget Office, and I engage with regulators, policy-
makers, and businesses in my role as a faculty member and a
healthcare antitrust expert.

The United States spends a larger share of its GDP, nearly 18
percent, on healthcare in any other country. Studies show that
high prices, not the type or quantity of services consumed, nor the
health of our population, are the primary driver of higher U.S.
spending. International comparisons also show the U.S. lags other
leading developed countries on most dimensions of healthcare qual-
ity. We are not receiving the highest possible value for our dollars,
far from it.
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My focus today is healthcare providers, such as hospitals and
physicians who jointly account for about half our healthcare spend-
ing. As youre aware, government programs like Medicare set
prices for provider services like hospital admissions, but the private
sector relies on market-based prices, and those prices are high and
growing.

Back in the late nineties, private prices were about 10 percent
higher than Medicare prices. By 2012, they were 75 percent higher.
Today, privately insured patients pay on average two times what
Medicare pays for hospital care. These higher prices hurt patients
and they hurt our economy.

As a response to high prices, health insurance premiums and
deductibles are rising. High deductibles mean people pay thou-
sands of dollars out of pocket when they are unlucky enough to re-
quire care. Higher insurance premiums mean smaller paychecks.

The key questions I'm here to answer is whether consolidation is
driving these higher prices and what we can do about it. My an-
swer to the first question is yes, studies show horizontal or same
market consolidation results in higher prices for hospitals. It is also
true for physician groups and for insurance premiums. The evi-
dence on nonhorizontal healthcare mergers, such as mergers across
providers or firms in different geographies or service categories,
also shows prices in spending increased post-merger, in particular,
after hospital systems acquire additional hospitals in the same
State and after hospitals acquire physician practices. Antitrust en-
forcers regularly challenge horizontal margins, but challenges of
nonhorizontal mergers are very rare, and in my recommendations,
I suggest ways to enable such challenges.

Let me be clear. The bad guys in healthcare are not hospitals or
doctors or even insurers. The bad guy is a lack of competition, driv-
en by consolidation.

The COVID pandemic has shown us what is magnificent about
our healthcare providers. They rose to the occasion and did all they
could to meet patients’ needs. They collaborated with one another
in resourceful ways, but that doesn’t mean they need to merge with
one another now. If the pandemic stimulates even more consolida-
tions, we'll face a different type of long-haul symptom of COVID,
higher prices.

To protect competition, I have three recommendations.

First, strengthen our Federal enforcement agencies’ ability to
identify and review potentially anticompetitive conduct in mergers.
You can do that by requiring more healthcare transactions to be re-
ported, mandating insurers share healthcare claims data with Fed-
eral agencies, and increasing agency budgets.

In real terms, appropriations in 2018 were 18 percent lower than
in 2010. The recent increase has only kept up with inflation. Re-
storing and increasing funding will yield a return for years to
come.

Second, amend and strengthen the antitrust statutes. Ensure the
statutes prohibit healthcare mergers that enable providers to ex-
ploit existing market power and are likely to harm consumers. The
current wording or interpretation of that wording is enabling scores
of transactions that are harmful to consumers to proceed.
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Third, ask the agencies to issue healthcare guidelines that set
forth their interpretation of antitrust statutes in healthcare today.
Regulators, private parties, and courts pay close heed to agency
guidelines, so this has potential for real impact.

Our healthcare providers have so many people working hard to
help people live better lives. My recommendations are not aimed at
making their work more difficult; they are aimed at creating a
market context that brings out their best and rewards them for it.

Thank you.

[The statement of Dr. Dafny follows:]
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L High and Rising Provider Prices are Driving Higher Health Care Spending

11. Health Care Markets a Decade After the ACA: Bigger, but Probably Not Better

III.  The Pandemic Should Not Delay Actions to Prevent Anticompetitive Consolidation

IV.  Current State of Enforcement

V. Reforms to Bolster Antitrust Enforcement and Preserve and Promote Competition
in Health Care Markets

VI.  Conclusion

I.  High and Rising Provider Prices are Driving Higher Health Care Spending

The United States spends a larger share of its GDP (nearly 18 percent) on health care than any
other country. The key driver is high prices, and the result is that we are not getting enough value
for our spending.! These conclusions are supported by decades of research and hard data. U.S.
provider prices are extremely high by international standards (see Figure 1), and studies show
that these high prices, not the quantity of services consumed nor the underlying health of our
population, are the primary driver of higher spending in the U.S. International comparisons of
health care quality also show the U.S. lags other leading OECD nations on most dimensions.?
We are not receiving the highest possible value for our dollars — far from it.

Figure 2 depicts where we spend our health care dollars. My focus today is health care providers,
such as hospitals, physicians, and clinics, who jointly account for just over half of health care
spending. When discussing the effects of consolidation on this spending, we must consider the
bifurcated insurance market. Health care providers are reimbursed differently by public
insurance programs (like Medicare and Medicaid) and commercial insurance plans (offered or
administered by for-profit and not-for-profit insurers). Recent analyses find that the growth in
health care spending for the commercially-insured population is largely due to growth in the
prices charged for commercially-insured patients, and the vast majority of that spending is on
provider services.?

' CMS. National Health Expenditure Accounts (NHEA). Data reflect spending for 2019, the latest calendar year for
which it is available. Total spending in 2019 was $3.8 trillion or $11.582 per capita.

* Anderson GF, Hussey P, Petrosyan V. It’s still the prices, stupid: why the US spends so much on health care, and a
tribute to Uwe Reinhardt. Health AfF (Millwood). 2019:38(1):87-95; Commonwealth Fund, “Mirror, Mirror:
Comparing Health Systems Across Countries.” https://www .commonwealthfund.org/series/mirror-mirror-
comparing-health-systems-across-countries; Gary Claxton et al., How Have Healthcare Prices Grown in the U.S.
Over Time?, Peterson-Kaiser Health System Tracker (May 8, 2018), hitps:/'www healthsvstemtracker org/chan-
collectionhow-have-healthcare-pricesgrown-in-the-u-s-over-ime/#item-sian; Miriam Laugesen and Sherry Glied,
“Higher fees paid to US physicians drive higher spending for physician services compared to other countries,”
Health Affairs 30, no, 9 (2011); 1647-56

* Zack Cooper, Stuart Craig, Martin Gainer, and John Van Reenan, “The Price Ain’t Right? Hospital Prices and
Health Spending on the Privately Insured,” Ouarterly Journal of Economics 134, no. 1 (2019): 51-107. Health Care
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Prices for commercially-insured patients are much higher than prices for publicly-insured
patients,** and the gap is widening. Commercial prices were around 10 percent higher than
Medicare in the late 90s, but by 2012 were 76 percent higher.® A recent (2020) study found that
average commercial prices for inpatient and outpatient services were donble Medicare
reimbursement rates, while prices for professional services — e.g., physician services rendered
with hospital-based care — were 60 percent larger.”

In the commercial marketplace, there is also substantial variation in prices for the exact same
undifferentiated service across markets, across providers within markets, and even within
providers across insurance contracts.® A striking depiction of this variation is presented in Figure
2, which orders a sample of providers by their average commercial price for a lower-extremity
MRI and contrasts the amounts with payments for the same test by Medicare, which sets prices
and provides only limited scope for variation in those prices. At the low end, many providers
charge less than $1,000, still well above the Medicare price. At the high end, many providers
charge over $2,000, which is more than four times the Medicare price.

Some portion of this variation reflects variation in market-level resource costs (such as wages or
rent), in production efficiency, and perhaps health care quality. A significant portion of this
variation, however, reflects market power and market failures.” The key question for this hearing
is whether consolidation has strengthened market power and and/or enabled health care providers

Cost Institute, “2018 Health Care Cost and Utilization Report.” Presentation, Feb. 2020,

https:/Mealthcostinstitute. org/annual-reports/2020-02-13-18-20-19,

4 Zack Cooper et al.,” Hospital Prices Grew Substantially Faster than Physician Prices for Hospital-Based Care in
2007-14." Health Affairs 38. no. 2 (2019): 184-189.

 Cooper ¢t al.(2019), supra note 3. Private insurers administer benefits for a large portion of Medicare and
Medicaid-insured beneficiaries. and for these enrollees, insurers and providers must agree to the terms, including
price, under which a provider is included in-network. However, for Medicare Advantage plans, CMS requires
providers that participate in Traditional Medicare to accept its fee-for-service price schedule for any out-of-network
care, reducing the ability of most providers to negotiate for Medicare Advantage rates that are much higher. See
Laurence Baker, Kate Bundorf. Aileen Devlin, and Daniel Kessler, “Medicare Advantage Plans Pay Hospitals Less
Than Traditional Medicare Pays,” Health Affairs 35, no. 8 (2016); 1444-51; Vilsa Curto et al., “Health Care
Spending and Utilization in Public and Private Medicare,” American Economic Journal: Applied Economies 11, no
2(2019): 302-32.

“ Selden TM, Karaca Z, Keenan P, White C, Kronick R. The growing difference between public and private
payment rates for inpatient hospital care. Health AT (Millwood). 2015:34(12):2147-50.

7 Chernew. Hicks. and Shaw. “Wide State-Level Variation In Commercial Health Care Prices Suggests Uneven
Impact Of Price Regulation.” Health Affairs 39, No. 5 (20201): 791-99, The authors report professional services
represent 20 percent of national health expenditures.

# (Cooperet al. 2019).

? For additional discussion, see Chernew, Dafny, and Pany, “A Proposal to Cap Provider Prices and Price Growth in
the Commercial Health Care Market.” Policy Proposal 2020-05, The Hamilton Project, Brookings Institute, March
2020, see also, Cooper et al (2019) supra note 3, which shows that both within and across Health Referral Regions,
provider market concentration explains the largest share of variation in commercial prices.
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and insurers to exploit that power in health care markets. | summarize the academic research that
concludes the resounding answer to the question is “yes.” While every merger is different and
antitrust authorities must evaluate each on its own merits, too many harmful and anticompetitive
mergers are occurring under the current review and enforcement regime. At the end of this
testimony, I discuss legislative and regulatory interventions that could mitigate the harm from
consolidation and deter future harmful consolidation.'

II.  Health Care Markets a Decade After the ACA: Bigger, but Probably Not Better

Over the past decade, health care markets have increased substantially in size. Per-capita health
care spending in 2019 stood at $11.582, yielding a national total of $3.8 trillion, as compared to
$8.383 in 2010, or a national total of $2.6 trillion."" At the same time, many sub-sectors of health
care have become substantially consolidated. There were nearly 1,600 hospital and hospital
system mergers over the 20 years from 1997 to 2017, involving thousands of hospitals. This
merger and acquisition activity has increased the absolute size and geographic footprint of
hospital and health care delivery systems——and with it, their market power and political heft.!?
Merger and acquisition activity in physician markets has also increased, and the share of
physicians employed in practices wholly or partly owned by hospitals has increased from below
20% in the mid-2000s, to 30% in 2012 and 50% in 2018."* Commercial health insurance markets
have grown increasingly consolidated as well. By 2019, more than 74 percent of metropolitan
areas were “highly concentrated” as defined in the FTC/DOJ Horizontal Merger Guidelines."

Given that consolidation has coincided with substantial growth in commercial prices and
spending, the question of whether consolidation has caused these increases has attracted
significant attention from researchers as well as various stakeholders. To date, the most

1" My discussion focuses on consolidation that (1) occurs in an already-concentrated market (which are the majority
of markets nationwide for many healthcare services) or consolidation that would create a concentrated market and
(2) for which there are not clearly verifiable extenuating factors that would, with high likelihood. outweigh any
anticompetitive effects. See the discussion in Leemore Dafny and Thomas Lee, “The Good Merger,” NI 372, no.

22 (2015); 2077-79, hips:/www. nejm.org/doi/full/10, 1056/NEIMp1 5012338,
" CMS |II01L|.| Health F\;E:n(illllru J‘\r counts.” hittps: -"-"\\\\ w.cms. gov/research-statistics-data-and-

12 Hospllal merger count is based on data from lhc Amcncan Hcspllal Association and summarized by Gaynor in
https://onepercentsteps.com/policy-briefs/add g-hospital-concentration-and-rising-consolidation-in-the-united-
states/.

'3 Carol Kane, “Updated Data on Physician Practice Arrangements: For the First Time. Fewer Physicians are
Owners Than Employees,” White paper, American Medical Association, 2019, https.//www ama-
assn.org/system/Tiles/2019-07/prp-fewer-owners-benchmark-survey-2018, pdf: Carol Kane and David Emmons,
“New Data On Physician Practice Arrangements: Private Practice Remains Strong Despite Shifts Toward Hospital
Employment.” White paper, American Medical Association, 2013, hilps://www ama-assn.org/sites/ama-
assn.org/files/corp/media-browser/preminm/health-policy/prp-phy sician-practice-arrangements_0.pdf; Michael
Furukawa et al., “Consolidation Of Providers Into Health Systems Increased Substantially, 2016-18." Health A ffairs

39, no. 8 (2020): 1321-1325, hups:/fwww healthaffairs ore/doi/pd /10,137 7/hlthaff. 2020.00017,
' American Medical Association. “Competition in Health Insurance: 2020 Update.” https:/www ama-

assn.org/svstem/files/2020-10/competition-health-insurance-us-markets.pdf.
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conclusive research derives from analyses of “structural changes” in markets—i.e., mergers and
acquisitions, divestitures, and exits. I summarize the results of these studies below. However, it is
important to recognize that a good deal of consolidation to date is non-structural, e.g.,
consolidation arising from greater growth of large firms.

Some of the large-firm growth may well be due to anticompetitive conduct. For example, some
dominant hospital systems’ contracts forbid insurers from using financial incentives to “steer”
patients to other (typically smaller and less expensive) providers and/or may prohibit insurers
from contracting with only a subset of the dominant system’s providers (e.g., selecting which of
the system’s specialists to include in-network)."* Such “all or nothing” contracting can enable a
system to allocate services efficiently across different facilities, but it can also be a means for a
system with market power to potentially expand its reach by “tying” access to its providers in
more competitive markets to access to its most highly-valued providers.'®

A. Evidence on the Effects of Health Care Mergers
A1, Providers

Most research on provider mergers'” has focused on hospitals, which account for over 30 percent
of U.S. health care spending.'® The extensive academic literature on the subject has been well-

15 See. e.g., Elizabeth Mitchell, “Seizing on the Sutter Health Settlement to Create Competitive Health Care Markets

Nationwide,” hitps://www.milbank org/2020/0 1/seizing-on-the-sutter-health-setilement-to-creale-competitive-
health-carg-markets-nationwide/.

1% That is. under an all-or-none contract, the dominant system requires insurers, as a condition of contracting with its
most highly-valued hospitals and medical groups, to also contract with the system’s less highly-valued providers
(even of the price and quality of those providers are such that the insurer would otherwise choose not to contract
with them). Although largely beyond the scope of my lestimony today, the antitrust agencies can and have
investigated conduct by dominant actors in the health care system that may lessen competition. For example, DOJ
successfully challenged a health insurer’s use of most favored nation (MFN) and “MFN+" provisions that
contractually required hospitals to not negotiate lower prices—and sometime specified higher prices—to the
dominant insurer’s rivals. DOJ, “Justice Department Files Motion to Dismiss Antitrust Lawsuit Against Blue Cross
Blue Shield of Michigan After Michigan Passes Law to Prohibit Health Insurers from Using Most Favored Nation
Clauses in Provider Contracts,” Press release, Mar. 25, 2013, hitps://'www justice. gov/opa/pr/justice-depariment-
files-motion-dismiss-antitrust-lawsnit-against-blue-cross-blue-shield. In another action, the DOJ successfully ended
a dominant hospital system’s use of “anti-ticring” provisions that prevented insurers from using narrow and ticred
networks to steer patients to the system’s rivals. DOJ, ~Atrium Health Agrees to Settle Antitrust Lawsuit and
Eliminate Anticompetitive Stecring Restrictions,” Press relcase, Nov. 15, 2018,
https:/fwww justice soviopa/priatrinm-health-agrees-settle-antitrust-lawsuit-and-climinate-anticompetitive-sieering,
'7 For additional discussion. see Claudia Williams. Robert Town, and William Vogl. “How Has Hospital
Consolidation Affected the Price and Quality of Hospital Care?” The Synthesis Project Policy Brief No. 9, Feb,
2006; Martin Gaynor and Robert Town. “The Impact of Hospital Consolidation—Update.” The Synthesis Project
Policy Brief No. 9 Revised, 2012; Martin Gaynor. “Diagnosing the Problem: Exploring the Effects of Consolidation
and Anticompetitive Conduct in Health Care Markets,” St before the Ce ittee on the Judiciary
Subcommitiee on Antitrust, Commercial, and Administrative Law, U.5. House of Representatives, March 7, 2019,
I8 CMS, “The Nation’s Health Dollar, Calendar Year 2019, hitps://www cms, gov/files/document/nations-health-
dollar-where-it-came-where-il-went. pdf.
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summarized and reviewed elsewhere, ' so I describe only the key conclusions here. Several peer-
reviewed, academic economic studies have shown that commercial prices tend to increase after
hospital mergers, regardless of whether they involve for-profit or nonprofit hospitals. A number
of studies also directly link high hospital market concentration with high prices and price
growth.? In addition, numerous studies fail to find systematic evidence of benefits to consumers
from mergers in terms of clinical outcomes or patient experience, and many studies link more
hospital competition to higher quality.”! Simply put, due to consolidation we are paying more
for our hospital care, but there is no evidence that we are getting more in return.

Research on physician mergers and consolidation is more limited, but the conclusions are the
same. A study of commercial prices following a large merger of orthopedic physician groups
found substantial price increases for the physician group, even though prices for other orthopedic
physicians did not change.?? Studies also show that physician prices are higher in more
concentrated physician markets.* More evidence is likely to emerge from the FTC’s recently
launched “6(b)” study of “the impact of physician consolidation during this period, including
physician practice mergers and hospital acquisitions of physician practices.”** Such studies are
essential to informing both enforcement and regulation, and thus warrant adequate funding. 1
return to this subject in the recommendations I offer at the end of this statement.

Most research on the impact of mergers focuses on “within market” or horizontal transactions,
but more recent research has evaluated the effects of “cross market” hospital mergers, or

19 See sources listed, supra note 17,

E.g.. Leemore Dafny, “Estimation and Identification of Merger Effects: An Application to Hospital

Mergers,” Journal of Law and Economics 52 (2009); 523-50, Cory Capps and David Dranove, “Hospital
Consolidation and Megotiated PPO Prices,” Health Affairs 23, no. 2 (2004): 175-81 at 179; and Zack Cooper. Stuart
Craig, Martin Gaynor, and John Van Reenen. “The price ain't right? Hospital prices and health spending on the
privately insured.” Quarterly Journal of Economics 134 (2019): 51-107.

2 E.g., Daniel Kessler and Mark McClellan, “Is Hospital Competition Socially Wasteful.” Quarterly Journal of
Feonomies 115, no, 2 (2000); 577-615; Studics of quality competition in the UK. include Zack Cooper, Stephen
Gibbons, Simon Jones, and Alistair McGuire, “Does Hospital Competition Save Lives? Evidence from the English
NHS Patient Choice Reforms.” The Economic Journal 121, no. 554 (2011), 228-260., and Martin Gaynor, Rodrigo
Moreno-Serra, and Carol Propper, “Death by Market Power: Reform, Competition, and Patient Outcomes in the
National Health Service.” American Economic Journal: Economic Policy 5, no. 4 (2013): 134-66. Cooper et al.
studied the introduction of greater competition among hospitals into the English National Health System and find
that heart attack mortality decreased the most in areas with the greatest increases in competition. Gaynor et al. study
the same English NHS reforms but examine a broader set of quality and efficiency measures and find that hospital
competition improves quality without lowering costs.

* Thomas Koch and Shawn Ulrick, “Price Effects of a Merger: Evidence From a Physicians' Markel.” Economic
Inquiry 59, no. 2 (2021): 790-802, hitps://onlinelibrary wilev.com/doi/abs/10.111 l/ecin. 12954,

** Abe Dunn and Adam Shapiro, “Do Physicians Possess Market Power?” Jowrnal of Law & Economics 57, no. 1
(2014):159-193, hitps://www jstor.org/stable/10, 1086/674407; Laurence Baker, Kate Bundorf, Anne Royalty, and
Zachary Levin. “Physician Practice Competition and Prices Paid by Private Insurers for Office Visits,” JAMA 312,

no. 16 (2014); 165362, hitps://doi.org/ 10100 1/jama. 2014 10921

HFTC, “FTC to Study the Impact of Physician Group and Healthcare Facility Mergers,” Jan. 14, 2021,
hitps:/www. fic. gov/news-gvents/press-releases/202 1/0 1/fie-studv-impact-physician-group-healthcare-facility -
IMEreers.
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combinations occurring among hospitals in different, sometimes adjacent, geographic markets. >
This research shows that acquisitions of hospitals, even by out-of-market hospital systems, often
leads to substantial price increases both for acquired hospitals and for acquiring hospitals located
in the same state,

Researchers have also documented that hospitals in more concentrated markets charge higher
prices and are less likely to receive fixed, prospective payments—a payment methodology that
creates incentives for providers to control costs. Specifically, hospitals are less likely to be paid
based on patients’ diagnoses and conditions (as under the traditional Medicare system), and more
likely to be paid based on their list charges (giving hospitals an incentive to render more care and
to increase list charges).® This pattern shows that hospitals with market power are better-
positioned to reject cost-containing payment innovations by insurers.

Research on vertical combinations of health care providers has focused on the effects of hospital
acquisition of physician practices. Several studies find these combinations result in higher prices
and higher spending; for example, one study based on detailed commercial claims data finds
average price increases of 14 percent.?” However, as with hospital care, evidence of
improvements in patient outcomes is elusive. One recent study finds only negligible effects of
vertical integration of hospitals and physicians on a set of health outcome measures.” Other
research likewise finds either no relationship or a positive but small relationship between vertical
integration of hospitals with physicians and measures of quality.*” And, in the nursing-home
sector, a recent study found that hospitals that own skilled nursing facilities were likelier to “self-

 Leemore Dafny, Kate Ho, and Robin $. Lee, “The Price Effects of Cross-Market Mergers: Theory and Evidence
from the Hospital Industry,” RAND Journal of Economics 50, no. 2 (2019); 286-325, https://doi.org/10.1111/1756-
2171.12270; Matthew S. Lewis and Keven E. Pflum, “Hospital Systems and Bargaining Power: Evidence from Out-
of-Market Acquisitions,” RAND Journal of Economics 48, no. 3 (2017): 579-610, hitps://doi.org/10.1111/1756-
2171.12186.; Matt Schmitt, “Do Hospital Mergers Reduce Costs?,” Journal of Health Economies 52 (2017): 74-94,
htips://doi.org/10. 1016/ jhealeco 2017 01.007,

2 Cooper et al. (2019). supra note 3.

7 Cory Capps. David Dranove, and Christopher Ody, “The Effect of Hospital Acquisitions of Physician Practices on
Prices and Spending,” Journal of Health Fconomics 59 (2018): 139-152. The authors estimate hospital acquisitions
of physician practices increase prices by 14% on average, with about half the increase attributable to higher unit
prices and half to payment rules that reimburse services performed at or billed through a hospital at a higher rate.
See also, Caroline Carlin, Roger Feldman, and Bryan Dowd, “The Impact of Hospital Acquisition of Physician
Practices on Referral Patterns.” Health Economics 25 (2016): 439-454; Hannah T. Neprash et a/., “ Association of
Financial Integration Between Physicians and Hospitals With Commercial Health Care Prices,” JANMA Tntern Med.
175, no. 12 (2015): 1932-1939, hitps://jamanctwork com/journalsfamaintiernalmedicing/fullarticle/2463591: James
Robinson and Kelly Miller, “Total Expenditures per Patient in Hospital-Owned and Physician-Owned Physician
Organizations in California,” JAMA 312, no. 16 (2014): 1663-1669,

https:/jamanetwork. com/journals/jama/fullarticle/1917439.

*# Thomas Koch, Brett Wendling, and Nathan E. Wilson, “The Effects of Physician and Hospital Integration on
Medicare Beneficiaries’ Health Outcomes,™ Review of Economics and Statistics, March 2020,.

2 Marah Short and Vivian Ho, “Weighing the Effects of Vertical Integration Versus Market Concentration on
Hospital Quality.” Medical Care Research and Review 77, no. 6 (2020): 538-48.: Rachel Machta, et al., “A
Systematic Review of Vertical Integration and Quality of Care, Efficiency, and Patient-Centered Quicomes,” Health
Care Management Review 44, no. 2 (2019): 159-173.
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refer” profitable patients to those facilities, but those patients did not experience any significant
changes in clinical outcomes.*"

The higher provider prices fueled by consolidation harm commercially insured plan members,
both directly through higher out-of-pocket spending and higher premiums and indirectly through
lower wages.*! If these higher prices were associated with better outcomes, the financial toll
might be easier to justify, but the evidence does not support this conclusion. Because health care
providers compete on non-price dimensions such as clinical outcomes and patient experience,
consolidation that lessens competition also can be expected to worsen quality for both
commercially insured and government-insured patients.

A.2. Insurers

Research on consolidation in the health insurance sector is less abundant than research on the
provider sector, partly due to the very limited public data on commercial insurance premiums,
plan characteristics, and enrollment. However, two peer-reviewed studies examine the impact of
insurer mergers on premiums, one using data for large employers and a second using data for
small groups.*? Both find evidence of premium increases in markets where the merging parties
have the most pre-merger overlap. In addition, a study of the Health Insurance Marketplaces (i.e..
ACA exchanges) finds that additional insurer participation, particularly when the insurer has
substantial share in the individual market, yields lower premiums.*

A number of other studies find that larger insurers are able to negotiate greater provider
discounts.* However, no study has found evidence that these discounts result in lower insurance
premiums, In the absence of competition, there is minimal pressure on insurers to pass savings
on to downstream customers.

3 David Cutler, Leemore Dafny. David Grabowski. Steven Lee, and Christopher Ody. “Vertical Integration of
Healthcare Providers Increases Self-Referrals and Can Reduce Downstream Competition: The Case of Hospital-
Owned Skilled Nursing Facilities,” NBIER Working Paper 28305, December 2020,

* Daniel Amold and Christopher Whaley. “Who Pays for Health Care Costs? The Effects of Health Care Prices on
Wages.” Working paper. RAND Corporation, 2020, https://www.rand.org/pubs/working_papers/WRAG21-2. html;
Katherine Baicker and Amitabh Chandra, “The Labor Market Effects of Rising Health Insurance Premiums,”
Journal of Labor Economics 24, no. 3 (2006): 609-634, hiips.//www jstor org/stable/10, 1086/505049,

* Leemore Dafny, Mark Duggan, Subramaniam Ramanarayanan, “Paying a Premium on Y our Premium?
Consolidation in the US Health Insurance Industry,” American Feonomic Review 102, no. 2 (2012): 1151-1185,
https:/fwww acaweb.orp/anticles?id=10.1257/er 1022 1161; Jose Guardado, David Emmons, Carol Kane, “The
Price Effects of a Large Merger of Health Insurers: A Case Study of UnitedHealth-Sierra,” Health Management,
Policy and Innovation 1, no. 3 (2013): 16-35.

* Leemore S. Dafny, Jonathan Gruber. Christopher Ody, “More Insurers Lower Premiums: Evidence from Initial
Pricing in the Health Insurance Marketplaces.” dmerican Journal of Health Economics 1 no. 1 (2015): 53-81.

** Erin Trish and Bradly Herring, “How Do Health Insurer Market Concentration and Bargaining Power with
Hospitals Affect Health Insurance Premiums?” Jowrnal of Health Economics 42, no, 1(2015): 104-114; Cooper et
al. (2019), supra note 3. See afso, Commonwealth Fund, “Evaluating the Impact of Health Insurance Industry
Consolidation: Learming from Experience.” Nov, 20, 2015,
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II. The Pandemic Should Not Delay Actions to Prevent Anticompetitive Consolidation

During the Covid pandemic, health care organizations have struggled with financial challenges
created by decreases in revenue for services such as elective surgery, and higher costs related to
personnel and measures required to keep patients and employees safe. The experience of “going
it alone” has led some providers to conclude that their status quo is fraught, and they must
explore consolidating into a larger organization. They point to success stories in which patients,
personnel, medications, and equipment were moved among health care organizations to meet
needs wherever they were greater. However, it is worth noting that such admirable cooperation
occurred among distinct health care organizations, not just within them.

Any argument that the challenges associated with the pandemic should trump concerns about
market consolidation is not compelling, as there has been no permanent change in the health care
ecosystem that would imply a change in the dynamics associated with health care consolidation.
If anything, the pandemic has exposed some of the harm linked to consolidation. Providers
compensated on a fee-for-service basis have struggled financially, spurring a government
bailout.’® As noted above, researchers have shown that more dominant hospitals have
successfully resisted the shift away from fee-for-service reimbursement and toward risk-sharing
models; had more shifted in this direction prior to the pandemic, hospital systems would be on
stronger financial footing today.

The pandemic has also exposed the limited degree of competition in the insurance sector. As
medical expenses have declined, insurers’ earnings are soaring. In a competitive market,
insurers would try to retain fully-insured customers by refunding premium payments for much of
2020 and reducing premiums for 2021. However, there is scant evidence of refunds beyond the
minima required by statute.*® When patients/employers have few rival insurers to turn to, any
market imperative for insurers to share medical cost savings with customers is limited.

Going forward, there is growing concern that the pandemic is accelerating consolidation—e.g.,
by hastening the movement of physicians into employment with hospitals, insurers, and private
equity-owned groups. Paired with greater exit by financially-strapped health care providers, this
is a recipe for even higher prices.

The possibility of a different type of “long haul” effect of Covid—higher prices due to
consolidation—is substantial enough that some stakeholders have called for a merger
moratorium. In May 2020, a group representing large employers, whose members include

3 Kaiser Family Foundation, “Distribution of CARES Act Funding Among Hospitals,” May 13, 2020,
hittps:/fwww kff org/coronavims-covid-19/issue-brief/distribution-of-cares-act-funding-among-hospitals/.
3 Kaiser Family Foundation, “Data Note: 2021 Medical Loss Ratio Rebates,” Apr. 12, 2021,
https:/fwww . kff.org/private-insurance/issue-brief/data-note-202 | -medical-loss-ratio-rebates/.
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Boeing, Salesforce, Tesla, and Walmart, asked Congress for a year-long ban on mergers and
acquisitions among hospitals and physician groups that received government money to cope with
the effects of the COVID-19 pandemic.’’

IV. Current State of Enforcement

A. Horizontal mergers

Antitrust enforcement vis-a-vis horizontal transactions among health care providers or payers is
active,?® although as I discuss later, it does not have sufficient resources to be as active as
needed. In the past few years, the DOJ, together with State plaintiffs, successfully blocked two
proposed mega-mergers of large health insurers.?® In the past decade, the FTC and DOJ have
successfully challenged over a dozen hospital mergers and a number of mergers among other
health care providers, including matters settled with consent decrees requiring divestitures to
preserve competition and matters the parties abandoned in the face of Agency opposition.

However, as Commissioner Rebecca Slaughter, the current acting FTC Chair has noted, these
efforts have “faced resistance, with two of these recent victories only coming after district court
setbacks.”*’ Blocking a horizontal merger, even when it appears to be an “open and shut” case to
a layperson, requires extraordinary resources, including large investigation and litigation teams,
as well as economic and other subject matter experts who must analyze the transaction, lay out
the case for blocking the merger, and rebut arguments advanced by Defendants’ attorneys and
experts.*! The higher the payoff from the merger for the merging parties—and the payoff in the
case of an increase in market power can be substantial—the greater the incentive for Defendants

7 Rebecea Spalding, “Large employers push back on U S. healthcare mergers during coronavirus crisis,” Reuters
May 22, 2020, hilps://'www rewlers.cony avims-hospital-m-a/large-cmplovers-push-back-on-
u-s-healthcare-mergers-during-coronavirus-crisis-id 227015,

*# According to Dr. Nathan Wilson, Deputy Assistant Director of the FTC, around one-half of the FTC’s merger
challenges between 2010-2018 involved healthcare providers. Nathan Wilson, “Editor’s Note: Some Clarity and
More Questions in Healthcare Antitrust,” Antitrust Law Jouwrnal 82, no. 2 (2019): 435440,

 Dafny, L., “Good Riddance to Big Insurance Mergers,” New England Journal of Medicine, 2017, 376:1804-1806.
A hitps:www, fte, govisystem/files/documents/public_statements/1 520570/slaughter - hospital_speech 5-14-
19.pdf.

' To pick a recent example, consider the proposed merger of two hospital systems in the Memphis area, which the
FTC filed to block in November 2020. Based on the FTC’s complaint, the merger would have reduced the number
of competing systems from four to three and created a system with over a 50% market share, In the face of litigation,
the partics abandoned the deal—consistent with this being an open and shut case. (See FTC, “FTC Sues to Block
Proposed Acquisition of Two Memphis-Area Hospitals.” Press release, Nov. 13, 2020, hitps://www fic gov/news-
L2020/ 1 LNe-sues-block-proposed-acquisition-two-memphis-area-hospitals.)

evenls/press-relens

Although the FTC prevailed without a trial, it took nearly a year from the merger announcement to the
abandonment. Over that period, the FTC would in all likelihood have already devoted thousands of staff hours to the
imvestigation and lawsuit and expended substantial taxpayer resources on expert witnesses.

g



51

to invest extraordinary resources to fight a merger challenge. Even if there is only a middling
(and in some cases, small) chance of getting a merger through, it may well be in the parties’
interest to see if they can prevail, absorbing the Agencies’ (i.e., DOJ and FTC’s) scarce resources
in that attempt and preventing them from devoting those resources to investigate other
transactions or anticompetitive practices.

The substantial resources required to challenge transactions, paired with stagnating enforcement
budgets, may explain why authorities have elected not to challenge some horizontal transactions
they would likely have challenged in previous eras.*

Because pre-merger reporting to the federal agencies is only required for transactions exceeding
minimum dollar thresholds (currently $92 million),* the Agencies have limited visibility into
smaller acquisitions, as well as some larger combinations not involving asset exchanges. Even if
the agencies become aware of so-called “non-reportable” transactions, the parties may legally
merge before an Agency has reviewed the transaction. Unwinding consummated transactions
parties is notoriously difficult, reducing the odds of a resolution that restores competition, A
recent study found that an amendment to the HSR Act in 2000, which raised the effective asset
threshold for reporting from $10 million to $50 million, resulted in a large increase in mergers of
rivals in that range, relative to mergers among rivals in the always-exempt range (<$10 million)
or the never-exempt range (>$50 million).** Importantly, the number of federal investigations
into transactions in the newly-exempt range fell from around 150 per year to nearly zero.

Clearly, reporting thresholds matter for competition, and in health care, where many transactions
are small, many are escaping detection and investigation *

* Using data on a wide range of industries. antitrust scholar John Kwoka documents that enforcers rarely raise
concerns about changes in market structure that used to draw scrutiny—that is. mergers that yield 5 or more market
participants. See Kwoka, J. “Reviving Merger Control: A Comprehensive Plan for Reforming Policy and Practice.”
American Antitrust Institute, Wips://www.antitrustinstitute. org/wp-conient/uploads/2018/10/Kwoka-Reviving-
Merger-Control-October-2018. pdf.

B FTC, “HSR threshold adjustments and reportability for 2021.” Feb. 17. 2021, hitps://www fic gov/news-
events/blogs/competition-matters/202 1/02/hsr-threshold-adjustments-reportability-2021.

* Thomas Wollmann, "Stealth Consolidation: Evidence from an Amendment to the Hart-Scott-Rodino

Act" American Economic Review: Insights 1. no. 1 (2019); 77-94.

* Capps et al. (2017), supra n, 27, The de facto safe harbor for the vast majority of small transactions is particularly
concerning in light of empirical evidence showing that some incumbents acquire innovative targets (which are
likelier to be small) for the purpose of pre-empting future competition.” So-called “killer acquisitions™ may snufl’
out nascent competition and “mavericks” (firms that “play a disruptive role in the market to the benefit of
consumers”) in a range of sectors throughout the U.S. economy. See Colleen Cunningham, Florian Ederer, and Song
Ma, “Killer Acquisitions.” Jowrnal of Political Economy 129, no. 3 (2021): 649-701. The authors use data on
pharmacentical mergers and find acquired drug products are less likely to be brought to market when they compete
with the acquirer’s existing products,

5 US Department of Justice and Federal Trade Commission, Horizontal Merger Guidelines, issued Aug, 19, 2010,
http:fwww justice. gov/atr/public/suidelineshmg-2010 html. .
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B. Non-horizontal mergers

Both federal and state enforcement agencies have largely steered clear of challenging non-
horizontal transactions in health care.*® However, as I described earlier, there is substantial
evidence that at least two common forms of non-horizontal integration among health care
providers—hospital acquisitions of physician groups and cross-market mergers—can lead to
significant increases in prices without commensurate benefits and, therefore, raise health care
spending without any clear improvements for patients.

One reason enforcement agencies may not challenge these mergers is a belief — with a theoretical
foundation but scarce empirical support — that vertical mergers are likely to be efficient. Another
reason is a belief—held by some authorities and many in the private antitrust bar—that mergers
that enable greater exploitation of existirng market power (as opposed to enhancing market
power) are not prohibited by the Clayton Act. While such combinations could be challenged as
monopolistic conduct under Section 2 of the Sherman Act, my understanding is that sustaining
the burden of proof for a Section 2 monopolization theory involves a very high hurdle in court
for several reasons—including the fact that the federal antitrust agencies do not benefit from the
presumptions that apply in merger cases where the merging parties have high combined market
shares.

I will leave it to the witnesses with legal backgrounds to support or to challenge this
understanding; however, as a non-attorney, it is clear to me from the evidence on consolidation
and the state of enforcement that some combination of the laws, either as written or construed,
and/or the ways in which they are being enforced today, are not protecting the public from the
harmful effects of many transactions and business practices.

In the section below, I suggest reforms that can assist the Agencies in halting anticompetitive
acquisitions and practices.

“The FTC is currently secking, under a vertical theory of harm (that also involves issues of nascent competition). ta
block a proposed acquisition in the cancer detection space. FTC, “FTC Challenges Illumina’s Proposed Acquisition
of Cancer Detection Test Maker Grail,” Mar. 30, 2021, https:/www. fic gov/news-events/press-releases/202 1/03/flc-
challenges-illuminas-proposed-acquisition-cancer-detection.
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V. Reforms to Bolster Antitrust Enforcement and Preserve and Promote Competition in

Health Care Markets

1. Strengthen the federal enforcement agencies’ ability to identify and review potentially
problematic transactions and conduct in health care.

Require more health care transactions to be reported. Implement additional filing
requirements, specifically lowering the asset value threshold and adding revenue
thresholds to cover smaller facility and provider consolidation and transactions involving
low- or no-asset transfers; and require filers to provide information that can facilitate the
screening process, such as the distance and driving time between the closest
establishments of the merging parties.*’

Increase the budgets of enforcement agencies. The volume of transactions the Agencies
must review has increased dramatically even as funding has declined in real terms.*® The
Agencies require these resources to develop expertise in a range of new and changing
sectors, to litigate and establish new precedents that protect competition, and to advocate
for pro-competitive policies. Investing in our enforcement agencies will help to prevent
anticompetitive practices and consolidation and yield a return for years to come.

Remove two unnecessary limitations on the authority of the FTC. The first precludes the
FTC from investigating anticompetitive conduct by nonprofit organizations, and the
second precludes the FTC from studying the business of insurance absent explicit
Congressional authorization. These restrictions have no merit. The former results in an
arbitrary and likely inefficient allocation or transfer of cases across the Agencies, and the
latter impedes the FTC’s efforts in a sector where the lines between provision of care and
insurance are increasingly blurred.

2. Request that the Agencies issue revised Health Care Statements (or “Health Care
Guidelines”).

Issued in 1996, the Statements of Antitrust Enforcement Policy in Health Care describe
how the DOJ and FTC evaluate—or once evaluated—certain types of mergers, joint

¥ For more detailed and helpful suggestions on expanding and streamlining pre-merger reporting, see Bill Baer et al.
“Restoring competition in the United States: A vision for antitrust enforcement for the next administration and

Congress,” Nov. 19, 2020, htips://equitablegrowth.org/research-paper/restoring-competition-in-the-united-states/.
¥ Testimony of Bill Baer, “Hearing on ‘Proposals to Strengthen the Antitrust Laws and Restore Competition
Online,”™ Oct. 1, 2020, hitps://docs.house. pov/meetings/JU/IUD5/20201001/1 1 10T2/HHRG-116-TU05-Wstate-
BacrW-20201001.pdf,

12
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ventures, and contracting practices among health care entities.*” The health care landscape
has changed considerably since 1996, and the guidelines should be updated and expanded
to include discussions of recent types of transactions that have been shown to harm
consumers, such as “cross-market” mergers of providers in adjacent geographic markets.
The revised Statements, which should be renamed “Health Care Guidelines,” in keeping
with Agency practice when issuing significant documents setting forth the Agencies’
approach to assessing mergers, should also describe concerns about the contracting clauses
imposed by dominant health care systems, including but not limited to “all or nothing”
provisions and anti-steering/tiering provisions, as well as range of pharmaceutical practices
that weaken competition. The revised Guidelines would provide an opportunity for the DOJ
and FTC to set forth their interpretation of antitrust statutes, provide valuable guidance to
the health care industry, and potentially deter anticompetitive conduct and mergers that
would otherwise be costly and time-consuming for the authorities to challenge even if they
are highly likely to prevail.

3. Amend and strengthen the antitrust statutes.

= Per Clayton Act Section 7, the agencies must demonstrate a transaction “substantially”
lessens competition or “tends to create a monopoly” in order to block a merger. Replacing
“substantially” with “meaningfully” or “materially” could reduce the burden of merger
challenges, and expand the scope of such challenges. For example, with such a change
authorities may be able to address the problem of smaller acquisitions, such as serial
acquisitions of physician practices by hospital systems, that may have not have substantial
effects individually but, collectively, lead to the same outcomes as a large merger.*

= Implement a legal framework—whether by amending the Clayton Act, amending Section 2
of the Sherman Act, or interpreting the agency's unfair methods of competition authority —
to explicitly prohibit health care mergers that enable greater exploitation of existing market
power and are likely to result in harm to consumers. Such a reform would discourage
transactions that yield price increases without commensurate benefits to consumers, such as
when a dominant hospital buys a suburban hospital and instantly raises its price, or when a
new acquirer (such as a private equity firm) implements surprise billing to the detriment of
patients.

4 US DOJ and FTC. “Statements of Antitrust Enforcement Policy in Health Care.” Aug, 1996,
il download.

https:/fwww.justice gov/atr/page/file/1197

S0 Capps et al. (2017), supra n. 27.
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Figure 1. International Medical Prices for Selected Services as a Percentage of U.S. Price

Normal delivery e oe e e [ !
Knee replacement ® «™ & f
Inpatient appendectomy S e
! Hip replacement e H
¥ C-section 1
Bypass surgery v
3 Angioplasty \
i H
3 '
Outpatient appendectomy L ] m
§ MRI scan ® T
CT scan abdomen L B 3 i
Colonoscopy [ ] & L
Cataract surgery (single visit) & e o ' L ]
Cardiac catheterization I
r Angl e o L
K 50 75 100 125
i Percent of U.S. price
- ® Australia @New Zealand @ Switzerland © UK
@ Holland @5outh Africa @ UAE
T HAMILTON
Mot Data e T are ormpcaled by ponsntaly therent a
rizgrorcusanpslbabistio Saci s i sl s e ticiatn oo BROCKINGS

Source: Chernew, Dafny, and Pany, A Proposal to Cap Provider Prices and Price Growth in the Commercial Health
Care Markel.” Policy Proposal 2020-08, The Hamilton Project, Brookings Institute, March 2020,



57
Figure 2. U.S. Health Care Spending, By Category, 2019

THE NATION'S HEALTH DOLLAR ($3.8 TRILLION), CALENDAR YEAR 2019,
WHERE IT WENT

Mursing Care Facilities and
< Care
Communities, 5% and Net cost of Health
Insurance, 8%
Other Professional Services,
Durable Medical Equipment,
%
Investment, 5%
Other Nen-Durable
Medical Products,
ki
Public Health Activities, 3%
Includes ial Research and Struc) and P
fincludes i for resi ial care facilities, & providers, medical care delivered in non-traditional settings {such as community

centers, senior citizens centers, schools, and military field stations), and expenditures for Home and Community Waiver programs under Medicaid.
Note: Sum of pieces may not equal 100% due to rounding.

SOURCE: Centers for Medicare & Medicaid Services, Office of the Actuary, Natsonal Health Statistics Group.

16



58

Figure 3. Commercial and Medicare Price for a Knee MRI
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ordered by their average comumercial price. Data is for 2007-2011.

Source: Health Care Pricing Project. @Coopper, Gaynor. and Van Reenen,
https://healthcarepricingproject.org/sites/default/files/papers/pricing_variation_slides.pptx
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Mr. CiCILLINE. Thank you very much, Dr. Dafny.
I now recognize Professor Carrier for 5 minutes.

TESTIMONY OF MICHAEL CARRIER

Mr. CARRIER. Thank you very much.

Drug prices are too high. One main reason why is that brand
companies play all sorts of games, like product hopping, pay-for-
delay settlements, citizen petitions, and biosimilar disparagement.
All these things harm consumers and there’s no justification at all
based on patents or innovation.

At the same time, there is increasing consolidation. The industry
is getting more and more consolidated, and the FTC has responded
only by requiring the divestiture of overlapping products. Congress
can Act to make consumers’ lives better and will not touch innova-
tion in the process. The CREATES Act is a great model. Chair
Cicilline, I thank you for your leadership on this important bill
which has had a significant effect.

I also wanted to tie my remarks to what Senator Lee said. Sen-
ator Lee said that we wanted a “light touch reform” and “incre-
mental targeted fixes.” Every one of these pieces of legislation fits
that description exactly.

My name is Michael Carrier. I'm a distinguished professor at
Rutgers Law School. I've spent my career focused on the intersec-
tion of the antitrust and the IP laws. I have written 130 articles,
am coauthor of the leading treatise on the topic, and really spend
all my time thinking about these issues.

The first thing that Congress can do is to address product hop-
ping. Most reformulations by drug companies are fine. Most of the
time there’s innovation, and there is not a pending generic. Some
of these reformulations are very concerning. Some of the reformula-
tions make no sense at all other than harming the generic. Every
time that the brand company makes a tiny switch from a capsule
to a tablet or just adjusts the dose a little bit, the generic cannot
be substituted at the pharmacy counter and so it has to go back
to the drawing board and consumers are stuck paying high prices.

Brand companies often have no good reason for what they are
doing. In the Namenda case, the brand company pulled a $1.5 bil-
lion drug from the market. In the Suboxone case, it disparaged its
own product. Legislation being considered, H.R. 2873, would ad-
dress these issues. The courts have not figured out what to do with
soft switches, which occur when the old drug remains on the mar-
ket. This is the best piece of legislation to deal with the problem.

Second is pay-for-delay settlements. Brand companies have paid
generics to delay entry. There’s no good reason for this, but even
though the Supreme Court, in FTC v. Actavis, clearly said this vio-
lates antitrust law, the settling parties have come up with all sorts
of reasons why their agreement is not a pay-for-delay settlement.
This piece of legislation would be very important to give the FTC
power to go to court and not have to spend a decade trying to prove
something that is very difficult to prove. It also would solve some
problems in the courts. Not every court gets Actavis right, and so
that’s why the legislation is so important.

Third is citizen petitions. Citizen petitions are meant to raise le-
gitimate concerns with the FDA. As it turns out, however, most of
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them are filed by brand companies and the FDA denies most of
them. So, H.R. 2883 would be very helpful in giving the FTC power
to go after this sham-related conduct to make clear that a series
of petitions could be a sham and to show that the penalties are sig-
nificant, which would increase deterrence.

Fourth is biosimilar disparagement. In the biologics industry,
which is the next big wave, there’s not as close a relationship be-
tween the biologic and the biosimilar as there is between the brand
and the generic. Biologic manufacturers have made all sorts of
claims that the biosimilar is not identical, that maybe if you take
it, something bad will happen to you. The courts have not shown
that they’re up to the task of getting this right. So, I would rec-
ommend a presumption that monopolists engaging in false adver-
tising constitute monopolization.

Fifth is mergers. There has been a ton of consolidation in the in-
dustry. The FTC has responded by focusing on the divestiture of
overlapping products. I believe that there is a theory of unilateral
effects that is well established that would cover what is going on
here. So, the first thing I'd say is that there should be a presump-
tion against mergers between large companies. If you look at these
large companies, they have significant advantages in insurance and
reimbursement, marketing and detailing, and financing. There’s no
good reason for them to merge.

In terms of mid-size firms, even if I might not recommend a pre-
sumption, there are other factors to look at beyond the overlapping
products. I'd consider factors like must-have blockbusters, rebate
laws, and anticompetitive conduct. For example, the AbbVie-
Allergan merger, all three of those were present, and that deserved
more attention.

Finally, generic mergers deserve more attention as well. Not every
generic 1s doing what it was supposed to do. When it starts getting
a lot of its revenue from the brand side, that alters its incentives
and that should be considered.

At the end of the day, the three pieces of legislation that this
Committee is considering would make consumers’ lives better and
would not touch innovation.

Thank you very much.

[The statement of Mr. Carrier follows:]
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titive Phamm:

House Committee on the Judiciary. Subcommittee on Antitrust, Commercial and Administrative Law
Hearing on “Treating the Problem: Addressing Anticompetitive Conduet and Consolidation in Health Care Markers”
Apnl 27, 2021

L. Introduction
A, Drug prices too high; consumers unable to afford needed medicines. Why?
1. Brand drug companies abuse system by delaying generic entry
a) Examples: product hopping, pay-for-delay setl citizen petiti biosimilar disp
b) Mone of this conduct can be justified by patents or innovation
(1) Like the prov crhlal bay w hn cried \\olf the pharmaccutical industry for at least the past 60 years has

laimed that every legisl | to restrict patents or apply antitrust would decimate innovation."
2. At the same time, the mdusll) hasundcrgoncs;gmﬁcan: lickati \\h:r:hhas 1 price
a) Inresponse. the FTC has not blocked mergers but has only required div of overlapping prod
B.  Congress can address these anticompetitive abuses and lidation through leg
1L My Background
A Lhave studied pl ical anti law as thor of leading [P/antitrust treatise; author of more than 130

anticles (63 on pharmacentical antitrust law); drafter of 20 “amicus” briefs on behalf of hundreds of professors; and
one frequently cited in media (20004 times) and couns (including Supreme Court)

L. Product Hopping: Harm

A Brand firms have switched drugs so generics can’t be substituted and mi d pati before generic entry
1. Examples: cnpsulc 1o ub[cl_ different dosage, single- and dual- scomd lablcl
2. Product hoy lation of product with encouragement of doctors to write prescriptions for
new version

a) Mo innovation reason: brand does not expand prescription base but just migrates base to block generics
B.  Every time brand changes drug slightly, generic cannot be substituted
1. Substitution requires “AB rating”: gencric “therapeutically equivalent” to brand (same active ingredient. form.
dosage, strength, safety/efficacy profile) and “bioequivalent” (absorbed into body at same rate).*
2. Product hopping exploits this regulation as minor changes prevent generic from obtaining AB rating
3. Generic then must start over: reformulate drug, get FDA approval, and fight new set of patents (litigation,
automatic 30-month stay)
€, Harms from both “hard switches™ (original drug pulled from market) and “soft switches” (original remains)
1. Greater harms when brand switches before generic enters market (promotion/marketing more effective in
convincing doctors to prescribe reformulated version)
D.  Product hopping harms consumers
1. Most recent (2009) empinical analysis found $28 billion worth of drugs subject to product lmppln,g. including
Advair. Allegra, Augmentin, Caduet, Clarinex. Kapidex, Lexapro, Nexium, Prozac, Risperdal ?
a) For $1 billion blockbuster drug. consumers pay extra $765 million each year from delayed competition.
2. Consumers have overpaid $1.7 billion for Namenda, $200 million for Effexor, $700 million/year for TriCor,
and ( ding to legal complaints) $11.5 billion for Nexium and $650 million annually for Suboxone.®

! Michael A. Carrier & Genevieve Tung, The Industry that Cries Wolfi Pharma and Innovation, STAT (Sept. 26, 2019).

*FDA, Orange Book Preface (last visited Apr. 23, 2021).

* Steve Shad et al., Anticompetitive Product Changes in the Pharmaceutical Industry, 41 RUTGERs L. 1. 1 (2009),

A FTC, Pav-ror-DELAY: How DrUG Conpany Pav-0rrs CosT CoNsUMERS BILLIONS 8 (2010) (multiple generics take 90% of sales
at average 85% discount).

5 New York ex rel. Schaeiderman v. Actavis, 787 F.3d 638, 661 (2d Cir. 2015) (Namenda); Explainer: Evergreening and How Big
Pharma Keeps Drug Prices High, THE CONVERSATION (Nov. 5, 2014) (Effexor); Kevin Drum, How To Keep Healtheare Costs High
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2. Like Abb1Vie, legislation could make clear that:
a) Ev -dcncc cf intent can be slloun not nn!, through direct evidence but also through indirect evidence
b} Exg d actors i b conduct could satisfy subjective prong

D. Mmmmﬂmmﬂ.l_ Admlmslﬁm\c changes

In addition to addressing antitrust liability for sham behavior, legislation could make helpful administrative
changes, such as those offered in 5. 660, the Efficicncy and Transparency in Petitions Act.™

2. Becaunse of delayed and serial petitions, require petition to be filed within finite period (60 days) of leaming of
safety/felMcacy issue and mandate explanation for why repetitive petitions filed

3. Becausc of lack of transparency, require FDA 1o include comprehensive list of 503(q) petitions in annual
reports to Congress, including:
a) Timing of petition in relation to patents listed in Ornge Book
b) Time FDA expended on petition
<) Delay (if any) in generic approval cansed by petition and determination of how delay calculated

4. Such provisions would be helpful because FDA does not maintain an easily searchable list of 303(q) petitions,
nor does it explain what constitutes a “delayed™ petition
a) FDA claims that only one petition each vear is delayed, but considers delay only if it responds after 150-

day deadline for addressing 505(q) petitions.™

b} FDA does not consider that there could be delay from not approving generic until it resolves petition,

IX. Biosimilar Disparagement: Harm

A, Biosimilars kave been sub}cu 10 dlsparagcmcnl claims in a way that generics have not

L of their compl A ilars differ more from biologics than generics differ from brand dmgs

2. Biosimilars also rely on advertising campaigns rather than (as generics do) state substiution laws
B.  Biosimilars are legally required to be “highly similar” to and have “no clinically meaningful differences” from

biologics. ™

1. FDA has made clear that “[m]inor differences . . . in clinically inactive components are acceptable,™ and even

biologics themselves are “not identical batch-to-batch.™*
€. Despite this, biologic finms have raised safely concerms with biosimilars, using four 1y pes of disparagement:

1. Fearmongering: . warning that a switch to a biosimilar could result in “another thalidomide™ (which
famously cansed birth dcl'ocls) or that a patient “could end up in an emergency room, or be(] lmspdalu;cd i
2. Biosimilars act differently: #.g., asserting that biosimilar “can behave differently in the body.™

3, Biosimilars not identical: “no two biologic medicines are identical, ™

4. Biosimilars not interchangeable: /... “Even though infliximab biosimilars are very similar to REMICADE®,

that doesn’t mean they are interchangeable with REMICADE® ™
D.  FDA has shown frustration with this conduct

1. Former Commissioner Scott Gottlich “worried” about “efTorts by t led ies 10 create ¢
about biosimilars’ safety and effectiveness,”
a) These “can 1ally undermine ! in biosimilars in ways that are untrue™

and “negatively impact a patient’s judgment about an otherwise safe and effective product.™
2. FDA and FTC jointly cvcplaincd that they “support competitive markets for biologics™ and “have serious
concems about false or mi: and their negative impacts on public health and competition.™"

¥ For an explanation of these changes. see Michacl A. Carrier, Five Actions fo Stap Citizen Petition Abuse, 118 CoLus. L. REV.
ONLINE 81 (2018).

* FDA, REPORT T0r CONGRESS: SEVENTH ANNUAL REPORT ON DELAYS IN APPROVALS OF APPLICATIONS RELATED T0 CITIZEN
PETITIONS AND PETITIONS FOR STAY OF AGENCY ACTION FOR FISCAL YEAR 2014, at 9 (2015).

B4 US.C.§262(1)(2).

M FDA, Biosimilar and Interchangeable Products, hitps:/fiwww fda,

(last visited Apr. 24, 2021).

* Bochringer Ingelheim letter to FDA. Docket #FDA-2018-P-3281. at 3, Jan. 25, 2019

¥ Christopher Rowland, Marketers Are Having a Field Day. WAsH. PosT, Jan. 9, 2019,

¥ Pfizer Citizen Pc.'mau to FDA, Aug 22 ZUIIS hnps:dwww bigmoleculewatch.com/wp-
nt/upl n_from_Plizer.pdfl (referning to Amgen YouTube video).

38 ‘!d'_

¥ Janssen Biotech, Inc., Finely Tuned Patient Brochure, Dec. 2017 (cited in Pizer Citizen Petivion, al 8),
W Rowland, Marketers Are Having a Field Day.
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E.  Most courts apply approaches not likely to recognize harm to biosimilars and patients from disparagement

1. Judicial approach 1: No liability for disparagement-based antitrust claims, ™

2. Judicial approach 2: Presumption that exclusionary effects of di de minimis. rebutted only by
making difficult showing that alleged anticompetitive conduct is (1) clearly false, (2) clearly matenial, (3)
clearly likely to induce reasonable reliance. (4) made to buyers without knowledge of the subject matter, (5)
continued for prolonged periods, and (6) not readily susceptible 1o neutralization or other offsets by rivals."

3. Judicial approach 3: Case-by-case approach to determine antitrust liability. "

4. Most counts apply first or second approach, making it nearly impossible to find antitrust liability even for
monopolists that disparage rivals and harm consumers

X. Biosimilar Disparagement: Solution

A ch,isLlllon could provide presumption that false advertising by monopolists constitules monopolization ™
As mentioned above, most courts excessively defer 10 adventising-related conduct
2. The most fundamental critique against applying antitrust to false advertising conduct—that it does not require
marketwide effects—is addressed by the defendant’s control over the market
3. Before presumption applies, plaintiff must show defendant has monopoly power
a) Biologics likely 1o have such power, as judged by charging of high prices without suffering losses
B, Presumption applies if plaintiff shows that defendant engaged in false adventising
1. Liability for false advertising requires that d dant’s conduct is literally false or misleading. is material,
actually deceived (or was likely to deceive) consumers, and caused (or was likely to cause) harm to plaingiff
2. False advertising’s requirements assist antitnust by focusing on bad conduct, showing its relevance, and
demonstrating harm
3. A monopolist’s matenally false adventising makes it more difficult 10 compete on merits, can be repurposed (o
harm any rival, and is hard to credibly rebut without souring consumers on factual claims more gencrally
4. Presumption also is appropriate given the near certainty of anticompetitive ¢ffects: in small field, at least one
competitor is harmed, with safety-based claims against biosimilars likely to harm all competitors
C.  Defendant can rebut p ption by showing incfTectivencss of false or deceptive statement
1. Monopolist could show that, despite likelihood of deception from literally false or misleading claim, harm
from deception did not materialize
) Rebuttal not likely for biologic firms, as consumers arc nol able to do own testing and rely on results
D.  Framework for
1. Because attempted monopolists do not control the market, [ do not propose a rebuttable presumption of an

antitrust vielation
2. Butin d ining whether the d in ionary conduct, legislation could focus on four key
factors: (a) targeting a new entrant; (b) actual harm from the false or misleading advertising; (3) the degree of
iality; and (d) i ions with other anticompetitive conduct.
* Joint Statement of the Food & Drug Adminisiration and the Federal Trade Ci ission Regarding a Collaboration to Advance

Competition in the Biologic Marketplace. at 3, Feb. 3, 2020,

* Retractable Tech. v. Becton Dickinson & Co., 842 F.3d 883, 893 (5th Cir, 2016); Sanderson v. Culligan Int'l Co,, 415 F.3d 620, 624
(Tth Cir. 2005).

W Nat'l Ass'nof Pharm, Mfrs. v. Averst Labs., 850 F.2d ™4, 916 (2d Cir. 1988): Am. Council of Certificd Podiatric Physicians &
Surgeons v, Am. Bd. of Podiatric Surgery, 323 F.3d 366, 370 (6th Cir. 2003); Am._ Prof’l Testing Serv.. v. Harcount Brace Jovanovich
Legal & Prof’l Publ'ns, 108 F.3d 1147, 1152 (9th Cir. 1997): Lenox MacLaren Surgical Corp. v. Medtronic, 762 F.3d 1114, 1127-28
(10th Cir. 2014, Duty Free Am.’s v, Estee Lauder, 797 F.3d 1248, 1268-69 (11th Cir. 2015),

W Penn. Allegheny Health Sys. v. UPMC, 627 F.3d 85, 108-09 (3d Cir, 2010); Caribbean Broad. Sys. v. Cable & Wireless PLC,
148 F.3d 1080, 1087 (D.C. Cir. 1998); Int"l Travel Amm,gcm v. W. Airlines, 623 F.2d 1255, 1268 (8th Cir. 1980),

% Fora more 1l l ion of this . sce Michael A. Carrier & Rebecca Tushnet, J'n Jn.rurus.‘ Framew arkfor False
Advertising, 106 Towa Law REVIEW f[‘arllloomn:g 2021), "
VI [drafta 131],
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RUTGERS

X1 Pharmaceutical Consolidation: Harm

A Inrecemt _\-‘cars. the pharmaceutical industry has become more consolidated, which has contributed to higher
prices. ™
B, The consolidation is not driven by innovation
L. If innovation and individual drugs’ iti d ined success, we would sce tumaover among
leading firms, reflecting sucoess in R&D
2. Incontrast, the industry is marked by the dominance of the same large firms over time, with the top 20 firms
(by global pharmaceutical sales) nearly identical (other than acquisitions) between 2009 and 2019
3. Large finms’ share of New Active Sul itted to FDA declined from 30% in 2009 1o 20% in 2018,
with small firms” share increasing 1o 70%.%
4. The industry s consolidation shows expansion "lhmugll M&A” rather than “organic growth and innovation.”™!
a) Al the same time, “the pace ofmcr_gcr activity” has ‘booomc d:scanncclod from FTC enforcement.
C.  The FTC has conti its hoof F 3 petitive mergers by requiri
the divesti of fapping prod m specific markets
1. Between 1994 and 2020, the FTC “clallenged 67 drug mergers \mﬂh omrs‘)ﬂﬂ billion, moved to block only
one, and settled vinually all of the inder subject to di
a) Result of narrow focus on specific markets? “[T]he swapping or assets within a relatively small group off
large and increasingly powerful firms.” 3
2 C i Chopra has | d that “|t[he FTC"s strategy of focusing on whether p]ulnnaoentlcal
companics have any overlaps in their drug product lincup is narrow. fawed. and ineffective.™
3. Then-Commissioner (current Acting Chair) Slaughter has demonstrated “concern|]” that the “analytical
approach [based on drug overlaps] is too narmow™ and called for an approach looking “more broadly™ at
whether a merger “is likely 1o exacerbate anticompetitive conduct . . . or 10 hinder innovation.”™

XII. Pharmaceutical Consolidation: Solution

A Theories of merger enforcement

1. Traditional theory of competitive harm is based on coordinated effects: in reducing number of firms in market,
merger would make it casier for remaining firms to collude.™

2. But the agencies also have reoogmwd a role for ;gmlgﬂ'g;!s as’ [:lhc limination of comy
two firms” resulting from the merger “may alone i of ition."**

* Fg., Alice A, Bonaime & Yc fEmma) Wang, Uergen' Product Prices, and Innovation: Fvidence front the Pharmacewtical Industr
(June 2020), hips: fiy’ id=3445753; Chintan V. Dave, Aaron 8. Kesselheim, Erin R. Fox,
Peilwa Qiu, & Abraham H'\rllmna .H'rgb Generic Drug Prices and Market Competition: A Retrospective Cohort Study, 167 Anx,
INTERN. MED. 145 (2017).

* See Patricia M. Danzon & Michacl A. Carrier, The \eﬂecnd( onceri qf.‘ irm Size in f’-‘mnnm:‘eunca.f Mergers, 84 ANTITRUST
Law JourNaL [draft at 5, Table 1] (forthcoming 2021), hitps ssmm.conysol 3/papers bstrct id=3787161 (8 of top 10 in
2019 were in top 10 in 2009, with remaining 2 in top 15).

IQVIA InsTITUTE, THE GLOBAL UsE OF MEMCINE [N 2019 AND QUTLOOK T0 2023, at 36 (Jan, 2019),

1 AMERICAN ANTITRUST INSTITUTE, FROM COMPETITION TO CONSPIRACY: ASSESSING THE FEDERAL TRADE COMMISSION 'S MERGER
PoLicy IE PHARMACEUTICAL SECTOR 12, Sept. 3, 2020,

24

* Jd. ar 10,

A jd a3

i ing § of C issi Rohit Chopra, fin the Matter of AbbVie, Inc. . Alfergan ple, Comm. File No, 1910169, at 3,
May 5, 2020,

*Di ing 8 of C issi Ret Kelly Slaunghter. fn the Matter of Bristol-\Mvers Squibb and Celgene, Comm. File
No. 191-0061, at 1, Nov. 135, 2019,

1 DOJ & FTC, HORIZONTAL ME|
id 96,
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a) In particular, by “climinati itton,” a merger “gives the merged firm incentives different from
those of the merging firms,™
b} The FTC has used the concept of bargaining leverage in settings as varied as hospitals, pharmacy chains
and insurers, and broadband.*
3 Congmss can addmss phanmcenucal ourlsolldalmn b\ zlpp]\ lng this Ie\‘er«agc analysis to four settings:
A Fin

L Largc firms (mughl\ iop Io*"—] posscss d i|| i and rei ing. and financing
a) Insurance and reimbursement advantages as company with large portfolio has more levemge in negotiating
with PBMSs through bundled rebates
by Detailing, marketing, and sales benefits from. for example, combining multiple drugs on same visit to
doctor’s office
(1) Firms also gain from ies of scope in
multi-specialty doclor groups
¢) Financing advantages as finms with large portfolios use retained earnings from sales to fund marketing and
acquisitions, providing a lower cost of capital than is available to smaller finns relying on external sources
2. Combination of large firms’ enduring and unique advantages, typically without any coumervailing efficiencies.
supports presumption that merger of two large firms harms competition
a) Empirical data provides no evidence that mergers between large firms improve R&D productivity through
economics of scale or scope.™
b} In fact, some studies show negarive impact on R&D, patents, and the number of new molecular entities
after large firms merge. ™
Any efficiency savings are not likely 1o be passed on to consumers through lower prices because of
insurance and patients” lack of information about alternatives
d) In rare case, firms could rebut p plion by showing synergies from cross-national complementarnity of
assets or better wtilization of excess manufacturing capacity without risk of increased market power
1. For mid-size firms (roughly 11-20%%), the agencies should apply heigl d scrutiny
a) These firms compete with the largest firms in marketing and as p 1al acquirors of smaller firms
by Ownership of a “must-have” blockbusier product Favors aggressive enforcement
2. Example: AbbVie/Allergan. combining large (AbbVie) and mid-size (Allergan) firms
a) Merger threatened harm because of presence of must-have blockbuster products
(1) AbbVie's Humira and Allergan’s Botox arc blockbuster drugs that PEMs must include on formularics
b) R.clalodh merger raises concemn of rebate walls, which occur when mannfacturers provide rebates or
on condition that payors purchase bundled collection of drugs
(1) In theory, “rebates” sound good hul in mai:h they can be used to stifle competition, preventing paticnis
from ing quality, 1
(2} £ g.: Plizer sued J&J for threatening not 1o pay rebates unless insurers limited coverage of Plizer's
Inflectra; as a resull, 9%0% of accounts did not purchase Inflectra, resulting in 4% market share

drugs across P ic arcas to large,

[+

FTC & DOJ. COMMENTARY ON THE HORIZONTAL MERGER GUIDELINES 25 (2006).

“ Pra\edica Health Svstem, fnc. v. FTC, 749 F.3d 559 (6th Cir. 2014) (hospitals), FTC, Price Increases May Result from

Combination of the Two Full-service Hospitals in Slidell, Lonisiana, Sept, 13, 2006,

httpeffwww fie goviopa/2003/04/ lahospmerger. hitm (same); F7C v, OSF Healtheare System, 852 F. Supp. 2d 1069 (N.D. 111 2012)

(same), FTC, MERGER GUIDELINE COMMENTARY, a1 35-36 (retail drug store chains), U.S. Dept. of Justice, Revised Comperitive

Tmpact Statement in US. v. Aeta Ine. and The Prudential Ins. Co. (N.D. Tex., filed Aug. 3. 1999), https://www justice, gov/atricase-
ni/file/48349 1 /download (health insurance); Cecilia Kang & Emily Sieel, Regularors Approve Charter Communications Deal

Sor Time Warner Cable, NY. TIMES. at B, Apr. 25, 2016, https://www nytimes com/2016/04/26/iechnology /chaner-time-wamer-

4 igli-1 | Ll (broadband).

1 For additional detail. see Danzon & Carrier. Neglected Cancern af Firm Size.

5 Based on 2019 global sales. the top 10 firms are Pfizer, Roche. Novartis. Johnson & Johnson, Merck. Sanofi. AbbVie.

GlaxoSmithKline, Takeda, and Bristol Myers Squibb. See id a1 5 (Table 1).

3 See, e.g., Patricia M, Danzon, Sean Nicholson, & Andrew J. Epstein, Mergers and Aequisitions tn the Pharmacentical and Biotech

Indusiry, 28 MaNAGERIAL & DECISIoN Ecox, 307 (2007).

* Justs Haucap, Alexander Rasch, & Joel Stiebale, How Mergers Affect Innovation: Theory and Evidence, 63 INT'L ). INpUS, ORG,

283 (2019); Carmine Ormaghi, Mergers and Innovation in Big Pharma, 27 ' ). Inpus, Ora. 70 (2009, Bernard Munos, Lessons

Srom 60 Years of Pharmaceutical Innovation, 8 NATURE REVIEWS DRUG DISCOVERY 959 (2009).

“ Based on 2019 global sales, firms 11 through 20 are AsiraZeneca, Amgen, Gilead, Eli Lilly, Bayer, Novo Nordisk, Allergan,

Bochringer-Ingelheim, Celgene, and Biogen. See Danzon & Carrier, Neglected Concern of Firm Size, at 5 (Table 1).
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Mr. CiciLLINE. Thank you, Professor Carrier.
I now recognize Professor Feldman for 5 minutes.

TESTIMONY OF ROBIN FELDMAN

Ms. FELDMAN. Mr. Chair and esteemed Members of the Com-
mittee, I'm honored to be here today to address an issue that is
c}a;using real pain for patients and for those who are trying to help
them.

Open and vigorous competition is the backbone of U.S. markets,
but we’re not seeing that in the pharmaceutical industry. We know
pharma markets aren’t working because we see monopoly pricing
extend well beyond the statutory grant of exclusivity. That hurts
patients who can’t access affordable medicines and it burdens tax-
payers.

Quite simply, pharmaceutical companies are repeatedly gaming
the system to protect and extend their monopolies. Companies are
doing this through schemes to block generic entry, including prod-
uct hopping, pay for delay, and citizen petition abuse. Companies
string these games out one after another to maintain monopoly
pricing. This Committee has an historic opportunity to address the
problem.

In describing this anticompetitive gaming, I would like to focus
on a few key issues. First, many of the games, including product
hopping, involve making some modification to an existing drug.
The company then pushes the market to the new version, which is
protected by shiny new patents. One can see this, for example, in
the market for treating opioid use disorder when a company
switghed from tablets to melt-a-ways just before the patents ex-
pired.

Now, these modification patents are often quite weak, and when
generics fully challenge them in court, the generic wins three-quar-
ters of the time. The challenge takes years, and in the meantime,
there’s no competition and prices stay high.

Most important, when a company makes a modification to a
drug, like changing a tablet from 20—40 milligrams, the R&D is far
less than for the drug’s initial discovery. A company should be able
to earn its reward in the market for the modification. It’s really the
massive investment in the initial discovery for which government
should intervene in the market, put its thumb on the scale, and
give the company years of patent protection.

These gaming opportunities also mean that much of the system
is focused on repurposing old drugs rather than discovering new
ones. In fact, 78 percent of the drugs associated with new patents
aren’t new drugs coming on the market; they are drugs we already
have.

Now, against this backdrop of repeated anticompetitive gaming,
the pharma industry also has become increasingly consolidated.
Pharma now outsources most of its R&D, generally by buying
startup after startup. All this reduces the chance of disruption and
competition in the industry.

Antitrust law just hasn’t kept up, either with the monopoly gam-
ing or with the waves of mergers and buy-ups. Instead, courts and
agencies tend to focus on a single behavior or a single startup pur-
chase. That misses a lot. For example, if a dominant firm buys 100
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companies, the likelihood that any one purchase harms competition

is low. The likelihood that the pattern of acquisitions harms com-

1I’)letition is much greater. The same is true with the pattern of be-
avior.

Much of this monopoly gaming has blossomed just in the last 15
years. It’s not age old, and it’s not inevitable. I am tremendously
encouraged to see bipartisan efforts to address these critical needs
and to help improve access to affordable prescription drugs for pa-
tients.

Thank you.

[The statement of Ms. Feldman follows:]
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Addressing Anticompetitive Conduet and Consolidation in Health Care Markets
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Open and vigorous competition is the backbone of U.S. markets, but we are not seeing that in
pharmaceutical markets.! Rather, drug companies are engaging in regulatory games, stringing
these out, one after another, while competition languishes on the sidelines.

We know pharmaceutical markets are not working because we can see monopoly pricing extend
beyond the statutory grant of exclusivity, to the detriment of patients and taxpayers. And we can
see the harms of monopoly pricing when, for example, diabetic patients are forced to skip or
ration their life-saving insulin.? Although discovered almost a century ago, this drug still costs
Medicare patients an average of more than $800 out-of-pocket each year *

In general, Americans pay an average of 4 times more for prescription drugs in comparison to
other industrialized nations * For certain drugs, the price can be more than 60 times greater, even

! Portions of these comments are derived from the following works of mine, which contain addi
explortions of the issues: Robin Feldman & Evan Frondorf, Drug Wars: A New Generation of Generie
Pharmacewtical Delay, 53 Harv. J. LEcis, 500 (2016), Roms FELDMAN & Evan Froxnorr, DruG Wars: How
B PHARMA RAISES PRICES ANDK GENERICS OFF THE MARKET (Cambridge University Press, 2017); Robin
Feldman, Evan Frondorf, Andrew K. Cordova & Connic Wang, Empirical Evidence of Drug Pricing Games—A
Citizen's Patfway Gone Asiray, 20 STAN, TECH. L. REV, 39 (2017); Robin Feldman, May Your Drug Price Be
Fvergreen, 5 OxFoRD JL. & Bloscl, 590 (2018); Robin FclrlmarL Dvug Companies Keep Merging. Wiy That's .‘J’ﬂn‘
Sor Consumers, Wash, POsT (Apr. 6, 2021), hips: _com/outl
keep-merging-why -thats-had-consumers-innovation'. Mark A Lemley & Robin Fcldlmn. Atomistic Antitrast, UC
Hastings Rescarch Paper Forthcoming, available at
SSRN hitps:/fssrn com/abstract=3793 809 or hitp:/dx doi.org/10.213%ssm 3793809,

* See CoLo, DEPT. oF LAW, PRESCRIPTION DRUG PRICING REPORT 2 (2020) (40% of Coloradans using insulin
reported having to skip or ration doses at least once a vear).

*1d. at 38.

4 STAFF OF HR. Wavs & MEans Comu, 6™ CoNG.. A PAINFUL PILL TO SWaLLOW: U8, V8, INTERNATIONAL
PRESCRIPFTION DRUG PRICES 3 (2019),

in-depth
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after rebates.” It is tough to tell patients in Chicago to pay hundreds of dollars for a drug when
their cousin in Toronto pays $30.

Although expensive specialty drugs are causing their fair share of pain, the out-of-pocket costs
for the majority of top-selling prescription drugs have increased by more than 50% over the last
decade, and many have more-than-doubled in price.® At some point, these price increases are
unsustainable. After all, every budget—even the government’s—has a breaking point. But how
did we get here in the first place, and how do we fix it?

Quite simply, competition is the key to a prescription drug market that is innovative and
accessible. To this end, the federal government has created a crucial system of incentives—in the
form of patents and other exclusivities—that encourage drug innovation, research, and
development. In theory, we should see a cycle of innovation and reward, followed by generic
companies entering the market, bringing down prices to competitive levels. That is the bargain
between drug-makers and society. This design, however, is a far cry from what is actually
happening.

Instead, pharmaceutical companies are gaming the system to protect and extend their
monopolies. Companies do this through anticompetitive schemes to block generic entry,
including product hopping, pay-for-delay, and citizen petition abuse. This committee has an
histaric opportunity to alleviate the problem by enacting legislation that will help improve access
to affordable prescription drugs for patients.

The temptation for companies to engage in anticompetitive gaming is quite strong, As a drug
patent nears expiration and generic competition looms on the horizon, a brand-name company
can face the loss of hundreds of millions of dollars in revenue. With so much at stake,
pharmaceutical companies have entered into pay-for-delay agreements with generic drug-
makers.” It is an ingenious approach in which the brand-name drug company shares a portion of
its monopoly profits with the generic in exchange for the generic agreeing to stay out of the
market for a specified period of time. It's a win-win for both the generic and the brand company,
unfortunately, at the expense of everyone else.

‘Id.

“ Nathan E. Wineinger ct al., Trends in Prices of Popular Brand-Name Prescription Drugs in the United States.
2 Jana NET, OPEN (2019), doi: 101001 /famanetworkopen 2019 4791,

7 See generally FELDMAN & FRONDORE, DRUG Wars, supra note 1, at 34; see also C. Scott Hemphill, Paving for
Delay: Phar ical Patent Setrl as a Regulatory Design Problem, 81 NY U L. Rev, 1553 (2006); C.
Scott Hemphill, An Aggregate Approach to Antitrust: Using New Data and Rufemaking to Preserve Drug
Competition, 109 CoLus. L. REV, 629 (2009); Stacey L. Dogan & Mark A. Lemley, Antitrust Law and Regulatory
Ciaming, 87 TEx. L. REV. 685 (2009); Steve D. Shadowen, Keith B. Leffler & Joseph T. Lukens, Anticonipetitive
Product Changes in the Pharmaceutical Industry, 41 RUTGERS L.J, 1 (2009); Matthew Avery & Mary Nguyen, The
Roadblock for Generie Drugs: Declaratory Judgment Jurisdiction for Later Generic Challengers, I15N.C. JL. &
TecH. 1 (2013); Jessic Cheng, An Antitrust Analysis of Product Hopping in the Pharmaceutical Indusiry, 108
Covint, L REV, 1471 (2008),
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The 2013 Supreme Court decision in Actavis® paved the way for antitrust scrutiny of pay-for-
delay. In response, companies simply have made these agreements more complex and
convoluted. Today, there are numerous indications of complex value transfers in exchange for
generic drugs staying off the market.” When competitors shake hands and agree that the less-
expensive drug should stay off the market, it is bad for consumers.

Pay-for-delay is only one of the anticompetitive strategies in the vast arsenal that pharma
companies Jaunch against lower-priced competitors. Some of these games blatantly serve to
delay the entry of competition. For example, The Food and Drug Administration’s citizen
petition process was created in the 1970s as a mechanism for ordinary citizens to raise concerns
about food, drugs, and FDA regulations. That process, however, has clearly gone astray. In many
cages, the concerned citizen is actually a large drug company raising frivolous or questionable
claims. In some years, out of all citizen petitions filed at the FDA~—including ones concerning
tobacco, food, dietary supplements, and medical devices—one in five involves a pharma
company attempting to block a competitor.'” Nearly 40% of these petitions are filed a year or
less before the FDA approves a generic, suggesting that many of these are last-ditch efforts to
maintain higher prices as long as possible.!" Although the FDA denies 90% of these petitions,
the process takes time. These abusive filings force the FDA to spend its limited resources
reviewing petitions, rather than approving safe and effective medications.

Product-hopping is another strategic game deployed to block competitors.** Product-hopping
involves modifying a drug, often just before the patents expire. The company then pushes
doctors and health plans to favor the new version or removes the old one from the market
altogether. If successful, there is no market for the old drug—just a market for the new one,
protected by shiny new patents.

These additional patents may cover changes to a drug’s dosage, formulation, or delivery system,
such as whether it comes in pill or capsule form. Although the initial patent on a drug might
cover the basic chemical or biologic molecule, the fifth patent might cover a change that has a
negligible benefit to the patient.

In fact, much of the patenting activity these days relates to extending protection for existing
medications. Specifically, 78% of the drugs associated with new patents are not new drugs
coming on the market, but existing ones.'*

¥Fed. Trade Comm’n v. Actavis, Inc., 133 S. Ct. 2223, 2227 (2013).

¢ See generally Laura Karas, Gerald F. Anderson, Robin Feldman, Pharmacentical “Pay-for-Delay”
Reexamined: 4 Dwindling Practice or a Persistent Problem?, 71 H 38 LJ. 959 (2020); Robin C. Feldman &
Prianka Misra, The Fatal dttraction of Pay-for-Delay, 18 CHi-KENT L INTELL. PROP. 249, 253-254 (2019).

19 Feldman et al., Citizen s Pathway, supra note 1, at 44.

U See id.

12 See Michaet A. Carrier & Carl Minniti, Cifizen Petitions. Long, Late-Filed, and Ai-Last Denied, 66 Ax. U. L.
REV. 305, 332-33, 333 (table 4) (2016) (finding that between 2011 and 2015, the FDA denied 92% of section 505(q)
citizen petitions, the type most often employed to oppose generic entry).

1¥ See generally FELDMAN & FRONDORF, DRUG Wars, supra note 1, ai 69,

14 Feldinan, Mav Your Drug Price, supra note 1, at 590.
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These “secondary” patents are often quite weak. And when generics fully challenge such patents,
the generic wins in court about three-quarters of the time.'* A patent challenge may take years,
however, during which competition is thwarted, and prices stay high. This is especially true for
brand drugs fortified with dozens or even hundreds of secondary patents.

Science sometimes moves in small increments and sometimes in large leaps. The question isn’t
whether increments are important. The question is whether market incentives are sufficient or
whether government should intervene in the market. When a company makes a secondary
change to a drug—such as adjusting a drug’s dosage—the R&D investment is generally far less
than required for the drug’s initial innovation. If that change in valuable to patients, a company
should be able to earn its reward in the market for the modification. It is the massive investment
in new research for which government needs to put its thumb on the scale and give the company
a significant number of years of protection.

Against this backdrop of strategic behaviors, the pharmaceutical industry has become
increasingly consolidated in recent decades, which lessens the chance of disruption and
competition. Between 1995 and 2015, the 60 leading pharmaceutical companies merged to only
10.' Mareaver, in 2017, just four companies produced more than 50% of all generic drugs.'”

Consolidation has not been good for innovation. Rather, due to stagnating research results,'®
large pharma now outsources R&D, generally by buying startup after startup. In the process,
innovation has shifted into lucrative, so-called “orphan drugs.” Thus, although more new
molecules are emerging, they help fewer people, and the price is extraordinary.

Consolidation also can enable drug-makers to directly quell competition. In what are known as
“killer acquisitions,” pharmaceutical companies acquire innovative companies solely to stop a
potential future competitor,'”

The consolidated industry structure raises other concerns, A small group of powerful drug
manufacturers are responsible for shuttling new drugs through late-stage regulatory processes,
leaving startup innovators with little choice other than acquisition or partnership with an
entrenched firm 2 The public regulatory process for drug development is rooted in concems for
patient safety. However, when large pharmaceutical companies serve as a secondary gatekeeper
to FDA approval, they have every financial incentive to focus on maintaining their market
position, not safeguarding the public interest.

!5 See C. Scott Hemphill & Bhaven Sampat, Drug Patents at the Supreme Court, 339 SCIENCE 1386, 1387
(2013) {showing that 899 of patents in settled litigation disputes are secondary patents, which courts usually (68%
of the time) find invalid or not infringed).

19 OPEN MARKETS I\S'I'I m E. H[ou DRUG PRIC F..S & MoxopPoLy,

1, Iy (last visited Apr, 27, 2021).

' Robert Coopman, r renerics !ndmrn- ‘s Rise, Cam DrUG REV. (Sept. 25, 2017).

1% See Kenncth 1. Kaitin, Deconstructing the Drug Development Process: The New Face of Innovation, 87 CLIN
PHARMACOL. THER. 356, 356 (2010) hitps://pubmed nebi nim, nilgov/201 30565/

¥ See Colleen Cunningham, Florian Ederer & Song Ma. Killer Acquisitions, 129 ). Poi, Ecox, 649, 649 (2021)

* See Barak Richman, Will Mitchell, Elena Vidal, Kevin Schulman, Pharmaceutical Md:A Activity: Effects on
Prices, Innovation, and Competition, 48 Loy, U, Cin L), 787, 787 (2017).
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To compound the problem, antitrust law has not kept up, either with the behaviors that
repeatedly block competition or with the waves of mergers and buy-ups. Instead, courts and
agencies tend to focus on a single behavior or a single startup purchase, often missing the forest
for the trees.?! This atomistic focus is misplaced. Companies and markets don’t focus on one
particular act to the exclusion of all else. Business strategy emphasizes holistic, integrated
planning; market outcomes aren’t determined by a single act, but by the result of multiple acts in
the overall context of the market.

Consider a dominant firm that buys 100 companies. The likelihood that any one purchase harms
competition may be low. However, the likelihood that the pattern of acquisitions harms
competition is much greater.?

Similarly, a drug company may take a number of actions to block competition. In the context of
pharmaceutical regulation, those actions work together to prevent competition that wouid
otherwise have occurred, not because of a genuine effort to persuade the government or the
courts but because of the combined effect of multiple obstacles to generic competition.

Antitrust law often misses these perspectives. For example, in deciding whether pharma
company actions before courts and agencies can be considered antitrust violations, some courts
have conctuded that each action in a series must be evaluated separately.* Such approaches are
misguided. One would miss the intricate harmonies of a symphony if the notes were considered
separately. And so it is with antitrust. By adopting an overly atomistic approach, modern
antitrust law frequently misses the power of actions in concert.

This committee has the opportunity to address anticompetitive behavior in the pharmaceutical
arena, and I would like to highlight three actions that are important for reaching this goal. First, I
respectfully suggest the committee approve pending bills related to citizen petition abuse, pay-
for-delay, and product hopping. These are essential steps for improving access to affordable
prescription drugs for patients. Second, various legislative actions can be taken to encourage a
comprehensive, rather than an atomistic, application of antitrust law. 2 This would encourage
courts and agencies to consider the effects of behaviors as a whole.

Third, I recommend what I call a robust “Second Look” policy. Most law is backward-looking,
asking whether a defendant breached a contract, committed a tort, infringed a patent, etc.
Merger analysis, however, is designed to prevent future hanm, requiring a court or agency to
predict what would happen with and without the merger.

The law struggles with this predictive task. Thus, we should rely, not only on the crystal ball
predictions of @ merger’s effects, but also on an examination of what actually happens to
competition in the future. Economic models are great, but the marketplace is where the rubber

¥ See generally Lemley & Feldman, Atomistic Antitrust, supra note 1.
See id.
2 See id. at 3; see alse Stacey L. Dogan & Mark A. Lemiey, Ansitrusi Law and Regulntory Gaming. 87 TEX. L.
Rev. 685 (2009).
See id. at 19-21 (discussing disagrecment among the federal circuits).
* See id. at 63-78 (discussing prospective solutions to the limiting focus of antitrust law).
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hits the road. With this in mind, competition agencies shouid establish a robust system of post-
merger review to ensure that predictions related to the competitive effects of pharmaceutical
mergers and acquisitions were accurate.

Much of this monopoly gaming has blossomed just in the last 15 years. It is not age-old, and it is
not inevitable. I am tremendously encouraged to see bipartisan efforts to address these critical
issues affecting patient access to affordable drugs.
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Mr. CiciLLINE. Thank you, Professor Feldman.
I now recognize Mr. Abbott for 5 minutes.

TESTIMONY OF ALDEN ABBOTT

Mr. ABBOTT. Thank you, Chair Cicilline, Ranking Member Buck,
distinguished Members of the Subcommittee. Thanks for this op-
portunity to testify.

As Chair Cicilline noted, I'm a former general counsel in the Fed-
eral Trade Commission. I served in other roles there as well. I also
formerly served in the Antitrust Division of the Department of Jus-
tice.

In my statement today I will focus on four points.

(1) Additional funding for the Federal antitrust agencies;
(2) granting the FTC’s statutory authority over nonprofit entities;

(3) what status antitrust statutory changes are appropriate;
(4) major legal reforms unrelated to antitrust.

First, additional funding. Federal antitrust enforcement is a bi-
partisan endeavor, and the FTC Commissioner unanimously sup-
ports substantially increased funding for FTC enforcement. As al-
ready noted, in real terms, resources have diminished over the last
decade for such enforcement at the FTC.

I expect that the Biden Administration will recommend addi-
tiorlllal funding for the Justice Department’s Antitrust Division as
well.

Acting FTC Chair Slaughter recently testified before the Senate
Commerce Committee that FTC employment has remained flat de-
spite a growing workload, with merger filing doubling in recent
years. She noted that FTC resource constraints lead to difficult
tradeoffs that may adversely affect the pursuit of some meritorious
investigations. I can attest to the accuracy of her observation based
on my personal experience as FTC general counsel.

The problem of resource constraints is particularly acute in the
case of healthcare merger review, given the increasing consolida-
tion of healthcare institutions in recent years. Antitrust enforcers
will need additional resources to ensure that this trend does not
yield mergers that undermine the competitive process and harm
consumers.

Second, FTC authority over nonprofits. Many healthcare entities,
particularly hospitals, are organized as nonprofits. FTC and Anti-
trust Division Clayton Act merger enforcement applies both to for-
profit and not-for-profit enterprises. The FTC Act has not reached
nonprofit corporations. Then FTC Chair Simons testified in 2019
that this limitation, which makes no logical sense, has prevented
the FTC from examining problematic unilateral conduct by hos-
pitals.

In short, it’s high time the FTC be given statutory authority over
nonprofits.

Third, legislative change. While a few marginal adjustments to
the antitrust statutes appear appropriate, I believe the mainstream
consensus consumer welfare approach in the major statute should
be retained. I believe there’s a risk that far-reaching extensive stat-
utory changes could generate costly welfare reducing uncertainty in
antitrust enforcement.
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However, as noted already by a couple of speakers, targeted stat-
utory amendments narrowly tailored to address specific competitive
healthcare sector abuses may be appropriate in the right cir-
Zumstances. For that reason, I testified in favor of the CREATES

ct.

Several distinguished scholars, including my fellow Witnesses,
have advanced a number of thoughtful, additional targeted legisla-
tive proposals to address competitive problems affecting healthcare.

I will not comment today on the merits of specific proposals, but
I would respectfully suggest that before legislating, Congress seri-
ously weigh whether the benefits of eliminating targeted harmful
conduct will likely be outweighed by the cost of condemning and
deterring specific instances of such conduct that could have bene-
fited consumers.

Fourth, nonantitrust issues. Major improvements to the competi-
tive condition of the healthcare sector require far more than en-
hanced antitrust enforcements—and enhanced antitrust enforce-
ment. Serious competitive distortions are posed by a host of State
and Federal statutory provisions that bedeviled the healthcare sec-
tor, including as merely one example, State certificate of need laws
that restrict competitive entry.

The Federal antitrust agencies have over the years done an out-
standing job in calling for statutory and legislative reforms to im-
prove healthcare competition under Republican and Democratic Ad-
ministrations. Enhancing competition in healthcare markets,
whether through enforcement or legislative and regulatory reform,
has been and should remain a nonpartisan endeavor.

Thank you. I look forward to your questions.

[The statement of Mr. Abbott follows:]
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Chairman Cicilline, Ranking Member Buck, and distinguished members of the Subcommittee on
Antitrust, Commercial, and Administrative Law:

My name is Alden Abbott, and I am a senior research fellow at the Mercatus Center at George Mason
University. My research focuses primarily on antitrust and competition policy. [ formerly served as
general counsel of the Federal Trade Commission (FTC). I have served in the US Department of
Justice's Antitrust Division as well. | welcome the opportunity to give testimony that highlights key
considerations in addressing anticompetitive conduct and consolidation in healthcare markets.

In this testimony, I will focus on four key points:

1. Additional funding for the federal antitrust agencies will substantially enhance their ability to
deal effectively with antitrust challenges posed by healthcare competition.

2. The Federal Trade Commission Act should be modified so as to give the FTC authority over
nonprofit entities.

3. Though existing antitrust statutes and agency guidance are fully adequate to address healthcare
antitrust issues, narrowly targeted legislation to deal with specific abuses may be warranted.

4. Major legal reforms unrelated to antitrust, including state laws such as certificate-of-need laws,
are key to substantially improving the effectiveness of healthcare competition.

ADDITIONAL FUNDING FOR THE ANTITRUST AGENCIES WILL SUBSTANTIALLY
ENHANCE THE EFFECTIVENESS OF FEDERAL ANTITRUST ENFORCEMENT IN THE
HEALTHCARE SECTOR

Federal antitrust enforcement is a bipartisan endeavor, and the commissioners who lead the FTC
unanimously support substantially increased funding for the FTC's enforcement endeavors. Biden
Administration requests for increased Antitrust Division resources may be forthcoming as well.

For more information or to meet with the scholar, contact
Mercatus Outreach, 703-553-4930, mercatusoutreach@mercatus.gmu.edu
Mercatus Center at George Mason University, 3434 Washington Blvd., 4th Floor, Arlington, Virginia 22201

The ideas presented in this document do not represent official positions of the Mercatus Center or George Mason University.
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Although government agencies invariably have a strong incentive to advocate for increased
appropriations, such requests are fully warranted in the case of the FTC and the Antitrust Division.

Appropriate federal antitrust and consumer protection enforcement is good for the American economy.

It promotes enhanced competition and consumer welfare. Regrettably, however, the effectiveness of
federal enforcement in achieving these benefits is threatened by insufficient resources. As FTC Acting
Chair Rebecca Kelly Slaughter explained in her April 20 testimony before the US Senate Committee on
Commerce, Science, and Transportation,' FTC employment has remained flat despite a growing
workload, with merger filings doubling in recent years. Lauren Feiner reports on that testimony:

“The absence of resources means that our enforcement decisions are harder,” [Slaughter] said.
“If we think that we have a real case, a real law violation in front of us, but a settlement on the
table that is maybe OK but doesn’t get the job done, we have to make difficult decisions about
whether it's worth spending a lot of taxpayer dollars to go sue the companies who are going to-
come in with many, many law firms worth of attorneys and expensive economic experts, versus
taking that settlement.”?

[ can attest to the accuracy of Slaughter’s observation, based on my experience as FTC general counsel
in the Trump Administration. During my tenure, the FTC did indeed have to contend with resource
limitations that adversely affected merger enforcement decision-making,

The problem of resource constraints is particularly acute in the case of healthcare merger reviews,
given the increasing consolidation of healthcare institutions. As one noted healthcare scholar stated in
2019, “The Affordable Care Act did not start the consolidation rapidly occurring with hospitals/health
systems and medical groups, but it most definitely accelerated the movement to combine. In the last
five years, the number and size of consolidations have been at an all-time high.”?

Moreover, according to health policy analyst Brian Miller and coauthors, “experts have expressed
concern regarding a new merger wave due to pandemic-induced financial distress driven by the
temporary cessation of profitable elective care and decreased hospital use.”* Antitrust enforcers will
need additional resources to ensure that this trend does not yield mergers that undermine the
competitive process and harm consumers.

AMENDING THE FEDERAL TRADE COMMISSION ACT TO GIVE THE FTC AUTHORITY
OVER NONPROFIT ENTITIES

Many healthcare entities (particularly hospitals) are organized as nonprofit corporations. This fact does
not present problems for FTC and Antitrust Division merger enforcement under section 7 of the
Clayton Act, which applies both to for-profit and not-for-profit enterprises. The Sherman Antitrust Act
of 1890, enforced by the Antitrust Division (but not the FTC), also applies to nonprofits. Unfortunately,
however, FTC nonmerger antitrust enforcement is stymied by the fact that it does not reach nonprofit

L Lauren Feiner, “FTC Commissioners Agree They Should Act to Protect Consumer Privacy If Congress Doesn't,” CNBC, April

20, 2021.

1 Feiner, "FTC Commissioners Agree.”

1 Lawrence E. Singer, "Considering the ACA’s Impact on Hospital and Physician Consolidation,” Journal of Law, Medicine &
Ethics 46, no. 4 (2019): 913-17.

4. Brian J. Miller et al., "Reversing Hospital Consolidation: The Promise of Physician-Owned Hospitals,” Health Affairs,” April 12,
2021; Lovisa Gustafsson and David Blumenthal, "The Pandemic Will Fuel Consolidation in U.S. Health Care,"” Harvard Business
Review, March 9, 2021.
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corporations.® This limitation makes no sense. It places major if not insurmountable obstacles before
the FTC's ability to investigate and, where necessary, take enforcement action against a wide range of
monopolizing or otherwise anticompetitive conduct in the healthcare sector.

Elimination of the nonprofit jurisdictional limitation has received bipartisan support by FTC
commissioners, who have emphasized the constraint it places on the FTC’s law enforcement
capabilities. In September 2019, testifying before the US Senate Committee on the Judiciary,
Subcommittee on Competition Policy, Antitrust, and Consumer Rights, then-FTC Chair Joseph Simons
stated, “We're very interested in looking at unilateral conduct by hospitals, that are problematic under
the antitrust laws[.] . . . But, generally when we do that, we find that they're nonprofits, and we don’t
have jurisdiction over them. That's another reason why we’ve been asking the Congress to eliminate
our exemption for nonprofits.”®

The FTC staff has profound expertise in healthcare markets, developed over decades.” It is high time it
be given statutory authority over nonprofit entities to enable it to apply this expertise fully to all aspects
of healthcare antitrust enforcement.

EXISTING ANTITRUST STATUTES AND AGENCY GUIDANCE ARE FULLY ADEQUATE TO
ADDRESS HEALTH CARE ANTITRUST ISSUES, BUT NARROWLY TARGETED
LEGISLATION TO DEAL WITH SPECIFIC ABUSES MAY BE WARRANTED

Atthis time, there are a variety of legislative proposals for far-reaching change in federal antitrust law.
Respectfully, I do not believe that major statutory change in the antitrust field would be helpful. As |
have argued recently,® although a few marginal adjustments to the antitrust statutes appear
appropriate, such as elimination of the nonprofit exception to FTC jurisdiction, the mainstream
consensus consumer-welfare approach should be retained. Antitrust statutory amendments affecting
such areas as burdens of proof, presumptions, merger and monopolization standards, and blanket limits
on mergers applicable to certain categories of firms (among other possible changes being advanced)
would transform enforcement norms and judicial analysis, generating enormous private-sector
uncertainty. This uncertainty would tend to deter innovation, harming consumers and the American
economy. The claims by some that broad-based sweeping changes are needed owing to reduced
competition in the American economy and ineffective antitrust enforcement have been rebutted by
sound economic analysis’—at the very least, those claims have not been proven.

During my years as an executive in the FTC’s Bureau of Competition and as FTC general counsel, [
became quite familiar with FTC antitrust development and policy research applicable to healthcare. In

5. Specifically, the FTC may enforce section 5 of the Federal Trade Commission Act (which forbids “unfair methods of
competition”) against "persons, partnerships, or corporations.” The Federal Trade Commission Act defines the term
"“corporation” as an entity “organized to carry on business for its own profit or that of its members,” thereby placing a major
obstacle in the path of FTC enforcement against nonprofits. To be sure, the FTC has asserted the power to act when nonprofit
status has in effect been a sham device to shield actual for-profit activities. See In re Ohio Christian College, 80 F.T.C. 815, 1972
FTC LEXIS 223 (F.T.C. July 29, 1970). And a federal court recognized the FTC's authority over a nonprofit that acted in concert,
in profit-making activities, with a for-profit entity. See FTC v, AmeriDebt, Inc., 343 F. Supp. 2d 451 (D. Md. 2004). Nevertheless,
the FTC is, at best, severely hampered when it seeks to bring an enforcement action under section 5.

6. Steven Porter, "Nonprofit Hospitals and Antitrust Enforcement: Should FTC Have Jurisdiction?,” HealthLeaders, September
17, 2019.

7. For links describing the full measure of FTC competition-related research and enforcement initiatives over time, see Federal
Trade Commission, "Health Care Competition," accessed April 26, 2021, https://www.ftc.gov/news-events/media-resources
[mergers-competition/health-care-competition.

4. Alden F. Abbott, "US Antitrust Laws: A Primer” (Mercatus Policy Brief, Mercatus Center at George Mason University,

Arlington, VA, March 2021).

9. White House, Economic Report of the President, February 2020, 199-226.
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MAIJOR LEGAL REFORMS UNRELATED TO ANTITRUST ARE KEY TO IMPROVING THE
EFFECTIVENESS OF HEALTHCARE COMPETITION

Whereas this hearing centers on antitrust, in some sense the antitrust treatment of healthcare-related
transactions affects only the tip of the proverbial healthcare policy iceberg. Major improvements to the
competitive condition of the healthcare sector require far more than enhanced antitrust enforcement.

Serious competitive distortions are posed by a host of state and federal statutory actions that bedevil the
healthcare sector, including, as merely one example, economically unjustified state restrictions on entry
into healthcare provision, so-called certificate-of-need laws.” More generally, as FTC Commissioner
Christine Wilson has stated,

The health care system is so fundamentally broken that antitrust cannot fix all that ails it. [
believe many of these problems come down to consumers’ ability and incentive to choose
among different products and services. Because insurers pick up much of the tab, one set of
consumers — patients — have very little incentive to compare the prices of various health care
providers. Even if they were inclined to comparison shop, it's not clear they could, given the
opacity of most prices. And the ability to comparison shop based on quality - in other words,
patient outcomes - is even more limited, given the dearth of data available to patients.'”

Although addressing non-antitrust-related healthcare reform is beyond the scope of this hearing,'® it is
noteworthy that the federal antitrust agencies have over the years done an outstanding job in calling for
statutory and legislative reforms to improve healthcare competition under both Republican and
Democratic administrations.' Enhancing competition in healthcare markets, whether through
enforcement or legislative and regulatory reform, has been and should remain a nonpartisan endeavor.

CONCLUSION

Appropriate antitrust enforcement in healthcare strengthens competition and directly benefits
American consumers. Given existing agency resource constraints and burgeoning antitrust-related
issues affecting healthcare, congressional allocation of additional resources to support the FTC and
Antitrust Division is fully warranted. Congressional elimination of the statutory limitation on FTC
actions against nonprofits likewise is appropriate. There is no need, however, to amend the federal
antitrust statutes to better address healthcare —existing antitrust enforcement standards are fully
adequate to the task. Narrowly targeted statutory fixes to deal with specific competition abuses in the
healthcare sector may, however, be warranted. Finally, substantive reforms unrelated to antitrust are
urgently needed to improve the effectiveness of healthcare competition.

16. As Mercatus Center scholars have explained, “Certificate-of-need (CON) laws require healthcare providers to seek
permission from state regulators before they offer new services, expand facilities, or invest in technology. Researchers find that
these laws tend to restrict access to healthcare, make services more expensive, and undermine the quality of care.” Matthew D.
Mitchell, Anne Philpet, and Jessica McBimey, "CON Laws in 2020: About the Update,” Mercatus Center, February 19, 2021,
https://www.mercatus.org/publications/healthcare/con-laws-2020-about-update.

17. Christine S. Wilson, “The FTC's Ongoing Efforts to Promote Competition and Choice in Our Health Care System® (remarks,
The Price of Good Health — 2020 and Beyond, Council for Affordable Health Coverage, Washington, DC, January 16, 2020) 12.
Wilson's remarks cite academic scholarship that focuses on some of these deficiencies.

18 Mercatus Center scholars have been and remain at the forefront of exploring market-oriented procompetitive healthcare
policy reform. For links to Mercatus healthcare scholarship, see “Healthcare,” Mercatus Center at George Mason University,
accessed April 26, 2021, https://www.mercatus.org/tags/healthcare,

13. Maureen Ohlhausen, "Beyond Law Enforcement: The FTC's Role in Promoting Health Care Competition and Innovation,”
Health Affairs Blog, January 26, 2015; US Department of Justice, "Healthcare Competition Advocacy,” accessed April 26, 2021,
https:/fwwuw. justice.gov/atr/health-care-competition-advocacy.
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Mr. CIiCILLINE. Thank you, Mr. Abbott.

We will now—again, thank you to our Witnesses for their open-
ing statements. We'll now proceed under the 5-minute rule for
questions. I will begin by recognizing myself for 5 minutes.

Professor Feldman, in a recent op-ed you note that between 1995
and 2015, the 60 leading pharmaceutical companies merged to only
10. As you note, this has resulted in a handful of manufacturers
sourcing the vast majority of prescription drugs. So, my question
is, why has there been so much consolidation in this industry?
What are the effects of such extreme consolidation? To what extent
do Kkiller acquisitions pose a problem in the pharmaceutical mar-
kets?

Ms. FELDMAN. Thank you. The closer we can get to a free mar-
ket, the better we're going to do for competition and for lowering
drug prices. The competition agencies in the United States have es-
sentially taken the view that they can manage mergers by allowing
for divestiture of pipeline products or other types of changes. It
simply hasn’t been effective. We need a far greater response to
mergers and buy-ups at startup after startup. We also need a sec-
ond look, where we look back at the mergers that have happened
to see whether competition has actually improved or lessened, and
then try to fix it.

Mr. CiciLLINE. Thank you, Professor Feldman.

Dr. Dafny, in your written testimony, you recommend imple-
menting a legal framework, and I quote, “to explicitly prohibit
healthcare mergers that enable greater exploitation of existing
market power and are likely to result in harm to consumers.” What
are some examples of mergers in the healthcare sector that are
harmful to consumers but nonetheless go unchecked under current
law? Secondly, do you think it would be helpful to shift the burden
to merging parties to show that their merger would not result in
higher prices or lower quality of care?

Dr. DAFNY. Chair Cicilline, I thank you very much for asking
this question. Examples of harm that are occurring that are not
currently being investigated or are not publicly or seriously so,
when hospitals are buying up other hospitals, not in the exact
same area but nearby areas, that show a dominant hospital in a
town has a great reputation, high prices will buy up a community
hospital in the suburbs and then instantly be able to roll that hos-
pital on to its contract, raising prices, which all gets passed down
to us. That’s one example.

Another example, hospital acquires a physician practice. Physi-
cian practice, everything’s the same, puts up a sign, everything’s
the same for the patient, okay, which is what counts right here.
Puts up a sign, says, you will now be also paying hospital facility
fees for this service; increases prices.

These transactions are proceeding unchallenged because either
the statutes don’t allow or the interpretations of those statues don’t
allow challenges to them on competition grounds.

You second asked about shifting the burden. This is a good exam-
ple where one could require the parties that are proposing such an
acquisition to demonstrate why their transaction is not going to be
harmful, as opposed to requiring the plaintiffs, the government, to
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demonstrate why it is going to be harmful to the standards that
are currently required in the competition statutes.

Mr. CicILLINE. I take it you think that would be a good idea?

Dr. DAFNY. I do.

Mr. CiciLLINE. Okay. Great.

Professor Carrier, my last question, you explain in your testi-
mony that product hopping causes patients to overpay by poten-
tially billions of dollars annually for their prescription drugs. Can
you explain why this product hopping is so harmful and how the
Affordable Prescriptions for Patients Act legislation, which I intro-
duced with Ranking Member Buck and Senators Cornyn and
Blumenthal, would combat this abusive practice? Respond to the
defense that pharmaceutical companies have expressed that pre-
venting product hopping will somehow stifle innovation and block
new treatments from coming to the market.

Mr. CARRIER. Sure. Product hopping is concerning because it
evades the regulatory regime. Drug product substitution laws are
designed to bring affordable generics to the market. When a brand
company makes a tiny change just to avoid substitution, everybody
suffers. The legislation would be very helpful in making clear that
these soft switches, in which the old product is left on the market,
that courts are not understanding is a problem. The legislation
would be incredibly helpful for that.

In terms of innovation, I'd say that, first, the legislation is quite
targeted. There’s a competition window that allows for challenges
only in a short period of time. There are exclusions, and there are
justifications. Also, this is limited to the FTC under section 5. The
FTC almost never brings a case. At most it will be once every year
or two.

Then, finally, in terms of innovation, this is not the first time
that the pharmaceutical industry has made this argument. I wrote
an op-ed that showed that, going back to 1961, every single time
there’s patent or antitrust legislation in this body, they say it’s
going to be the end the world. Now, there’s a new variation based
on COVID, but it’s still the same thing. This is sort of like the boy
who cried wolf.

Mr. CicIiLLINE. Thank you, Professor.

I now recognize the Ranking Member of the Subcommittee, Mr.
Buck, for 5 minutes.

Mr. Buck. I thank the Chair. I would ask the Chair, I'd like to
go last with my questions. If the Chair could recognize Congress-
man Issa, I would very much appreciate it.

Mr. CicILLINE. Happily. I recognize Mr. Issa for 5 minutes.

Mr. IssAa. Thank you. I want to thank the Ranking Member for
letting me go out of order.

The fact is I support this legislation in principle. I know that, as
we go through the process, many companies can give us examples
where they may want to have a nuance change but let me go
through a couple of quick questions that may go the other direc-
tion. We’'ll start with Professor Carrier.

Many of the changes that we’re trying to thwart with this legisla-
tion are predictable and repeatable. If we cannot get, if you will,
some of these commonsense reforms through, is there any reason
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that this body couldn’t, for example, give a right of anyone not hav-
ing a patent to put up barriers to, if you will, the obvious?

You mentioned or it was mentioned in the earlier testimony that,
for example, changing the dosage or the method of delivery, time
release, each of these nuances that are currently going on at the
end of a product life, and the opioids are famous for them, these
are, in fact, patentable because we allow them to be patentable,
and we don’t bar them based on obvious. Yet, something—if you
will, medicines continue to basically add these features that are
predictable and repeatable, wouldn’t. You say that it is certainly
within our purview to, as a matter of law, define those as obvious
if we can’t get some sort of middle ground with pharma and their
pattern of abuse?

Mr. CARRIER. You're absolutely right that the patent system is
incredibly important. We need to make sure that we give the pat-
ent system the deference it deserves. At the same time, however,
not every patent is valid. A lot of these patents are not on the ac-
tive ingredient. The concerns with product hopping is that it is an
evasion of the regulatory regime.

I talked about the drug product substitution laws. The Hatch-
Waxman Act, also included a whole bunch of provisions to increase
generic competition. So, I view this as purely bipartisan legislation
that is narrowly targeted, that will not affect innovation, and that
will make consumers lives better.

Mr. IssA. I want to do one more follow-up. In most areas of pat-
ent law, we all are used to the common statement that a patent,
by definition, on its face, with the disclosure, has to be sufficient
for someone of ordinary skill in the art to, in fact, duplicate the
product.

Please explain for the record why that does not occur in biologics
today, and why the entire pattern of abuse where you're at the end
of a patent life at the point in which a biosimilar would like to
produce something and doesn’t have, in some cases, even the medi-
cine, but they don’t have the ability to do it. Because, if I'm correct
as a layperson, we have not forced the disclosure at the front end
to meet that test that if someone of ordinary skill in the art can’t
on the face of the disclosure know how to duplicate the product.

Mr. CARRIER. You're absolutely right. What’s going on with the
biologics industry is not just patent protection, not just patent se-
crets, but there’s also trade secret protection. So, even if, exactly
as you mentioned, the patent system is designed to enable inven-
tions, when a lot of the process of creating biologics is hidden under
lock and key, it’s hard for the biosimilar to figure that out. We
have the patent system that’s designed to serve a purpose. You
don’t usually have trade secrecy layered on top of that. That’s
what’s going on here, and it’s an additional reason why we’re not
seeing enough biosimilar entry.

Mr. IssA. So, let me ask it as a final question. Certainly, I appre-
ciate trade secrets, and manufacturing nuances are abundant in
the electronics industry that I came from many years ago. In re-
turn for the bargain of providing a patent, the assumption would
be that, again, someone of ordinary skill in the art with the infor-
mation that, by definition, someone of ordinary skill in the art has,
can duplicate the product.
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Should we be looking at an outright recognition that the trade
secrets cannot, in fact, be allowed to create a barrier if you want
the patent? For example, putting it in simple terms, Coca-Cola
can’t have a secret formula and patent the formula. Just a quick
answer if you would, please.

Mr. CiciLLINE. Yeah. The time of the gentleman has expired, but
the Witness can answer briefly.

Mr. CARRIER. Sure. Youre right. In most areas, and inventor
needs to choose between patent and trade secret protection; in con-
tract with biologics, one builds on top of the other. This is worth
attention.

Mr. CiciLLINE. The gentleman yields back.

Mr. IssA. Thank you. I thank the Chair for the indulgence.

Mr. CiciLLINE. Thank you. I now recognize the gentleman from
New York, Mr. Jones, for 5 minutes.

Mr. JONES. Thank you, Mr. Chair and to the Ranking Member,
for your strong leadership. This has been a pleasantly bipartisan
hearing thus far. I look forward to joining Mr. Issa in reforming
our Nation’s patent laws.

I also want to thank the esteemed Witnesses on both of our pan-
els today for joining us this afternoon. I am excited to be part of
this vital effort to ensure that everyone in the United States of
America can afford the prescriptions that they need.

I also, of course, want to thank the sponsors of the three impor-
tant bills before us today, for their leadership. Thanks to you, we
have the opportunity to help patients and families across the
United States, and I am so committed to working with you.

Today, pharmaceutical companies are confronting the American
people with a terrible choice: Miss rent payments and skip meals
to pay for their prescriptions or go without the lifesaving medica-
tions that they need. I know the toll that takes firsthand, because
when I was growing up, my family didn’t always know if we could
afford the healthcare that we needed. There is simply no reason,
indeed no excuse, for leaving patients and their families struggling
to get by just so that pharmaceutical profits can continue to soar.

Professor Carrier, in your testimony today, you have illuminated
a source of the crisis of high drug prices that we have not yet heard
enough about, and that is the consolidated power of the biggest
pharmaceutical firms. As pharmaceutical companies have expanded
through mergers, they have raised drug prices higher and higher.
I've been hearing that same message from a range of leading ex-
perts from the American Economic Liberties Project to my coura-
geous colleagues like Katie Porter and, of course, our distinguished
Chair, David Cicilline.

To help clarify the stakes for everyone, could you share an exam-
ple of a pharmaceutical merger that shows how these mergers can
harm patients, families, and our communities?

Mr. CARRIER. Sure. Thank you for your attention to mergers,
which are a really important issue. I would focus on the AbbVie-
Allergan merger, where this received a lot of attention. At the end
of the day, the FTC solution just came down to forcing the divesti-
ture of a few overlapping products.

When you think about the harm, however, it comes from more
than just particular markets. So, in this case, both companies had
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blockbuster products in AbbVie’s Humira and Allergan’s Botox.
When you get all these must-have products in one company, they
have a lot of power to provide rebates to PBMs. That makes it
harder for consumers who need to have these medications.

At the same time, you have these rebates that make it tougher
for any other competitor that can’t compete with that broad range
of products. You have some companies that are in antitrust hot
water. For example, Abbvie has been accused of pay-for-delay set-
tlements, and with Allergan, there have been concerns with tribal
immunity and citizen petition challenges. There is a lot that’s going
on that’s not captured by the current approach. I think that this
harcrlns consumers and, therefore, a new approach should be consid-
ered.

Mr. JONES. Last month, acting FTC Chair Rebecca Kelly Slaugh-
ter declared that, quote, “Given the high volume of pharmaceutical
mergers, skyrocketing drug prices, and ongoing concerns about
anticompetitive conduct in the industry, it is imperative that the
FTC rethink its approach toward pharmaceutical merger review.”

In your testimony, you called for imposing a presumption against
mergers between large pharmaceutical companies. Can you explain
your proposal further and tell us more about why a presumption
against these mergers is so important to ensuring that everyone
can afford the drug they need?

Mr. CARRIER. Absolutely. Patricia Danzon at Wharton and I have
an article forthcoming in the Antitrust Law Journal where we look
at pharmaceutical mergers and the key element of size. Size makes
a really big difference. Basically, we conclude that there’s no good
reason for two large companies to merge. They have entrenched ad-
vantages in things like financing, marketing and sales, insurance,
and reimbursement. You put that all together, and it makes it al-
most impossible for anyone else to compete. Plus, there’s no good
innovation reason for two large firms to merge.

So, that’s why we suggest a presumption against the merger of
two large firms. With mid-size firms, I might not go all the way to
a presumption, but I still would apply those factors. So, the size of
the firm really needs to be considered.

Mr. JONES. Thank you so much.

Professor Dafny, let me ask you as well, how would it help pa-
tients if we made certain kinds of healthcare mergers presump-
tively unlawful?

Dr. DAFNY. I thank you for the question. If we took a set of
healthcare mergers that are known typically to be damaging to
consumers and insisted that the acquiring parties demonstrate that
they are not going to damage consumers, that would save substan-
tial regulatory resources.

Mr. JONES. Thank you so much.

Thank you, Mr. Chair. I yield back.

Mr. CiciLLINE. The gentleman yields back.

I now recognize the gentleman from Louisiana, Mr. Johnson, for
5 minutes.

Mr. JOHNSON of Louisiana. Thank you, Mr. Chair. Thanks to all
my colleagues. It is rare, as has been noted, for us to have bipar-
tisan things to work on these days in Judiciary. So, this is a re-
freshing hearing that we’ve had so far.
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Mr. CICILLINE. Mr. Johnson, I won’t take this time away from
you, but not rare on the Antitrust Subcommittee.

Mr. JOHNSON of Louisiana. Oh, yes. I salute you for that, sir, and
Ken Buck as well.

Listen, this is a big problem, a big issue, and there’s a lot to deal
with. So, it’s not even really fair to give these Witnesses just 5 min-
utes apiece and letting us ask some questions. Let me drill down
into something that is of great concern to a lot of people, and that
is the certificates of need issue. Let me ask Mr. Abbott, if he will,
maybe describe what that is, and then talk a little bit about the
anticompetitive effects of certificates of need.

Mr. ABBOTT. Thank you for that question, Congressman. A cer-
tificate of need basically is a State law provision which states that
any additional investments, say in a hospital, a healthcare facility,
depending upon how it’s defined, must be justified. Often you will
have a panel that will decide if a particular investment is justified
and is cost effective. The theory, if you find out about it, about cer-
tificates of need, is that a concern about scarce resources, over-
investment in certain resources, cost saving in short.

The reality is, and the FTC and the Justice Department over the
last 20 years have done many studies of certificates of need.
They’ve shown that, in reality, certificates of need cause barriers
to entry. It is a way, for example, that a powerful incumbent hos-
pital might argue that, oh, well, you don’t really need new beds,
you don’t really need new entry because our supply of hospital fa-
cilities is sufficient. That can prevent badly needed entry.

Also, the existing certificate of need law prevented the FTC from
doing anything about a merger to monopoly in the State of Georgia
in the Phoebe Putney case. On the case, the Supreme Court, the
relief to sort of before change in hands of assets required to get re-
lief. Yet, certain divestitures were effectively blocked by a certifi-
cate of need law in the State of Georgia.

This has been totally bipartisan, both Republican and Demo-
cratic Administrations, the FTC, and Justice Department have reg-
ularly submitted letters saying, we have found certificates of need
to be anticompetitive and we recommend against them. They don’t
really do much into save resources at all. Their main effect really
is to limit competition, which we've already heard can raise prices
and reduce quality.

Mr. JOHNSON of Louisiana. Very good. So, if we [inaudible] par-
ticular service, just in layman’s terms, how would that improve the
healthcare experience for the average consumer over time? I mean,
the presumption is it would unleash more competition. Right? I
mean, is that oversimplifying it?

Mr. ABBOTT. Yes, Congressman. Indeed, it would. It would allow
new entry in markets. It would allow the market to decide about
how many beds are needed, what new facilities can be brought
forth, say it’s an imaging facility, and it would prevent particularly
rural or regional monopolies from entrenching their market power.

As I mentioned, that was a problem in Georgia. So, I think that’s
a particular issue. I don’t have the specific numbers in front of me,
would be glad to provide them to you. As I say, I think there has
been a lot of research. The research that I am aware of unequivo-
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cally has shown that this tends to be anticompetitive and drive up
prices.

Mr. JOHNSON of Louisiana. I appreciate that. If it will not be too
much effort, if you could supply that to us after the hearing [in-
audible] because we need real ammunition and evidence for mak-
ing these changes and that would be a big help.

I'm having technical glitches, Mr. Chair, so I yield back. Thank
you.

Mr. CiCILLINE. The gentleman yields back.

Mr. Raskin, if you turn on your camera, you are next. If not,
we'll move to Ms. Jayapal.

Mr. RASKIN. Yes. Thank you, Mr. Chair. I didn’t realize I was
coming up. Thank you so much.

A number of our colleagues have remarked upon the pleasant bi-
partisanship of this hearing. I wonder if we’d take a moment to re-
flect on what that means historically. I know that socialism has be-
come part of the political dialogue in America today. I wonder if we
could examine the way in which antitrust enforcement really be-
came an answer to socialists who were saying that we needed to
take over the big businesses because they were so out of control.
The progressive response—progressives meaning both Republicans
like Teddy Roosevelt and Democrats like Franklin D. Roosevelt—
was to say, let’s break up the big businesses to make sure that
there’s real competition.

I'm wondering, Professor Feldman, perhaps if you would reflect
for a moment on the development of antitrust law as a response
to other efforts to deal with the problem of monopoly power in the
country.

I think you're muted.

Ms. FELDMAN. Thank you. Markets need to be fair, open, and ef-
ficient if we are going to have the type of free market economy that
you envision there. The antitrust laws are an essential partner for
making sure we can do that. Unfortunately, antitrust laws haven’t
kept up with the sophistication that has happened in the
healthcare field along the way and with the games that have devel-
oped. If we want antitrust to be an effective tool and to guarantee
the free market that we all would like, we’re going to have to up-
date it.

Mr. RASKIN. On that point, it does seem as if within the antitrust
field we're always playing catch-up with the various innovations by
businesses or would-be monopolists to take advantage of their
power. I suppose that’s built into the system too.

Is there any way that we can create an antitrust system that is
more readily and nimbly responsive to the kinds of things that peo-
ple have been talking about today, the kinds of schemes that are
derived to take advantage of market power?

Ms. FELDMAN. It’s always more difficult for government to stay
ahead, particularly for a body like Congress that is deliberative. I
believe one has to pass legislation that has two parts. One is exam-
ples of specific, targeted behaviors that are inappropriate, and an-
other is sufficient language that gives the agencies the space they
need to respond as new games develop.

Mr. RASKIN. Okay. Thank you.
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Professor Dafny, let me ask you this question, what have we
learned from many decades of antitrust legal enforcement as to
what the most effective ways are to make government more rapidly
and readily enabled to deal with the kinds of schemes that you're
talking about?

Dr. DAFNY. Thank you for the question, Representative Raskin.
So, to just elaborate on the previous query, there needs to be an
incentive not to play games. When those incentives to play games
exist, when incentives to merge for the purpose of raising price be-
cause we are willing to pay whatever price is charged or the in-
crease in price, when those incentives exist, that’s when people
play games. That’s when mergers happen.

How do you prevent them? Research shows, you know, that a lot
of mergers that have been able to go through under the current en-
forcement regime have caused substantial price increases. So, if we
strengthen enforcers’ hands by increasing the reportability of trans-
actions, because there’s evidence that they are not typically chal-
lenged below the threshold, if we reduce the burden of proof in cer-
tain transactions, and if we explicitly make unlawful certain prac-
tices that are gaming, I think we’ll end up with better outcome.

Mr. RASKIN. All right.

So, Mr. Chair, I just want the record to demonstrate that both
parties here are looking for effective public action to guarantee real
market competition. No party, either Republican or Democrat,
seems to be looking for a government takeover of the healthcare
sector or any other business sector. This is very much within the
tradition and mainstream of American progressive, legal, and pol-
icy action.

I yield back to you.

Mr. CICILLINE. The gentleman yields back.

I now recognize the gentleman from Florida, Mr. Steube, for 5
minutes.

Mr. STEUBE. Thank you, Mr. Chair.

My questions are for Mr. Abbott. Beyond certificate of needs, Mr.
Johnson asked you about that, can you further discuss State poli-
cies that might be labeled as, quote, “anticompetitive,” or are these
purely State issues, or is there a role for Congress to play?

Mr. ABBOTT. Well, thanks for that question, Congressman. Cer-
tainly, there are occupation licensing restrictions that unneces-
sarily restrict competition certainly in healthcare. A good example
is restrictions on a nurse practitioner practice. We see that there
are some—many boards, health-related boards in States that have
limited competition without any good justification. For example, on
a North Carolina dental board case, which FTC won before the Su-
preme Court, this was a case where you had a dental regulatory
board dominated by dentists that, in effect, passed the regulation,
effectively preventing clinics providing whitening services without
the involvement of a dentist. Obviously drove prices up.

South Carolina, there were dental board restrictions, again ex-
amined by the FTC, that prevented services being offered by dental
hygienists to poor people in rural areas without the presence of a
dentist. That tended to raise costs and limit valuable dental serv-
ices.
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In general, occupational licensing is a big problem. I think this,
again, is bipartisan. The Obama Administration recommended
major occupational licensing legal reforms in summer of 2016, and
it certainly might be—I know Senator Lee, I think, supported legis-
lation that would allow people in the Armed Forces that had a
spouse who would not need to get licensing elsewhere.

Given the interstate nature of movement of many American pro-
fessionals is an argument. You could have nationwide licensing of
positions or at least lowering your barriers for States that unneces-
sarily delay new licensing of positions in particular States.

I won’t get—it’s a rather complicated topic, but the certificate of
public advantage by which a State may give an antitrust immunity
for businesses that want to merge or consolidate, that also may
have helped consolidations. The argument there was that this was
to promote better outcomes and efficiencies. Again, I think some
economists say there’s little evidence of that.

So, in short, there are a number of restrictions, State restric-
tﬁ)ns, some of which could be preempted, if Congress wanted to do
that.

Mr. STEUBE. It’s my understanding that the Trump Administra-
tion HHS issued a final rule on Medicare part F. Can you talk
about the current status of that rule, and whether it would help
with the issues that we’re discussing today, in particular, realign-
ing incentives in healthcare?

Mr. ABBOTT. I apologize, Congressman, I'm really not an expert
on details of that rule. I'm glad to get back to you and provide a
response for the record.

Mr. STEUBE. That’s fine. I can move on to my next question.

You address ObamaCare or the Affordable Care Act in your testi-
mony and note that it accelerated the consolidation of hospitals,
health systems, and medical groups. Could you explain on why this
has been detrimental, particularly to consumers and patients?

Mr. ABBOTT. Right. Well, there’s certainly some research by a
number of economists that suggest that the incentives—it did cre-
ate incentives for consolidation and that those incentives could—
tended to, in an increased concentration indeed and also the set of
reimbursement rules. Again, I'm not a full expert on that. I just
know I've seen literature suggesting that that was the case. Again,
I'm glad to provide more details. It’s a complicated topic. 'm more
of a pure antitrust person, but I've certainly seen that literature
from a number of economists whom I view as reputable.

Mr. STEUBE. Well, let me take it a little broader. What are the
dangers of broad-sweeping antitrust laws to address very narrow
healthcare issues? How can the problems discussed today be ad-
dressed in an appropriately narrow way?

Mr. ABBOTT. Well, I think the danger with broad laws, for in-
stance, generally reversing presumptions and mergers or presump-
tions against mergers of a certain size or changing the language of
section 2 of the Sherman Act, some of the proposals out there apply
to all industries. Healthcare is unusual precisely because they have
a combination of extensive State and Federal regulation. A lot of
payments going, as you see, through Medicare and Medicaid involv-
ing government involvement. You've got State licensing restric-
tions, you've got Federal FDA restrictions, HHS restrictions. This
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combination of—you had Hatch-Waxman Act, which created incen-
tives for gaming.

This combination of laws enacted even with the best of intentions
created opportunities for regulations and laws to strategically be
used to harm entry or deny competition.

Mr. CICILLINE. The time of the gentleman has expired, so I just
ask the Witness to wrap up your answer, please.

Mr. ABBOTT. Yes, sir. Yes, Mr. Chair. So, that basically is it.

Mr. CiciLLINE. I thank the gentleman. The gentleman yields
back.

I now recognize the distinguished gentleman from New York and
the author of the Stop Stalling Access to Affordable Medications
Act, Mr. Jeffries, for 5 minutes.

Mr. JEFFRIES. I thank the distinguished Chair for your great
leadership. I also thank Ranking Member Buck for his leadership,
particularly as it relates to this issue of citizen petition abuse.

Professor Carrier, the FDA has a citizen petition process that
was meant to provide for an opportunity to raise legitimate con-
cerns about the health and safety of a new prescription drug or de-
vice that’s under review by the agency. Is that right?

Mr. CARRIER. That’s correct.

Mr. JEFFRIES. This process does seem to make sense in theory,
consistent with its intent. Is there reason to believe that it has
been increasingly abused in an anticompetitive manner by brand
name drug companies as part of an effort to delay the entry of
generics onto the market?

Mr. CARRIER. Absolutely. I've conducted two empirical studies of
all citizen petitions filed between 2001-2015. My most recent one
found that of the 505(q) petitions, which are petitions against a
pending generic, the FDA denies 92 percent. That figure rose to 98
percent, 49 out of 50, when they were filed at the last minute. So,
this certainly is an abuse.

Mr. JEFFRIES. So, the overwhelming majority of petitions filed ac-
tually are found to be frivolous or at least lacking merit. Is that
correct?

Mr. CARRIER. Exactly, yes.

Mr. JEFFRIES. Now, this would be one thing if this were citizens
actually using a legitimate process that was put into place. Could
you tell us what your study has found in terms of who actually is
filing these petitions?

Mr. CARRIER. The brand firms are the ones that are filing these
petitions. Ninety-two percent of these 505(q) petitions were filed by
brand firms. There are almost none that are filed by individual citi-
zens.

Mr. JEFFRIES. So, the brand firms are actually filing these peti-
tions, subsequently found to be almost always meritorious, and
that results in the delay of lower cost generic drugs being brought
to the market. Is that right?

Mr. CARRIER. Yes. Because as frivolous as a citizen petition is,
the FDA has never summarily denied one on its face. The FDA has
that power, but it has never used it, because it has to review these
long petitions, with lots of scientific language. The FDA can’t re-
solve these immediately and that delays generic entry.
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Mr. JEFFRIES. So, how does this stalling tactic adversely impact
the consumer?

Mr. CARRIER. Every day that a consumer does not have access
to an affordable, generic medicine is a bad day for that consumer.
Citizen petitions are used, along with other conduct, like product
hopping and pay-for-delay settlements, to make it harder for con-
sumers to afford the medications that they need.

Mr. JEFFRIES. So, generic drugs generally cost 80—85 percent less
than the brand-name drugs on average. Is that right?

Mr. CARRIER. Yes.

Mr. JEFFRIES. So, this will be part of the reason why adversely
delaying the arrival of generic drugs onto the market clearly has
a significant financial impact on the consumer?

Mr. CARRIER. Absolutely. Every day of delayed generic entry
harms the consumer.

Mr. JEFFRIES. Now, is there any explanation that has been of-
fered by the brand-name companies as to the justification to engage
in this type of frivolous practice?

Mr. CARRIER. Well, they claim that they are raising safety con-
cerns. When courts look at this, they often find that it’s a sham.
Sometimes there’s no good reason for what they’re doing. Often-
times, companies hide behind the First amendment and petitioning
immunity. At the end of the day, when they’re asking the generic
to do something they don’t do themselves, or they knew about an
issue and waited years to raise it, that raises some real questions
about what they’re doing.

Mr. JEFFRIES. Thank you for your work. Thank you for your tes-
timony. In the past, this Committee has unanimously moved for-
ward legislation to address this egregious practice with the support
of the Chair of the Subcommittee as well as the Chair of the Full
Committee. We have reintroduced legislation to address this. It is
being championed on the other side of the aisle by Ranking Mem-
ber Buck. We look forward to addressing this egregious practice
again. Thank you for your testimony.

Mr. CARRIER. Thank you.

Mr. CiciLLINE. The gentleman yields back.

I now recognize the gentleman from North Carolina, Mr. Bishop,
for 5 minutes.

Mr. BisHOP. Thank you, Mr. Chair.

I too am glad for the bipartisan approach here and the uniform
commitment to improving competition healthcare market. I think
that—when I was a State legislator for 5 years, I was a consist-
ently pro-CON repeal. I favor, I think the three bills that have
been discussed today are no-brainers.

I want to take up something that Mr. Steube mentioned, I and
I thought I was sort of prepared for this hearing, and then saw
some materials that suggested there’s something to it.

In 2014, Scott Gottlieb talked about a flurry of takeover trans-
actions in the healthcare space set in motion by the Affordable
Care Act. The Wall Street Journal described in the next year 2015,
5 years after the Affordable Care Act helped set off a healthcare
merger frenzy, the pace of consolidation is accelerating.

I even understand, looking at some other material here that the
architects of the Affordable Care Act were condensed, the consoli-
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dation in healthcare relief to decrease healthcare spending by
eliminating duplications, standardizing treatment protocols, and
incentivizing better utilization. So, that is to say not only did the
law encourage consolidation throughout the healthcare space as a
matter of result; it was intended to do so on the theory that that
would result in lower cost in price.

So, maybe, Professor Feldman, I certainly have liked what you
had to say about markets. I wonder is that true of the ACA? If it
is, are we not engaged in sort of a Sisyphean or futile task to try
to advance competition in the healthcare space if the primary de-
sign of the healthcare system through ACA is designed to promote
consolidation?

Mr. CICILLINE. Professor, I believe you might be on mute.

Ms. FELDMAN. My apologies. I am having a little bit of an equip-
ment problem here. So, I have sometimes been asked whether it
might be better to just give up competition in the healthcare space,
whether you're talking about hospitals or pharmaceuticals because
it’s too difficult, it’s too complicated, it’s already layered with too
many regulations. Personally, I don’t believe that. I believe that
even if it is not perfect, the closer we can get to competition, and
the more we can make the changes that will encourage that com-
petition, the better off our patients will be.

So, I understand there are pressures throughout the system, but
I think we have extraordinary opportunities to try to Act in the pa-
tient’s interest.

Mr. BisHOP. Do you have a view as to whether the ACA does pro-
mote consolidation or not.

Ms. FELDMAN. It’s an interesting question, sir. I would love to
take the time to think about that and come back to you with a
thoughtful response.

Mr. BisHOP. Okay.

Let me go to Dr. Dafny then and see if you have a few of that
question. Dr. Dafny.

Dr. DAFNY. Certainly. Well, it’s been 10 years since the ACA was
passed. We have seen enormous consolidation during that period.
There’s no evidence that it’s causal. Right? So, we don’t have a
counterfactual State of the world of what would have happened,
and there was a lot of activity before.

What I will say is that the Act promoted coordination of multiple
providers, and that some people have invoked it as a reason for a
merger: If I am going to be responsible for the whole episode of
care, then I ought to own all the components of the delivery sys-
tem. The problem is that a lot of those transactions have not been
about the whole episode of care: That is, the physician, the hos-
pital, the rehab clinic, and home health. It’s been a lot about buy-
ing up the same of what you do and more horizontal consolidation.

Mr. BisHOP. Is it possible, Dr. Dafny, that if you promote consoli-
dation, let’s say, among the healthcare plans, and then you are
robustly enforcing antitrust law as against hospital systems or
pharmaceutical company that you might produce distortions that
would be problematic?

Dr. DAFNY. I believe you just asked, would it be better—problem-
atic to consolidate the health insurers while keeping the provider
sector competitive. My answer would be that yes, that would con-
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cern me. There is evidence that when insurers are larger, they tend
to negotiate lower prices, but there’s no evidence they pass those
on down to consumers. Think about it. What’s the incentive if you
don’t have very many rivals as an insurer, why would you pass on
savings?

Mr. BisHOP. Yeah. I am inclined to yield, if I have any time left,
to the gentleman from Maryland to address this because he might
be more even on the point. I find that to be a fascinating issue that
we are—because I believe in competition in the healthcare space.
Glad we interested in it on a bipartisan basis; confused if ACA was
designed in part to impair it. I yield back because my time is out.

Mr. CICILLINE. The gentleman yields back.

I now recognize the gentlelady from Washington, Ms. Jayapal for
5 minutes.

Ms. JavapAL. Thank you, Mr. Chair, for a very important hear-
ing. I think we all understand that when components of consolida-
tion in healthcare promised us better quality of care, the reality
that we got is that patients had been forced to pay exorbitantly
high medical costs in exchange for worse care. We see a system
that’s plagued with unregulated mergers, hospital closures, sky-
rocketing healthcare costs only exacerbated by COVID-19.

At a time in which healthcare services are needed the most, med-
ical institutions serving low-income communities, communities of
color, rural communities, have fared worse than wealthier institu-
tions, despite serving patients who have suffered a disproportionate
rate of COVID-19 infections and deaths. So, I think the issue of
consolidation is actually deeply tied to the issues of health inequity
for so many communities.

Dr. Dafny, in your article, “Health Care Needs Real Competi-
tion,” you mentioned that, quote, “The U.S. Healthcare System is
inefficient, unreliable, and crushingly expensive.” Has the lack of
fair competition contributed to these issues, and if so, how?

Dr. DAFNY. I thank you for the question Representative Jayapal.
Absolutely. Unequivocally, the source of our higher spending is not
the health of our population, not that we use more services but
that we pay higher prices for them. Now, there’s some difference
in the intensity of the service and the technology. You could debate
a little bit the level. The growth in prices, the explosion in commer-
cial prices that has coincided with what Representative Bishop was
observing, the increasing consolidation of the healthcare sector,
that’s unmistakable. Then later on academic research that looks
really at what happened when there is a discrete change in consoli-
dation, and there is significant evidence across a range of sectors,
both providers and insurers, that increasing the market power en-
able higher prices and is the driver.

Ms. JAYAPAL. Just for people who are listening, how does hos-
pital consolidation affect their quality of care, patient choice, pa-
tient experience, even what effects does it have on small busi-
nesses?

Dr. DAFNY. Right. A couple of ways. First, it affects spending.
Right? Because it’s going to pass through higher out-of-pocket
spending. When you have increases your deductible, burdens the
employers because they have higher premiums.
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Second, reduction in your options. A reduction in—there’s evi-
dence of a reduction in patient experience, and no evidence of im-
provements in clinical outcomes or other process measures.

Ms. JAYAPAL. In your testimony, you also noted the role of non-
profit hospitals. Nonprofit hospitals are often considered charitable
institutions. In 2019, 66 percent of all hospital and health system
mergers and acquisitions involved nonprofit entities.

In the upcoming documentary, “InHospitable,” directed by San-
dra Alvarez, the fact that nonprofit hospitals behave like for-profit
hospitals is discussed. Can you talk a little bit about how nonprofit
and for-profit hospitals engage in similar behaviors to maximize
profits, if you think that’s true? Or if you don’t, explain why that’s
not the case.

Dr. DAFNY. Not-for-profits and for-profits in healthcare are in the
same industry. Even if not-for-profits are not seeking to return
those profits to shareholders, they need to break even, and they
also have other sources where they put those profits. Sometimes
salary, but often just the program that they deem to be valuable,
which might not be what your taxpayer wants to pay for.

Certainly, the research has not found that not-for-profits are in-
creasing prices less after mergers and that—so I would put that
out there.

What we should not have is a difference in terms of enforcement
vis-a-vis the not-for-profits. The fact that the FTC is not permitted
to challenge anticompetitive conduct by not-for-profits is nonsense.

Ms. JAYAPAL. So, did you get cut off or what?

Dr. DAFNY. Nope. I'm brief.

Ms. JAYAPAL. Oh, okay. Great. So, I mean, I guess you're getting
at this. I wanted to ask you if these large consolidated nonprofit
systems do require antitrust scrutiny due to their tax-exempt sta-
tus. Can you say a little bit more about that?

Dr. DAFNY. Well, two items. First, is they absolutely require anti-
trust scrutiny. The authorities have brought a number of cases,
challenges, and have succeeded in many of them.

The second is that there are other statutes that State attorneys
general can enforce to try to ensure the not-for-profits are fulfilling
the community benefit standard.

Ms. JAYAPAL. So, very quickly, just on private equity firms, be-
cause my time is out, how can antitrust laws and regulations be
strengthened for better oversight to prevent harmful nonhorizontal
mergers in healthcare?

Dr. DAFNY. More reporting and, when appropriate, shifting the
burden: Have the party demonstrate why the transaction is not
harmful.

Ms. JAyAaPAL. Thank you so much, Dr. Dafny.

I yield back, Mr. Chair.

Mr. CICILLINE. The gentlewoman yields back.

I now recognize the gentlewoman from Minnesota, Ms.
Fischbach, for 5 minutes.

Ms. FiscHBACH. There we go. I got it unmuted. Thank you so
much, Mr. Chair. I just wanted to ask a little bit about to Mr. Ab-
bott about the Federal role in State restrictions. I know that Con-
gressman Steube asked a little bit about the certificates of need,
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but maybe he can talk a little bit more about the Federal role in
the State restrictions as related to the healthcare competition.

Mr. ABBOTT. Well, thank you very much, Congresswoman, for
that question. The Federal role, I think, part of it is competition
advocacy, but not always successful. As I think I indicated, the
FTC and Justice Department have advocated a repeal of CON laws
because they—and I am just—on a bipartisan basis.

Now, to the extent that CON laws are viewed as having a harm-
ful effect on interstate commerce in principle and because they
harm the competitive process, you could have an argument for Fed-
eral preemption if the Federal government wanted to do that. Simi-
larly, with COPA laws. The Federal government has chosen not to
do that. Certainly, part of the problem—and of course, these laws
have some defenders—is that they were in a way special interests.
Incumbents can take advantage of them to forestall competition.

Occupational licensing should be a no-brainer, in my view, but
it’s not. There has been some litigation against State occupational
licensing restrictions on constitutional grounds by the Institute of
Justice, for example. There is no really good reason that I'm aware
of why artificial restrictions on nurse practitioners, on other med-
ical providers, limitations on not science or based on activities, as
I say, of dental hygienists should be maintained. Again, this gets
sensitive because it goes to the nature of State licensing, which is
historically a State function.

So, I think the Federal government certainly should look at those
excessive conditions and, particularly, how State regulation inter-
acts with Federal law and undermines the concern about consolida-
tion, certainly, that may have some effect on consolidation as well
because it denies—CON laws, for example, may preclude a new
entry.

Ms. FiscHBACH. Thank you. I will just say, I know that a couple
of people have mentioned that consolidation. I guess it hasn’t been
mentioned, I don’t think, that regarding the fact—I represent a
rural district, and so consolidation really does affect those rural
districts and rural healthcare in general.

Mr. Abbott, maybe just briefly, I only have another minute or so.
Maybe you could talk a little bit about how the regulation compli-
ance costs and all the regulatory costs that those healthcare pro-
viders experience whether it’s hospitals, pharmaceuticals, or—but
how do those create barriers to entry and make competition
harder?

Mr. ABBOTT. Right. Well, competition, you're asking in addition
to the restrictions I already mentioned? Additional restrictions?

Ms. FiscHBACH. Yeah, and well, kind of that regulation, and we
just have—I wanted to keep it short because I only have a minute
or so, but just if there was anything on that regulation, those regu-
latory issues.

Mr. ABBOTT. Right. I think regulatory—I think major reforms for
occupational licensing I have already mentioned. When I was asked
earlier, Congresswoman, about—this is on State regulation. It’s
Federal regulation about Obamacare. One article I would mention
by Christopher Pope of the Heritage Foundation. I'll describe some
of the ways in which accountable care organizations and—tended
to promote, like it or not, consolidation by disbursing capitated pay-
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ments for integrated organizations, to provide all-inclusive pack-
ages to Medicare employees, and encouraging vertical integration,
and also some horizontal integration.

I would be glad to provide additional information on how Federal
and State regulations may have diminished competition. It’s a very
complicated topic. Lots of my colleagues at the Mercatus Center,
have written about that.

Ms. FiscHBACH. Well, thank you very much, Mr. Abbott.

Mr. CicILLINE. The time of the gentleman has expired.

The gentlewoman now yields back.

I now recognize the distinguished gentleman from the State of
Florida, Mr. Deutch, for 5 minutes.

Mr. DEuTCH. Thank you, Chair Cicilline. Thank you for your
leadership of this Subcommittee and thank you for using that lead-
ership to focus on affordable healthcare for the American people.
It’s clear to me that the sticker shock Americans are seeing when
they fill a prescription or discharge from the hospital isn’t a prod-
uct of supply and demand.

Healthcare markets are broken. In the prescription drug market,
gaming and abusing the patent system robs us of innovative new
therapies. We have a responsibility to stop this profiteering that is
leaving too many Americans either broke or sick or both.

This is urgent, and I acknowledge that for me and, Mr. Chair,
for you, and for so many of us on this Subcommittee, we agree com-
pletely with the President when he said last night that we should
give Medicare the power to negotiate directly on behalf of the bene-
ficiaries to get fair drug prices.

This hearing is focused on the things that all of us, I believe,
agree on—things that Judiciary Committee approved last Congress.
So, we need to keep up the momentum to get these bills done this
year.

With that, Professor Carrier, I wanted to ask you, amid the
COVID-19 health emergency, the opioid overdose epidemic is surg-
ing. According to provisional data from the CDC, over 81,000 drug
overdose deaths occurred in the United States in the 12 months
ending in May 2020, the highest number of overdose deaths ever
recorded in a 12-month period. One of the best tools to help people
find recovery and save their lives is medication-assisted treatment.

Now, you mentioned that one of the drugs used to treat opioid-
use disorders is Suboxone. Can you explain the story of what the
drug company did when the patent was about to expire?

Mr. CARRIER. Absolutely. So, thank you for the question.

Suboxone is a poster child for all this anticompetitive conduct
being used together. So, first, we begin with product hopping. Ini-
tially, the medicine could be taken in tablet form. Then the com-
pany said, you know what, we’re going to switch it to a film form.
When it did that, even though the patients preferred the tablets be-
cause they were easier to take—the film was irritating, it would
blow in the wind, children would ingest it, so it was actually less
safe—nonetheless, what the manufacturer, Reckitt, said was that
the tablet was the one that wasn’t safe.

The film is what the kids are putting in their mouths, but
Reckitt is saying the tablet is not safe. So, it switches the market.
It gives up all those sales from the tablet that everybody likes, and
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then it goes to stage 2. Stage 2 is the citizen petition. Reckitt files
a petition with the FDA, asking the agency to withdraw the tab-
lets. Now, these are the tablets that it had been selling for years,
and it never said there was a safety problem. The court said that
this is a joke. This is objectively baseless because you dismissed the
safety concern less than 1 month before when you told the FDA
that the product was, quote, “successful and needed no further
changes.” This was so concerning that the FDA referred this to the
FTC for an antitrust investigation.

So, there you have a product hop together with a citizen petition,
disparaging your own product that you have been selling for years,
and then together with that, you have a REMS program that de-
layed generic competition. Again, the CREATES Act is designed to
deal with the REMS program. It’s gotten a whole lot better.

In that one example—and again, this is real harm and people are
really suffering—you have a drug company putting together at
least three significant types of anticompetitive conduct.

Mr. DEUTCH. Can you just tell us what was the annual sales for
Suboxone?

Mr. CARRIER. I do not know off the top of my head the annual
sales.

Mr. DEUTCH. My understanding is it’s close to $700 million.
When you say that it makes no sense when pharmaceutical compa-
nies use these product hopping strategies, what does that mean?
Help us understand that.

Mr. CARRIER. In antitrust law, there is a very, very conservative
test called the no economic sense test, which says: Defendant, mo-
nopolist, if you have any reason at all for doing what you’re doing
other than harming a rival, then it’s fine. So, it’s more deferential
than the rule of reason. Under the rule of reason, courts balance
anticompetitive against pro-competitive effects. The no economic
sense test is as conservative as you could get. By the way, again,
most reformulations are fine; 80 percent take place outside what’s
called the generic window when we expect generic competition to
happen. So, we're just talking about a really small handful. Those
small handful are completely anticompetitive. They undercut the
regulatory regime, and there’s no excuse at all for it.

So, when I say there is no economic sense, there is literally no
reason that Suboxone would badmouth its own product, would sell
tablets for years, and then say: “Oh, FDA take this off the market
because it’s unsafe.”

That makes no sense at all other than harming generic competi-
tion.

Mr. DEuTCH. That’s why we’re here today, Mr. Chair. Thanks so
much for calling this hearing, and I thank the Witnesses.

Mr. CICILLINE. The gentleman yields back. I now recognize the
gentlewoman from Indiana, Ms. Spartz, for 5 minutes.

Ms. SPARTZ. Thank you, Mr. Chair and Members of the Com-
mittee.

I appreciate this discussion. Actually, as someone who worked on
major healthcare reform in the State of Indiana and also worked
in Fortune 500 world, I can tell you we have a huge monopoly
problem in healthcare markets, enormous amount of horizontal,
vertical integration, dominance of health systems, aggressive
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vertical mergers, hostile takeovers, ton of anticompetitive clauses,
CRN, all or nothing, gag clauses, TRN. It’s really problematic. It’s
really in the whole healthcare. We're talking about prescription
drugs. It’s only 10 percent of healthcare. Over half of healthcare is
actually hospital and professional services. We have to have that
discussion too.

If you look at when it started, it actually started after World War
II due to government interventions, when they start doing wage
and price controls. Then we continued doing them more and more
until the Affordable Care Act did actually very conscious effort to
consolidate more, and it really took it to the next level. Then so we
created, as Friedman said, political entrepreneurship due to par-
tially socialized medical care when now this, people, politicians
compete for votes by offering government services, special interest
groups are fighting with each other in political arena. It was pro-
tectionist, and they want to shield themselves from market com-
petition and kind of shift the cost like hot potatoes. So, this consoli-
dation in government interventions led to rise of oligopolies in
every market, but healthcare market is really bad.

So, we're looking at some of these bills. I think these are good
initiatives. They’re really a top-down, not bottom-up approach.
We're not looking at the causes but treating symptoms and con-
sequences of bad policies. If you look at sham citizen petition, why
we’re not talking about FDA? If we are looking, since settled, why
our agency have friendly settlements much as they do include some
of the stakeholders, and actually Senator Grassley and I are work-
ing on some bill. We just filed a bill. Hopefully, this Committee can
support it. If we’re looking at product hopping, why don’t we look
at patent law? Our America Invents Act created a lot of advantages
for larger stakeholders in our intellectual property laws.

So, my question is—I will maybe ask Mr. Abbott—are there any
approaches that we can do in the bottom-up that actually will be
way more effective than constantly just kind of picking losers and
winners and have more government interventions where we will
see how it’s going to be effective? I am supportive of doing some-
thing. I am actually not against this bill, but I think it’s a piece-
meal approach, and it’s not going to help. Do you have any other
ideas, Mr. Abbott, what we can do?

Mr. ABBOTT. Well, thank you, Congresswoman, for that question.
It certainly, as I say, may seem simplistic, but I think that regu-
latory reform and competition advocacy are very, very important,
including on issues affecting potential reform to the ACA. Now,
there were efforts from Federal Trade Commission in the last Ad-
ministration to work with HHS to see what they could within the
regulatory system do to—and I was not intimately involved at all,
but some of my colleagues and the FTC were involved in policy of-
fice, working with HHS to try to see if they could reduce the regu-
latory costs and disincentive—and the incentive really, as you sug-
gested, to potential consolidation.

Again, if we view this as a bipartisan matter, there are a lot of
regulatory improvements that could be had. I would certainly think
that FTC has 70 Ph.D. economists. Many of them have spent a lot
of time thinking about the healthcare system. I would hope that
they could perhaps be given a greater role in policy advocacy, work-
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ing with the Executive Branch, and also openly filing advocacy let-
ters with the State. Obviously, it’s a new Administration. We’ll
have to decide how it wants to allocate its resources. I think that
is perfectly consistent with the policy also of trying to be very ag-
gressive and going after anticompetitive transactions, which Acting
Chair Slaughter had said. I think they could go hand in hand.

Ms. SPARTZ. I yield back. Thank you.

Mr. CiciLLINE. The gentlewoman yields back.

I now recognize the gentlewoman from Pennsylvania, Ms. Dean,
for 5 minutes.

Ms. DEAN. Thank you, Mr. Chair.

Man, oh, man, I am impressed with these two panels. Thank you
for assembling all these terrific testifiers, Senators, Members of the
House, and all these experts.

I want to follow up on something that many have touched on but,
most recently, Representative Deutch.

Professor Feldman, I am looking at—and I am going to study
more closely your article entitled, “May Your Drug Price Be Ever
Green,” published in the Journal of Law and Biosciences. It was in
December of 2018. I want to examine the problem of orphan drug
pricing and the protection of orphan drug—of the Organ Drug Act
and how it has been really misapplied to the detriment of the mar-
ketplace, to the detriment of patients very often.

I have introduced legislation, the Fairness in Orphan Drug Ex-
clusivity Act, which would carefully and narrowly close a current
loophole in the Orphan Drug Act.

The second criteria of the Orphan Drug Act allow a manufac-
turer to qualify for organ drug designation if there are more than
200,000 patients affected, but if the manufacturer has no reason-
able expectation to recoup costs.

Unfortunately, a company approved under this criterion, as we
have seen and you have talked about, can grandfather themselves
into an orphan drug designation if a newly approved product has
the same active ingredient regardless if the company now has the
ability to recoup costs.

I was looking at just even the beginning of your article in which
you analyzed more than 60,000 drug data points from 2005-2015,
and you said that the results show a startling departure from the
classical conceptualization of intellectual property protection for
pharmaceuticals. Rather than creating new medicines, pharma-
ceutical companies are largely recycling and repurposing old ones.
Specifically, 78 percent of the drugs associated with new patents
were not new drugs.

Would you just comment on this use, this narrow use of orphan
drug exclusivity, what it’s doing to the marketplace, and would a
closing of that loophole, the misuse of the very Act that is supposed
to bring drugs to market for patients who otherwise have, you
know, rare disease or the company has no ability to recoup costs,
%s ngw being misused, protecting companies to make billions of dol-
ars?

Ms. FELDMAN. Thank you for the question. The Orphan Drug Act
was intended for when companies could not possibly recoup their
costs, but, instead, we're seeing big-dollar returns. So, for example,
in 2015, out of the 10 drugs with the highest annual sales revenue,
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7 were orphan drugs. To paraphrase an old opera, today everyone
claims to be an orphan.

Closing that loophole that you talked about would go a long way
for helping people who are suffering from opioid-use disorder and
other patients who are struggling to reach affordable medications.

Ms. DEAN. I really appreciate that. The area of opioid overdose
and death is one that is near and dear to my heart. As Representa-
tive Deutch pointed out, in this pandemic, the number of deaths
from opioid overdose is dramatically up. It is possible that number
in the 12 months of the pandemic will reach 100,000 people in this
country dead. So, we need manufacturers and pharmaceutical com-
panies who want to be a part of the solution, not a part of just the
profits.

So, if you would broaden it out, what does this lack of competi-
tion, this protection of marketplace and lack of competition do more
broadly?

Ms. FELDMAN. The problem is access to affordable medications
for our patients. When we allow drug companies to extend their
monopoly pricing long past the time of the original patent grant,
to pile on protections one after another, we prevent patients from
getting access to that medication. That’s extraordinarily important
for our healthcare in this country.

Ms. DEAN. Something that you talked about was slicing up, you
called it the salami slicing.

Ms. FELDMAN. Salami slicing.

Ms. DEAN. Thank you. Can you describe that phenomenon and
how tgat’s getting in the way of access to medication at affordable
prices?

Ms. FELDMAN. The Orphan Drug Act is intended to apply to
drugs that reach only small populations. So, companies slice and
dice up their populations and then apply for serial orphan drug
designations. We have to differentiate between marketing and in-
novation. Here, companies haven’t created something new; they
just figured out how to adapt it to a new market, how to sell it dif-
ferently. We don’t give patents for marketing.

Ms. DEAN. Well, I really appreciate your work and the work of
all the esteemed testifiers.

I also want to compliment the entire subcommittee. It is a bright
moment of bipartisanship where we’re recognizing Democrats, Re-
publicans, that this is an issue that’s really important. That’s why
I have enjoyed Republican support on my bill, a bill that would
close the loophole by requiring a company when applying for the
new product to demonstrate their ability or inability to recoup de-
velopment costs, preserving the incentives to develop products to
treat rare diseases. We don’t want to have any impact on the abil-
ity to incentivize R&D about around rare diseases. We do need to
close the loophole.

With that, Mr. Chair, I thank you, and I yield back.

Mr. CICILLINE. That is why we welcomed with open arms your
wonderful addition to our Subcommittee. Thank you for those kind
words.

I now recognize the gentleman from Wisconsin, Mr. Fitzgerald,
for 5 minutes.

Mr. FITZGERALD. Thank you, Mr. Chair.



106

Senator Cornyn in the first hearing kind of alluded to this. I just
wanted to underscore it once again, which is the amazing speed
that we have seen from the pharmaceutical companies when it
comes to COVID and the development of the vaccines. I worried
sometimes we kind of lose sight of that.

I do support the bill, and I think it is something that’s overdue.
I just want to proceed with caution, I guess, and make sure that
we do this right.

The first thing I would say for Mr. Abbott is, what we did experi-
ence, many different facets of life changed during COVID, and one
of them was that occupational licensing laws were waived as a re-
sult of COVID. What I am wondering is, if there is any examples
out there of laws that policymakers, that we should look at before
we reinstate them? Because it might be an opportunity—maybe it’s
not. It might be an opportunity to kind of revisit some of these li-
censing laws and make some changes there both at the Federal
and State level.

Mr. ABBOTT. Thank you, Congressman.

I certainly—I think you’re right about licensing laws. Obviously,
there are certain minimum safety standards that are required in
medicine. There are many, many licensing laws that prevented, as
I say, interstate movement. For example, why couldn’t there be
some sort of interstate compact or, better yet, some sort of national
standard for medical licensing? That could allow for easier entry
and movement and easier service of rural clinics that—there is the
issue about, that was raised about rural hospitals. Certainly, clo-
sure is a problem there. The antitrust agencies do recognize that
small hospitals can generally merge, free from antitrust scrutiny,
except in most extraordinary cases. That doesn’t deal with the
problem of closures and some loss of revenues due to the COVID
crisis.

I mentioned already certificate of need laws. I think one—some
leading economists suggest that any subsidies through the ACA
should probably—if you could, be redirected more towards patients,
not providers, better allow patients to shop around. In fact, nation-
wide provision of insurance looking at State—regulatory State com-
missions that unnecessarily limit insurance policies, that has been
called for a sort of sensible reform given the interstate nature of
that, among other things.

Mr. FITZGERALD. Very good.

Just one quick question for Dr. Feldman as well. Over the last
couple of weeks, I have met with a number of grocery stores in my
district. Some are single store operators, and then there’s some
that are local chains. I would say State chains of grocery stores. I
didn’t meet with kind of the big box ones that we’re familiar with.

In that environment, what they were all trying to relay to me
was that there were supply chains that changed and were kind of
segregated out as a result of COVID. It shined a white-hot spot-
light on their industry and was fascinating, kind of getting their
feedback. They were worried that some of the antitrust in that area
is just—it was created in the 1930s. It has outlived its usefulness.
I am wondering, in the discussion we had here today, I mean, you
can go too far too. I am just wondering if you have any comment
on that.
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Ms. FELDMAN. Thank you, sir. It is important that antitrust keep
pace with changes over time in many different ways. I was struck
by that question and with your earlier comment about the COVID-
19 vaccines. Keeping all the experiences that we’ve had in mind so
far, the COVID vaccines are a spectacular example of science in ac-
tion, but also of government-industry participation. After all, gov-
ernment funding here and at academic institutions across the
world helped bring this great innovation forward. It’s a good re-
minder that patents are not the only important way that govern-
ments can promote competition. It’s important for us to have gov-
ernment funding, and to increase government funding for basic re-
search but also to provide incentives for all students from elemen-
tary school to graduate school, to enter science careers. Our future
depends on those types of initiatives, not just the patent system.

Mr. CiciLLINE. The time of the gentleman has expired.

Mr. FITZGERALD. Mr. Chair, I yield back.

I now recognized the distinguished Ranking Member of the Anti-
trust Subcommittee, Mr. Buck, for 5 minutes.

Mr. Buck. Thank you, Mr. Chair. I take it I'm on right now?

Mr. CICILLINE. Yes, you are, Mr. Buck.

Mr. Buck. Thank you. Professor Dafny, I want to direct these
questions to you, and it really is a follow-up on questions that Con-
gresswoman Jayapal asked. I have noticed in the nonprofit area of
hospitals, that the salaries for top executives are, in my view, ex-
cessive. When I think of a nonprofit, I think of United Way. I think
of gun rights groups, gun control groups. I think of environmental
groups, I think of private property rights groups. They rely, for the
most part, on fundraising for their revenue stream, sometimes on
government grants, sometimes on other programs, but oftentimes
on fundraising. When there are issues—and there have been I
think with United Way a few years back where there was an alle-
gation of excessive salary or benefits or expenses, and I know there
was recently with a gun rights group also—the funding source sort
of dries up. The fundraising is more difficult, if you will. That’s not
the case with hospitals. For the most part, hospitals—I know of
some hospital benefit events. For the most part, hospitals receive
revenue from the services that they provide.

I am wondering if there is a way for the Antitrust Subcommittee
to look into this area as one of the rising costs in resulting costs
for healthcare in this country.

I have to tell you, when the CEO of Apple or the CEO of Micro-
soft or the CEO of other companies make a lot of money, I'm okay.
They have a board of directors. They have a profit incentive, and
there is some downward pressure on their high salaries. I don’t
know that there is in this area, and I just want to get your
thoughts. As a small government conservative, I don’t want a regu-
latory agency overseeing salaries for hospitals or other healthcare
entities. As a taxpayer advocate, I also don’t want to see a lot of
taxpayer money going to pay costs when these folks are making so
much money. Any thoughts on that?

Dr. DAFNY. Just briefly. Thank you for the question, Representa-
tive Buck. I am not familiar with what’s with any statutes that
might restrict the compensation. I would add the compensation for
executives at nonprofit insurers are quite, quite high. I would say
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that, just as is the case with regular for-profit businesses, it’s about
the boards. If the boards—they have compensation committees as
well—are benchmarking against other similar CEOs and they ap-
prove the salary, then that’s kind of what the market price 1s for
someone with that skill.

I would say that the enterprises are very large in the billions of
dollars. So, personally, my concern was more with what the total
amount that is being charged is ending up and less with the spe-
cific compensation of the executives that belong. I would say that
they ought to be touchable by a State enforcement of community
benefit profit loss.

Mr. BUck. So, often boards of directors are appointed by, or at
least recruited by, the former boards of directors or the high-rank-
ing executives. So, often—

Dr. DAFNY. A rise in governance problem, right?

Mr. Buck. Yeah, and so, often in these areas, the high-ranking
executives are treated like the shareholders in a for-profit com-
pany. The excess revenue is distributed to those at the top of the
organization, and it’s very concerning. You raised insurance, non-
profit insurers, and I am not trying to pick on the hospitals, but
it just seems like there has to be some mechanism to try to keep
those salaries in check so that we have a more responsible expendi-
ture of Federal funds.

I would love to talk to you offline about this.

Frankly, Mr. Chair, I would love to have a dialogue with you,
also, on this issue, because I think it really goes to the cost of
healthcare—part of the cost of healthcare in America. I yield back.

Mr. CICILLINE. Absolutely, Mr. Buck, and I look forward to our
ongoing discussion on that really critical issue.

At this time, I will seek unanimous consent to add a number of
letters and statements regarding the Committee’s work to address
anticompetitive conduct in healthcare markets to the record.A
statement from Kristen McGovern, the Executive Director of the
Partnership to Empower Physician-Led Care;a statement for the
record from George Slover and Sumit Sharma from Consumer Re-
ports;a statement for the record from the Purchaser Business
Group on Health; anda statement for the record from Marni Jame-
son Carey, Executive Director of the Association of Independent
Doctors.

Without objection.

[The information follows:]
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PEPC

STATEMENT FOR THE RECORD

“Treating the Problem: Addressing Anticompetitive Conduct and Consolidation in
Health Care Markets”

U.5. House Committee on the Judiciary, Subcommittee on Antitrust, Commercial, and
Administrative Law
April 29, 2021

The Partnership to Empower Physician-Led Care (PEPC) is a membership organization dedicated to
supporting value-based care to reduce costs, improve quality, empower patients and physicians, and
increase access to care for millions of Americans through a competitive health care provider market. We
believe that it is impossible to achieve truly value-based care without a robust independent practice
community. Our members include Aledade, American Academy of Family Physicians (AAFP), California
Medical Association, Florida Medical Association, and Medical Group Management Association (MGMA).
We also have individual and small medical group supporters across the country, many of whom are
independent physicians or practices and wish to remain so.

We believe that physicians — especially independent physician practices — are the lynchpin of our nation’s
health care system. They have repeatedly demonstrated their superior ability to generate positive results
in value-based care arrangements, both in improved health outcomes and reduced costs. In our vision of
the future, this important piece of the health care system not only survives, but thrives as a result of
policies that place independent physicians on a level playing field with other providers and opportunities
to test new models with components that reflect their unique circumstances.

Increasing consolidation in the provider market creates greater urgency to ensure that value-based care
is a path to sustainability for practices and physicians who are independent and wish to remain so.
Because many value-based care models are built on a foundation of federal policies that apply to providers
regardless of their practice setting and mode of reimbursement, we are dedicated to advancing policies
that create a level playing field. We believe that the primary care physician-patient relationship is most
powerful when there is patient choice and provider competition within local markets. We support
legislative and regulatory action that creates parity across practice settings; aligns incentives to enable a
range of providers to move toward value-based care; and prohibits anti-competitive behavior such as
information blocking.

We submit the following as evidence of the detrimental impact of provider consolidation and value-based
care as a path to sustainability if physician-led groups are appropriately leveraged:

1. Provider Consolidation Leads to Higher Costs Without Measurable Improvements in Quality.

* A March 2020 report by the Medicare Payment Advisory Commission (MedPAC) found that in
most markets by 2017, a single hospital system accounted for over 50% of inpatient
admissions. Incentives for physicians to join larger practices include higher commercial prices
and increased efficiencies. In 2018, nearly 57% of physicians worked in small physician
practices (10 or fewer physicians). Additionally, recent studies highlighted in the report found
that provider consolidation with hospital/health systems led to an increase in commercial
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was originally assumed given the potential for improved coordination via consolidated
practices. This report also highlighted the following findings on quality as a result of hospital-
physician integration:

o Patients were more likely to choose a high-cost, low quality hospital when their
provider was employed by the hospital.

o Physicians whose practices were acquired by hospitals were more likely to bill for
more services in the hospital setting and fewer in the office setting.

o Hospital acquisitions of a physician practice had little effect on improved outcomes
on a range of issues, such as mortality, acute circulatory conditions, and diabetes
complications (Koch et al. 2019).

o Vertical integration had a limited effect on quality metrics reported by CMS (Short
and Ho 2019).

A 2018 Health Affairs study on consolidation trends in California found that the percentage of
physicians in practices owned by a hospital increased from 25% in 2010 to over 40% in 2016,
and that increases in vertical integration led to a 12% increase in Marketplace premiums, 9%
increase in specialist prices, and 5% increase in primary care prices between 2013 and 2016.

A recent brief by the Committee for a Responsible Federal Budget outlined how increased
consolidation in the health care market has led to less competition, an imbalance in
negotiating power, and higher prices. For example, research has shown that provider
consolidation has not led to improved quality or a reduction in costs, and many physician-
hospital consolidation moves are motivated by enhanced bargaining power by reducing
competition.

According to another Health Affairs study, consolidation can also |ead to higher prices being
passed on to consumers, employers, or the government via higher premiums or cost-sharing;
more concentrated hospital markets were associated with higher premium growth in
California and New York. The number of providers working in practices of 11 or more
increased from 20% in 1983 to 39% by 2014, giving providers more market power to negotiate
higher reimbursement rates.

Another study found that for 15 commeon high-cost procedures, private PPOs paid physicians
B-26% more in counties with the highest average consolidation for physician groups,
compared to counties with the lowest average.

A 2014 study found that vertical consolidation increased hospital prices paid by private
insurers by 2-3% for each one-standard deviation increase in the market share of hospitals
that owned physician practices (from 2001 to 2007).

An article published in the New York Times highlighted how as competition decreases in
health care markets, rates of mortality and major health setbacks increase, in addition to
increased prices. Martin Gaynor, an economist and expert on competition, said that
“evidence from three decades of hospital mergers does not support the claim that
consolidation improves quality,” especially when the government constrains prices like with
Medicare and hospitals instead must compete on quality. The article also highlights another
study that found when cardiology markets are more concentrated, Medicare beneficiaries
who had been treated for hypertension were more likely to have a heart attack, visit the ED,
be readmitted to the hospital, or die.

A Kaiser Family Foundation brief examining health care consolidation looked at a number of
studies, including one examining Medicare beneficiary patterns of health care utilization,
which found that “patients are more likely to choose a high-cost, low-quality hospital when

2
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their physician is owned by that hospital.” The brief also noted that quality of care does not
improve and sometimes gets worse following both vertical and horizontal consolidation. For
vertical consolidation, one study of 15 integrated delivery networks found no evidence of
better clinical quality or safety scores compared to competitors outside the networks, and
another study found that hospital-based provider groups had higher per beneficiary Medicare
spending and higher readmission rates compared to smaller groups.

2. Without Further Action by Congress and/or the Administration, Provider Consolidation Is Expected
to Continue and Accelerate As a Result of the COVID Pandemic.

* According to a Bloomberg Law article, the first two years of 2021 saw 71 health care
transactions involving over a dozen physician specialties, including 16 primary care deals. As
many independent physician practices have been financially strained as a result of the
ongoing COVID-19 pandemic, this trend is expected to continue.

o A Kaufman Hall review of 2020 mergers and acquisitions found that COVID-19 served as a
catalyst for health care consolidation. Although a lower number of hospital and health system
transactions occurred as a result of the pandemic, the number announced still remained in a
historical range over the last decade, with 79 transactions taking place in 2020 (compared to
92 in 2019).

* According to an Axios article, hospitals, insurance companies, and private equity firms will see
opportunity for M&A deals with physician practices who experienced financial hardships
during the pandemic.

* According to the Kaiser Family Foundation, some hospital and physician practices may find it
difficult to operate independently depending on the severity and duration of revenue loss as
a result of the pandemic. Financial assistance provided by the government via CARES Act and
the Paycheck Protection Program, for example, may not be sufficient to prevent an increase
in consolidation in the coming months. The majority of aid via these sources were not
targeted at health care providers that may be most vulnerable to financial hardships from the
pandemic, and additional aid may not prevent health care markets from becoming more
concentrated given this was a trend occurring prior to the pandemic.

*  Arecent September 2020 report from Bain & Company found that nearly 70% of independent
physician practices were amenable to a merger or acquisition, largely due to the strained
finances and drop in procedure volumes experienced during the pandemic. This finding was
consistent across specialties — including primary care physicians (69%) and office-based
practices (67%). In 2019, 30% of physicians who owned practices reported they would sell
their practice in the next two years.

o A series of guarterly reports from Moody’s Investors Service highlighted how mergers and
acquisitions (M&A) in the health care sector are expected to increase throughout the
remainder of 2021. Hospitals and health systems will likely target geographic expansion and
revenue diversification in M&A activity, while smaller hospitals and independent practices will
continue to feel the financial strain from COVID-19. The reports suggest that independent
physicians will be more open to considering affiliations with larger health systems that can
offer them financial incentives.

3. There is an Urgent Need for Congress and the Administration to Ensure that Value-Based Care
Models Are Fully Leveraged as an Option to Keep Provider Markets Competitive.
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* Physician-Led Models Have Generated Superior Results Compared to Other Models. For
Example:

(o]

Comprehensive Primary Care+ is an example of a model where physicians and
physician practices demonstrated their ability to reduce emergency room and acute
care visits through advanced primary care medical homes. Independent practices
outperformed system-owned practices by 15% in PY2017 and 18% in PY2019, even
though both practice types improved their performance on overall utilization.
Physician-led ACOs are also creating a better experience for patients while lowering
costs across the entire system. Medicare Shared Savings Program (MS5P) results from
2019 show that, across the health care system, ACOs led by physicians, often called
“low revenue,” typically create more than twice the Medicare savings per beneficiary
than hospital-led ACOs, often known as “high revenue.” According to CMS data, in
2019, physician-led MSSP ACOs had gross per-beneficiary savings of 5458 compared
to 5169 per beneficiary for hospital-led MSSP ACOs. In the new Pathways to Success
program, physician-led ACOs had per-beneficiary savings of $429 while hospital-led
ACOs had per-beneficiary savings of $258.

The CMS Innovation Center’s test of Track 1+ and ACO Investment Model (AIM) test
showed that physician-led groups demonstrate better results than groups led by
other types of providers. Across all three performance years of AIM, the first cohort
of AIM ACOs reduced both spending and utilization relative to comparison
beneficiaries. These AIM ACOs saved $39 per beneficiary per month by 2018 and
generated $119.7 million in net Medicare savings. Additionally, in 2018, 63% of Track
1+ ACOs earned shared savings, compared to 32% of Track 1 ACOs and 56% of Track
3 ACOs.

« (Congress and/or the Administration Could Take the Following Action:

o

Expand Medicare site neutral payment policies to additional services/procedures
proven to increase in cost after a practice’s acquisition without an increase in quality.
Enforce information blocking regulations to ensure that patient information is not
used as a strategic asset to retain patients.

Implement recent CMS regulations establishing a new Medicare/Medicaid Condition
of Participation requiring event notifications to be shared with a patient’s provider
of record when they go to the ER, or are admitted or discharged from the hospital,
in a manner that requires hospitals to send notifications to a practice’s roster of
patients.

Build new physician-led model options based on successful underlying chassis (e.g.,
CPC+, MSSP, etc.) to encourage providers to enter into value-based care models with
predictable implementation and proven results.

Ensure options for providers to join entry-level value-based care models with a
glidepath to greater amounts of risk and/or more sophisticated requirements while
also clearly communicating the bridge or “off ramp” to another model at the end of
the model test.

Revise regulations and/or pass legislation directing the Secretary to remove an ACO's
own beneficiaries from an ACO’s benchmark, thus putting rural and urban ACOs on
even footing with respect to their ability to be rewarded for care improvements and
cost reductions.
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FEERE

Thank you for reviewing our statement on the detrimental impact of provider consolidation on provider
competition and value-based care as a path to sustainability for independent physician practices. We hope
you will consider this evidence and recommendations as Congress looks to take legislative and regulatory
action to address the increasing trend of consolidation in the provider market.

Please do not hesitate to reach out to me if the Partnership to Empower Physician-Led Care can be a

resource to you. | can be reached at kristen@physiciansforvalue.org.

Sincerely,

Kristen McGovern
Executive Director
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April 29, 2021

The Honorable David N, Cicilline The Honorable Ken Buck

Chairman Ranking Member

Subcommittee on Antitrust, Subcommittee on Antitrust,
Commercial and Administrative Law Commercial and Administrative Law

Committee on the Judiciary Committee on the Judiciary

U.S. House of Representatives U.S. House of Representatives

Washington, DC 20515 Washington, DC 20515

Dear Chairman Cicilline and Ranking Member Buck:

Consumer Reports is pleased that the Subcommittee is continuing its bipartisan efforts to
examine and address competition problems in our economy.

Throughout our 80+ year history, Consumer Reports has emphasized the fundamental
importance of competition for ensuring a marketplace that works for consumers, by empowering
them with the leverage of choice, the ability to go elsewhere for a better deal, which means
businesses have to be responsive to consumers’ interests. This is no less true in the health care
sector. Itis critical in the lives of Americans, and it needs to function effectively to provide high
quality products and services at affordable prices.

In recent decades, the heath care sector has experienced significant consolidation, in
hospitals, medical practices, health insurance, and prescription drugs. There has been vertical
integration between hospitals and medical practices, and between health insurers, pharmacies, and
clinics, We raised concerns in this Subcommittee regarding the potential for the 2018 merger of
CVS and Aetna to restrict consumer choices.'

This Subcommittee’s bipartisan leadership in promoting competition in the health care
marketplace has made a tremendous difference.

Last year, your efforts achieved a signal success — eliminating the antitrust exemption the
health insurance industry had obtained in the McCarran-Ferguson Act of 1945, and had been using
since then to shield itself from the forces of competition under the antitrust laws. We had been
advocating for this pro-consumer change for decades,? and were pleased to see it finally achieved.

! https:/fadvocacy. rreports. org/wp-content/uploads/2018/02/CU-House-Judiciary -testimony -C VS-Acina-2-27-
18-FINAL.pdf.

* hitps:/fadvocacy.consumerreports.org/press_release/congress-acts-to-restore-competition-to-health-insurance-by-
removing-75-year-old-antitrust-exemption/.
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The year before, your efforts led to enactment of the CREATES Act, removing two anti-
competitive roadblocks imposed by brand name drug manufacturers against competition by more
affordable generic alternatives. They were blocking access to samples that generics need for
testing, and were blocking participation by generics in FDA-required protocols for safe distribution
and use. Both these tactics took unfair advantage of FDA requirements designed to ensure that
medications are safe and effective ~ exploiting a legitimate FDA safeguard to block competition.

The CREATES Act was one of a number of bills the Subcommittee advanced in the last
Congress to stop harmful anticompetitive practices by brand-name drug makers that are costing
consumers billions of dollars, by delaying or blocking generic entry into the marketplace, so that the
brand-name drug maker can unjustly prolong its monopoly profits. We understand three bills that
were approved by the Judiciary Committee with strong bipartisan support have been reintroduced:

e H.R. 2883, the “Stop Stalling Access to Affordable Medications Act.” This bill would
prohibit the abusive use of so-called “citizen petitions” by brand-name drug makers to raise
spurious concerns that stall progress on developing generic alternatives. This petition
process was established to provide citizens to have an opportunity to bring concerns to the
FDA’s attention in a timely fashion. But the procedure has been commandeered by brand-
name drug makers to raise dubious concerns, often numerous times, that require the FDA to
suspend while it investigates and responds. One brand-name drug company reportedly filed
43 such petitions against a single generic applicant.

e HR. 2891, the “Preserve Access to Affordable Generics and Biosimilars Act.” This bill
would prohibit anti-competitive “pay for delay” schemes, in which brand-name prescription
drug makers effectively pay off manufacturers of more affordable generic and biosimilar
alternatives to stay out of the way — perversely gaming a system designed to promote
expedited entry of generics and biosimilars. After a sustained decade-long effort, the
Federal Trade Commission obtained a Supreme Court ruling that pay-for-delay deals are
subject to the antitrust laws and can be found uniawful.* But drug makers have continued to
resist that ruling, and to look for ways to evade it. Having to bring a new full-fledged
antitrust challenge each time is costly and time-consuming.

e H.R. 2873, the “Affordable Prescriptions for Patients Through Promoting Competition Act.”
This bill would strengthen and clarify the authority of the Federal Trade Commission to stop
the anticompetitive use of “product hopping.” Product hopping is the practice of making a
minor, inconsequential change in a drug in order to artificially prolong the brand-name drug
maker’s patent-protected monopoly profits, while at the same time discontinuing the just-as-
effective version that generics are on the verge of replicating at a lower price.

3 https://www.fic. gov/news-events/press-relcases/2017/02/ftc-charges-shire-viropharma-inc-abused-government-
processes.
AFTC v Actavis, Inc., 570 U.S. 136 (2013).
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Consumer Reports has long supported and informed consumers about constructive efforts to
bring down the high prices consumers pay for prescription drugs — in our advocacy work, as well as.
in our journalism. See our August 2016 article, “Is There a Cure for High Drug Prices?”*; our April
2018 article, “How to Pay Less for Your Meds™; and our November 2019 article, “The Shocking
Rise of Prescription Drug Prices.”” These articles, reporting on the results of nationally
representative telephone surveys we conducted, confirmed that escalating prescription drug costs
have forced many consumers to choose between cutting back on needed medications or on other
basic necessities.

These three bills would all significantly advance efforts to improve competition in the
development and sale of medications, so that consumers who need them will be able to obtain them
and afford them. We are very encouraged that all three bills have carried strong bipartisan support.

Sincerely,

M

(&
U‘G-@v;r_-\( %L"’A"“_‘
N

George P. Slover
Senior Policy Counsel
Consumer Reports

cc: Members, Subcommittee on Antitrust, Commercial, and Administrative Law

® https://www.consumerreports. org/drugs/cure-for-high-drug-prices.

 https:/fwww consumerreports.org/drug-prices/how-to-pay-less-for-your-meds.

7 https://www.consumerreporis.org/drug-prices/the-shocking-rise-of-prescription-drug-prices/.
3
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Statement of the Purchaser Business Group on Health
for the
House Committee on the Judiciary
Subcommittee on Antitrust, Commercial and Administrative Law

“Treating the Problem: Addressing Anticompetitive Conduct
and Consolidation in Health Care Markets”

Statement for the Record
April 29, 2021

The Purchaser Business Group on Health (PBGH) appreciates the opportunity to
submit for the record our comments on the problem of anticompetitive conduct
and consolidation in health care markets. PBGH is a nonprofit coalition
representing nearly 40 private employers and public entities across the U.S. that
collectively spend $100 billion annually purchasing health care services for
more than 15 million Americans and their families. Our members work with us
to identify needed system reforms to achieve and pay for optimal quality and
outcomes and affordable care. We applaud the Subcommittee for its attention to
the problem of anticompetitive conduct and consolidation, which was
extensively documented in the Subcommittee’s hearing on March 7, 2019.

Employers and employees have continued to suffer under the burden of high
and ever-increasing health insurance premiums, which crowd out business
investment, job growth and wages. Many experts have pointed to
anticompetitive conduct and industry consolidation as a driver of high health
care costs. Over the past 10 years, PBGH and its members have directly observed
the impact of anti-competitive practices, increased market power and high
prices in California, as evidenced by the recent settlement with the Sutter Health
System. Many PBGH members based in California are members of the class
action lawsuit against Sutter.

PBGH strongly believes that healthy competition among hospitals and
integrated health systems is essential to providing lower costs, improved quality
and better value. Unfortunately, there is inadequate competition in many
markets, and government must step in to ensure that health care markets
function appropriately in the public interest. Furthermore, employer
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purchasers and consumers seldom have the information they need to make
informed choices, which is essential for a functioning market. Specifically, we
support:

* Prohibitions on anti-competitive contracting practices, such as anti-
tiering and all-or-nothing clauses, and egregious use of out-of-network
pricing to create greater leverage in price negotiations. Many of these
were included in the Lower Health Care Costs Act passed by the Senate
Health, Education, Labor and Pensions (HELP) Committee on a
bipartisan vote in 2019.

* Stronger antitrust enforcement and increased oversight of mergers and
acquisitions, including increased resources for federal agencies and a
change in the “burden of proof” for demonstrating public benefit. In
addition, the scope of antitrust oversight should be expanded to include
acquisitions of health providers by health insurance plans and private
equity firms, as well as cross-market mergers.

* Full transparency on prices and quality, including standardized
measures of quality (especially patient-reported outcomes), patient
experience, appropriateness, total cost of care and equity for all
providers.

Drug costs are another significant contributor to high health care costs for
employers and employees. The COVID-19 pandemic and ensuing public health
and economic crisis also underscore the need to make prescription drugs more
affordable and to spend resources more wisely. Built on the tenets of
transparency, competition, and value, PEGH supports public policies that drive
down the cost of drugs while preserving true innovation as part of a value-based
health care system.

Transparency

Many drug manufacturers invest a great deal of money in research and
development. But those costs and other factors that form the basis for
establishing prices are extremely opaque. Increasing transparency at every level
of the supply chain will provide consumers, purchasers and other stakeholders
the information needed to ensure that effective treatments are obtained at a fair
and reasonable cost.

Competition

The drug marketplace is characterized by counterproductive incentives,
inefficiencies and anti-competitive practices that obstruct healthy price
competition. Many newer drugs benefit from government-sanctioned
monopolies through patent and market-exclusivity laws. Leveling the playing
field by requiring fair business practices would encourage competition and
drive down the cost of prescription drugs.
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Value

Employers and employees pay more than ever for prescription drugs. But often
the price is not aligned with the value of the product. The business models of
some prescribing physicians and intermediaries, such as pharmacy benefit
managers (PEMs), often are misaligned with the interests of employers and
patients, resulting in higher costs. We must stop rewarding payment structures
and incentives that result in higher costs, and we must ensure that drugs are
priced according to their value as a therapeutic agent.

Specifically, PBGH supports policies to strengthen competition and enhance
transparency. Policymakers can take steps to indirectly reduce the cost of drugs
by banning anticompetitive practices by drug makers and other actors, and
enhancing price transparency. To that end, we urge policymakers to:

+ Eliminate “patent evergreening” and other “patent thickets” to ensure
that branded products will face competition from generic drugs and
biosimilars in line with the intent of current laws.

+ Prevent first-to-file generic drug applicants from blocking, beyond a
180-day exclusivity period, the entrance of subsequent generic drugs to
the market.

+ Reduce citizens petition abuse by giving the FDA additional guidance on
denying petitions submitted for the purpose of delaying generic approval.

+ Require drug manufacturers to publicly report and explain price
increases that exceed certain thresholds.

+ Require branded biologic companies to publiely list drug patents they
can reasonably defend.

« Require health care providers and pharmacies to include National Drug
Codes (NDC) in claims for commercial health plans. NDC codes are
currently required for claims to public payers (Medicare and Medicaid)
and provide greater transparency on prices to purchasers.

» Require complete transparency by pharmacy benefit managers and the
pass through of all rebates and related fees and payments to plan
SpONSOrs.

+ Address spread pricing by pharmacy benefit managers, health plans,
providers, and other intermediaries. Purchasers should be given the
option to accept or reject spread pricing. This policy should apply to
drugs administered directly by providers and sold in the pharmacy
setting.

In addition, PBGH supports policies that maintain employers’ ability to manage
drug costs. Other stakeholders have proposed policies that would limit the
ability of employers and purchasers to manage their drug costs, including
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banning step therapy and generic substitution. These policies would further
drive up health costs for purchasers and families and have no basis in clinical
efficacy. PBGH will strongly oppose policies that strip employers and
purchasers of their already-limited ability to manage their drug costs.

In closing, PBGH appreciates the opportunity to offer our perspective on the
serious problems of industry consolidation and anti-competitive practices that
have driven up prices to unsustainable levels. We would be happy to work with
the Subcommittee by providing additional information and insights regarding
the depth of the problem and potential solutions.
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April 29, 2021

The Honorable Jerry Nadler
Chairman, House Judiciary Committee
U.S. House of Representatives

2132 Rayburn HOB 1504

Washington, DC 20515

The Honorable Jim Jordan

Ranking Member, House Judiciary Committee
U.S. House of Representatives

2056 Rayburn HOB

Washington, DC 20515

The Honorable David Cicilline

Chairman, Subcommittee on Antitrust, Commercial and Administrative Law
U.S. House of Representatives

2233 Rayburn HOB

Washington, DC 20515

The Honorable Ken Buck

Ranking Member, Subcommittee on Antitrust, Commercial and Administrative Law
U.S. House of Representatives

2455 Rayburn HOB

Washington, DC 20515

RE: Statement from independent doctors for the hearing on “Treating the Problem:
Addressing Anticompetitive Conduct and Consolidation in Health Care Markets.”

Dear Rep. Nadler, Jordan, Cicilline, and Buck:

The growing number of health-care consolidations is a worrisome trend for which Americans are
paying a heavy price. Hospital mergers — whether among hospitals or between hospitals and
independent medical practices — are not only a leading driver behind our nation’s rising health-care
costs, but they are also destroying competition, which reduces quality.

The Association of Independent Doctors' is a national, nonprofit trade association with members in
44 states. We work to educate lawmakers, employers, patients and taxpayers about why preserving
our nation’s independent doctors is so essential to lowering costs, improving access, and restoring
the doctor-patient relationship.

400 Morth New York Avenue #213 » Winter Park, Florida » 32789 « 407-571-9316 » www.aid-us.org
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One way to achieve that goal is to remove the current financial incentives that drive health-care
consolidations.

To that end, AID has pursued the following mission since we were established in 2013:

¢ We strive to achieve systemwide price transparency, which would introduce competition into
our price-opaque health-care system, and deter consolidation.

* We aim to achieve site-neutral payments, so the same medical service costs the same
regardless of whether that service is performed in an independent doctor’s office, or a
hospital outpatient setting, which again, would reduce hospitals’ financial incentives for
buying medical groups.

e We work to stop the consolidation in health care, specifically the employment of physicians
by hospitals, and private equity groups, which drives up costs.

¢ Finally, we work to expose and end the abuse of the tax-exempt status by nonprofit hospitals.

As the executive director of AID, and on behalf of our members, 1 would like to thank the
Subcommittee for addressing the problem of health-care consolidation, and offer some suggested
remedies.

Consolidation is on the rise.

Despite the pandemic, the fourth quarter of 2020 showed a marked increase® in health-care mergers
and acquisitions. Healthcare Financial Management Association noted 177 transactions® in health
care in the last quarter of 2020, a 21 percent increase over the same period in 2019. Total
transactions numbered 642 for the year; 10 more than in 2019,

Most worrisome to us is the nationwide trend of hospitals buying up medical practices. Between July
2016 and January 2018, hospitals acquired 8,000 medical practices, according to a report from
Avalere Health and the Physicians Advocacy Institute,* PAI also found that the while 25 percent of
physicians were employed by hospitals or health systems in 2012, by 2018, 44 percent were.’

It’s no coincidence that health-care costs have soared alongside increasing consolidation, At nearly
18 percent of our nation’s gross national product,® Americans spend nearly one out of every five
dollars they earn to pay for health care. Since the ACA went into effect, national health spending has
gone from $2.6 trillion in 2010 to over $3.7 trillion.” The cost is financially crippling families and
hurting businesses.

Consolidation hurts patients, doctors and communities.

Regardless of what the merging parties say about streamlining care and greater efficiencies, when
healthcare entities merge, costs only go one way: up. When hospitals merge, price increases of 20
percent to 30 percent are common, and can exceed 50 percent, said Carnegie Mellon economist
Martin Gaynor.® What’s more, many studies have found that patient health outcomes are
substantially worse at hospitals in concentrated markets that have less competition.

When the hospital acquiring the medical practice is a nonprofit hospital or health system, as 62
percent of the hospitals in this country are, communities suffer further financial harm.” Nonprofit
hospitals pay no taxes, They pay no income tax, no sales tax, and no property tax. When they buy

400 North New York Avenue #213 » Winter Park, Florida » 32789 » 407-571-9316 » www.aid-us.org
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medical practices that were operating as small business and paying taxes into their communities,
those taxes come off the tax rolls.

In exchange for paying taxes, these tax-exempt hospitals are supposed to plough what they would
have paid back into the community in the way of free medical care, but that’s not what happens.
Instead they use their financial advantage to pay their executives seven-figure salaries, and to buy
more medical practices. Their growing size decreases market competition and increases their market
power, allowing them to negotiate higher payments from insurers, and add facility fees, which
independent doctors don’t charge.

In fact, a recent study'” out of Johns Hopkins University found that for profit hospitals provide more
charitable care than their nonprofit counterparts. This is hurting America, and must stop.

As to how consolidation further harms patients and doctors, consider these current examples:
e A 72-year-old seamstress in Cleveland, who gets steroid injections in her fingers once a year
to ease her arthritis, was stunned to find her bill jump from $30 to $300,"! after her doctor
had become a hospital-employed physician.

e A medical group of 14 independent heart and vascular doctors had their hospital privileges
revoked'? when a large health system in St. Louis, where the group had been on staf¥ for
three decades, employed an outside group of physicians to bring all the heart and vascular
services in house. Imagine how many patients will be displaced because the hospital wants to
increase its profits.

When health-care entities merge, the only parties who benefit are the executives at the top.
Meanwhile, consumers foot the bill in the way of higher medical bills, higher premiums, higher
copays, and more tax dollars going to pay for health care.

The path toward lowering costs, increasing competition and stopping consolidation, which is
this Subcommittee’s focus, begins with systemwide health-care price transparency.

Hospitals and insurance companies profit excessively from keeping their prices and their patients in
the dark, However, if consumers could see the price of their care before they get their bill, and shop
and compare prices, more would choose lower-priced providers.

Price transparency would usher competition into the market, causing prices to come down and
quality to go up. When patients can see, for instance, that a colonoscopy'? by an independent doctor
in a freestanding clinic in Virginia costs $775, and the same procedure performed by the same doctor
across the street in an outpatient hospital setting costs $4,000, they will steer the market toward the
lower cost provider. When hospitals can no longer get away with their excessive prices, they will be
less inclined to acquire medical practices and employ doctors.

400 North New York Avenue #213 « Winter Park, Florida » 32789 « 407-571-9216 » www.aid-us.org
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Price transparency would also move us toward site-neutrality' by exposing facility fees, which
hospitals tack onto their employed doctors’ services that add zero value, yet that can drive up costs
three to five times.'* When hospitals can no longer get away with these extra charges, they will lose
much of their financial incentive for hiring doctors. Then we can slow, if not unwind, the rampant
consolidation trend in health care.

Where the Subcommittee can help.

In January, the Dept. of Health and Human Services” Hospital Price Transparency Rule'® went into
effect, requiring hospitals to show all their prices online. Hospitals are not complying. In fact, Wall
Street Journal reporters'® have found hospitals are actually imbedding software that prevents Google
search engines from finding prices. We need Congress to act to require hospitals (and next year
insurers) to follow the rule as it is written and to stiffen the penalties if they don’t,

This is a golden moment for the Biden Administration and the 117" Congress to build on the price
transparency initiative, which has its roots in the ACA, and which puts consumers in charge of their
health-care spending.

A recent national Marist survey found that 91% of Americans'” believe that hospitals should be
legally required to post all their prices in an easy-to-access format. Clearly, price transparency is not
ared or blue issue. It’s an American issue. It’s a unifying issue. And it would cost taxpayers
nothing."’

The Subcommittee can further help by pushing for legislation that either revokes the tax-exempt
status of nonprofit hospitals and health systems that behave like for profits and abuse their tax-
exempt status, or by holding them to a far higher charitable care benefit standard.

In closing, I urge this Subcommittee to work to enact legislation that would reinforce systemwide
price transparency, which would encourage competition, and both discourage and unwind health-
care consolidation. 22! Until that happens, hospitals and health systems will just continue to merge,
grow, gain market share, increase their bargaining power with payers, drive up prices and squash
competition.

On behalf of my members and other independent doctors nationwide, [ would like to thank the
Subcommittee for addressing this problem, and for your service to our country.

Most Sincerely,
MawniJ. Carey

Marni Jameson Carey
Executive Director, Association of Independent Doctors

marni(@aid-us.org

400 Morth New York Avenue #213 » Winter Park, Florida « 32789 » 407-571-9316 » www.aid-us.org
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Mr. CiciLLINE. Before I close, I just want to say thank you,
again, to our extraordinary panel of Witnesses for your testimony
that I think really helped to inform the work of this Committee
and will allow us to really make some progress on reducing the cost
of prescription drugs in this country in a bipartisan way.

Eo, with deep, deep gratitude, I thank you for your presence here
today.

Without objection, all Members will have 5 legislative days to
submit additional written questions for the Witnesses or additional
materials for the record.

With that, the hearing is hereby adjourned.

[Whereupon, at 3:53 p.m., the Subcommittee was adjourned.]
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The Neglected Concern of Firm Size in Pharmaceutical Mergers
84 ANTITRUST LAW JOURNAL __ (forthcoming 2021)
Patricia M. Danzon” and Michael A. Carrier”
L Introduction

Pharmaceutical markets are complex. Multiple agents, including doctors, insurers, and
pharmacies, play critical roles that affect competition between manufacturers and patient choice
between drugs. This complexity, however, is neglected in standard antitrust analysis. In
evaluating proposed mergers, the antitrust agencies have focused almost exclusively on whether
the merging firms have potentially competing products in specific drug markets in the firms’
portfolios. If they do, the remedy sought in nearly every case is divesture of the overlapping
products.’

In many cases, such an approach adequately addresses the competitive concemns by
ensuring that the combined entity does not have increased market power in specific drug markets
and that the buyer of the divested product can compete with the merged entity.? Such settlements
can be viewed as a natural outgrowth of pre-merger notification systems such as the Hart-Scott-
Rodino Antitrust Improvements Act, which, in providing the federal antitrust agencies
(“agencies™) with the ability to review transactions before completion, “create[s] a natural
opportunity for negotiation as the government identifies possible problems and brings them to
the attention of the merging parties.” A market-by-market analysis also can be viewed as the
result of prospective merger reviews, together with the burden on the agencies to show a “likely
effect” of “substantially [] lessen[ing] competition™ in a setting in which courts do not always
appreciate theories of harm that push the boundaries.’

* Celia Moh Professor Emeritus, The Wharton School, University of Pennsylvania.
* Distinguished Professor, Rutgers Law School. We are grateful to anonymous referees from the Antitrust Law
Joumal for very helpful comments. Copyright © 2021 Patricia M. Danzon and Michael A. Carrier.

! See, e.g., FTC, NEGOTIATING MERGER REMEDIES 4 (Jan, 2012) (*Anticompetitive horizontal mergers are most
. hitps:ifwww . fic govisystem/files/attachmenis/ne gotialing-merger-

often remedied by a divestiture.
n.!ncdlcsfmcrf,’cr-rcmcdzcsst|ul pdf.
£ é»ee FTC, Fr q ;'» Asked QOuesti Ibom l!erger Consent Order Provisions, https:/fwww fic govitips-

i i : r-faq (last visited Mar. 23, 2021) (explaining
divestiture packages, buyers, and goal “to preserve fully the existing competition in the relevant market™).
3 ANDREW L. GAVIL, WILLIAM E. KOVACIC, JONATHAN B. BAKER, & JOSHUA D. WRIGHT, ANTITRUST LAW IN
PERSPECTIVE: CASES, CONCEPTS AND PROBLEMS IN COMPETITION PoLICY 867 (3d ed. 2017).
* Statement of Chairman Joseph J. Simons, Commissioner Noah Joshua Phillips, and Commissioner Christine S.
Wilson Concerning the Proposed Acquisition of Allergan ple by AbbVie Inc.. at 1, May 5, 2020. See FTC v. Procter
& Gamble Co., 386 U.S, 368, 577 (1967) (“The core question is whether a merger may substantially lessen
competition, and necessarily requires a prediction of the merger’s impact on competition, present and future.”).
% See Jonathan B. Baker & Carl Shapiro, Detecting and Reversing the Decline in Horizontal Merger Enforcement,
22 ANTITRUST 29, 32 (2008) (criticizing United States v. Oracle, 331 F. Supp. 2d 1098 (N.D. Cal. 2004), for “clear
error in economic reasoning” in applying unilateral-effects theory by requiring plaintiff o “prove a relevant market
in which the merging parties would have essentially a monopoly or dominant position™).
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But there is unease with an analysis focusing solely on overlapping products. For
example, Commissioner Rohit Chopra dissented from the majority’s analysis in AbbVie's
acquisition of Allergan, lamenting that “[t]he FTC’s strategy of focusing on whether
pharmaceutical companies have any overlaps in their drug product lineup is narrow, flawed, and
ineffective” as it “fails to account for how executives make decisions about their drug product
portfolios, how larger portfolios can suppress new entry, and how companies use portfolios to
increase bargaining leverage across the supply chain.”® Similarly, then-Commissioner (and
current Acting Chair) Rebecca Kelly Slaughter dissented from the majority’s disposition of
Bristol-Myers Squibb’s (BMS) acquisition of Celgene, “support[ing] the Commission’s effort to
remedy [the] drug-level overlap” but “remain[ing] concerned that this analytical approach is too
narrow” and that “the Commission should more broadly consider whether any pharmaceutical
merger is likely to exacerbate anticompetitive conduct by the merged firm or to hinder
innovation.””

A recent comprehensive report by the American Antitrust Institute (AAI) found that
between 1994 and 2020, the Federal Trade Commission (FTC) “chalienged 67 drug mergers
worth over $900 billion, moved to block only one, and settied virtually all of the remainder
subject to divestitures.”® As A Al explained, the result of this narrow focus on drug-specific
markets has been “the swapping of assets within a relatively small group of large and
increasingly powerful firms.”®

This Essay examines potential inadequacies of the traditional merger analysis by
evaluating the firm-wide effects of mergers, particularly those involving large firms. By focusing
on individual product markets in isolation, the agencies neglect the advantages of overall firm
size and the potential for spillover or cross-market effects across product markets. Size,
measured by a firm’s number of products and overall sales value, conveys significant advantages
in negotiations, marketing, and financing that a large firm can exploit to impede entry and thwart
competition in multiple drug markets. Mergers and acquisitions (hereinafter “mergers”)
involving large firms exacerbate these size advantages.'” These cross-market effects, however,
are not considered in the standard antitrust analysis that focuses narrowly on increased
concentration in individual drug markets to determine whether — as the Clayton Act provides —

¢ Dissenting Statement of Commissioner Rohit Chopra, /n the Matter of 4bbVie, Inc. / Allergan ple, Comm. File No.
1910169, at 3, May 3, 2020.

7 Dissenting Statement of Commissioner Rebecca Kelly Slaughter, [n the Matter of Bristol-Myers Squibb and
Celgene, Comm. File No. 191-0061, at 1, Nov. 15, 2019. But see Statement of Commissioner Noah Joshua Phillips,
In the Matter of Bristol-Myers Squibb and Celgene, Comm. File No. 191-0061, at 2, Nov. 15, 2019.

(“we need to articulate a viable theory of harm to competition posed by the merger and producc evidence 1o support
that theory” and “must convince a judge that [a merger] violates the law™).

8 AMERICAN ANTITRUST INSTITUTE, FROM COMPETITION TO CONSPIRACY: ASSESSING THE FEDERAL TRADE
COMMISSION'S MERGER POLICY IN THE PHARMACEUTICAL SECTOR [AAI REPORT] 10, Sept. 3, 2020.

91d. at3.

2 Our observations on size apply equally to mergers and acquisitions.

2



132

the merger threatens to “substantially lessen competition.”"! After examining all 67
pharmaceutical mergers the FTC challenged between 1994 and 2020, AAI concluded that the
largest companies “have grown through hundreds of mergers and acquisitions.”'?

In this Essay, we first document the stability of leading firms in the pharmaceutical
industry and contend that mergers, not innovation, have enabled these firms to maintain their
dominance. We then identify three characteristics of prescription drug markets in the United
States that lead to advantages related to overall firm size. First, insurance and reimbursement
create size advantages in negotiations for formulary placement and pricing. Second, size conveys
benefits in detailing, marketing, and sales to physicians. Third, size-related advantages in
retained earnings provide a relatively low-cost source of financing for acquisitions. In all three
contexts, any real efficiency savings are unlikely to be passed on to consumers through lower
prices because insurance undermines competition on the final price.*

After explaining the advantages possessed by large firms, we outline a framework for
applying these considerations to the antitrust analysis of pharmaceutical mergers. When two
large firms (roughly the top 10 firms ranked by global pharmaceutical sales) merge, the already
significant advantages each firm has are compounded in a manner likely to harm competition
across many drug markets in the firm’s portfolio (not just markets with overlapping products).
This tends to entrench the enlarged firm’s dominance and effectively block smaller rivals from
competing.

As a result of these size-related advantages, we suggest a presumption that a merger
between two large firms substantially lessens competition. Mergers involving mid-size firms
(roughly the second decile) are less likely to harm competition, with the extent of harm
depending on the size of the merged entity and whether dominant products are involved. We
therefore recommend heightened scrutiny of mergers involving mid-size firms, especially where
one of the merging firms has a dominant product. We recommend the continuation of the current
approach for mergers involving small firms,

Our analysis applies primarily to the originator brand-drug industry. But similar concerns
about cross-market effects may apply to mergers in other industries in which large firms span

multiple markets. Vistnes and Sarafidis'* and Dafiny et al.'* have shown that even if there is no

"M15U8.C § 14,

12 AAT REPORT, supra note 8, at 11. For example, during the period, Johnson & Johnson and Roche each made more:
than 40 acquisitions while Pfizer made more than 30. fd.

'3 Further research is needed to quantify these effects but is impeded by data confidentiality.

' Gregory S. Vistnes & Yianis Sarafidis. Cross-Market Hospital Mergers: A Holistic Approach. 79 ANTITRUST L. 1.
253 (2013).

1% See Leemore Dafny, Kate Ho, & Robin S. Lee, The Price Effects of Cross-Market Mergers: Theory and Evidence
Sfrom the Hospital Industry, 50 RAND J, ECON, 286, 286-87 (2019) and references cited therein. See alse Case No
COMP/M.2220 - General Electric/Honeywell, Regulation (EEC) No 4064/89 Merger Procedure ¥ 353 (July 3,
2001), hitps:/fec.europa.eu/competition/mergers/cases/decisions/m2220_en.pdf (noting ability of GE and Honevwell
to “cross-subsidise discounts across . . . products composing the packaged deal”™).

-
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increase in concentration in separate product markets, mergers of hospitals in different
geographic or diagnostic markets can increase the leverage of the merged hospitals in bargaining
with insurers and lead to higher prices. Such cross-market effects are expected when the two
merging firms contract with an intermediary (such as an insurance company) that serves
customers with demand for both hospitals, for example, employers with employees in both areas.
In such contexts, failure to reach a bargaining agreement with the merged hospital system
increases the loss incurred by the insurer, relative to bargaining with each hospital separately,
which enables the merged hospital system to extract higher prices in a simple Nash bargaining
context.'® Dafny et al.’s empirical analysis confirms that mergers of hospitals in unrelated
markets raised prices more than similar hospitals not involved in mergers. Lewis and Pflum'’
find similar price-increasing effects of cross-market mergers on prices charged by target
hospitals, which they also attribute to increased bargaining weight. Similarly, mergers of two
hospitals in distinct therapeutic niches, for example, pediatrics and geriatrics, may increase the
hospitals’ market power in bargaining with insurers because loss of the combined system would
reduce the insurers’ appeal to employers and/or families who anticipate needing either service.

Our analysis breaks new ground in considering similar cross-market concerns in the
context of branded pharmaceuticals, where large firms’ product portfolios span multipie
therapeutic markets that increase their bargaining leverage in negotiations with pharmacy benefit
managers (PBMs). As in the hospital context, consumer price-sensitivity is blunted by extensive
insurance coverage. But pharmaceutical markets raise unique issues due to the role of PBMs as
agents for insurers/payers, physicians as dual agents for patients and payers, and patients who are
poorly informed about the range of products potentially available.'® These factors make
exclusionary contracts hard to detect and undermine customer price-sensitivity and competitive
pressures to pass through any efficiency savings from mergers.

Granted, some of the potential harms we discuss can in theory be addressed directly
through enforcement actions outside the merger setting. As discussed below, plaintiffs have filed
lawsuits challenging exclusionary contracts as monopolization.!? The confidentiality of
pharmaceutical contracts and rebates, however, is a significant barrier to potential plaintiffs
bringing such suits, as the factual data needed to support a case can only be obtained through
discovery. The agencies should therefore also consider the potential for anticompetitive, cross-
market effects as part of their analysis of mergers, in particular, those involving large firms. Such
an analysis would limit the harm of cross-market mergers and reduce the need for costly

16 Nash bargaining describes a simple bargaining situation in which two rational, self-interested actors decide how to
share a surplus that they can generate.

17 Matthew S. Lewis & Kevin E. Pflumy, Diagnosing Hospital Svstem Bargaining Power in Managed Care
Networks, 7 AMERICAN ECONOMIC JOURNAL: ECONOMIC POLICY 243 (2015); Matthew S. Lewis & Kevin E. Pflum,
Hospital Systems and Bargaining Power: Evidence from Qut-of-Market Acquisitions, 48 RAND J. ECON, 579
(2017).

18 We use the term “payer” to refer to both insurers and self-insured cmployers who contract directly with PBMs,

19 See infra notes 60-61 and accompanying text.
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litigation that takes years to resolve and that comes after a company’s increased size has

exacerbated the problem.

IL Persistence of Large Firms: Acquisitions vs. R&D

If the competitive advantage of individual drugs in their specific markets were the sole
determinant of firm success, we would expect to see continual turnover of leading firms in the
industry. Market leadership would change, reflecting each firm’s relative success in research and
development (R&D) of new products that are essential to survival and growth, as older drugs
face patent loss and product obsolescence. In contrast to this expectation of only individual drugs
mattering, the pharmaceutical industry is characterized by the persistent dominance of the same
large firms over time. The Top 20 pharmaceutical firms in 2019, by global pharmaceutical sales,
are remarkably similar to the Top 20 in 2009, with modest shifts in ranking driven more by
acquisition of other firms with innovative product portfolios and/or blockbuster products than by
discoveries of their own R&D departments. Of the 20 top firms in 2009, three firms in the top
decile (Pfizer, Merck, and Roche) each acquired one firm in the second decile (Wyeth, Schering,
and Genentech, respectively) and another second-decile firm (Astellas) exited the group. This
made space for four new entrants to the 2019 Top 20 firms, and two of these (Allergan and
Celgene) have already been acquired by larger firms (AbbVie and Bristol Myers Squibb (BMS)).

Table 1

Top 20 Biopharmaceutical Companies, by Global Pharmaceutical Sales, 2009 and 2019

Company 2009 Rank! Company 2019 Rank"

Pfizer 1 Pfizer 1

Sanofi-Aventis 2 Roche 2
GlaxoSmithKline 3 Novartis 3

Novartis 4 Johnson & Johnson 4
AstraZeneca 5 Merck & Co. 5

Merck 6 Sanofi 6
Johnson & Johnson 7 Abbott Labs/AbbVie 7
Roche 8 GlaxoSmithKline 8

Eli Lilly 9 Takeda 9
Bristol Myers Squibb 10 Bristol Myers Squibb 10
Wyeth ? 11 AstraZeneca 11
Schering-Plough® 12 Amgen 12
Abbott Labs 13 Gilead 13
Amgen 14 Eli Lilly 14
Takeda 15 Bayer 15
Bayer 16 Novo Nordisk 16
Boehringer-Ingelheim 17 Allergan® 17
Genentech® 18 Boehringer-Ingelheim 18
Astellas 19 Celgene® 19
Novo Nordisk 20 Biogen 20
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' Source: 2009 Top 20 Pharmaceutical Companies Report, Contract Pharma at
https:/fwww.contractpharma com/issues/2009-07view_features/2009-top-20-pharmaceutical-companies-report/,

And 2009 Top 10 Biopharmaceutical Companies Report, Contract Pharma at
https:/fwww.contractpharma.com/issues/2009-07view_features/2009-top-10-biopharmaceutical-companies-

report/?widget=listSection. Accessed Jan. 14, 2021. Based on 2008 pharma revenues.

" Source: The 2020 Tap 25 Pharma and Biopharma Companies, Contract Pharma at
https:/fwww.contractpharma.com/issues/2020-07-01/view_top-companies-report/top-25-pharma-and-biopharma-

companies-751659/ Accessed Jan. 14, 2021, Data from EvaluatePharma, June 2020,

We omit Teva (ranked 17 in both years) because generics account for a large share of its sales.
* Wyeth was acquired by Plizer

b Schering-Plough was acquired by Merck

¢ Genentech was acquired by Roche

4 Allergan was acquired by AbbVie in 2020

¢ Celgene was acquired by BMS in 2020

These top firms in 2009 already owed their persistent industry dominance to M&A, as
has been noted by previous authors.?” For example, Pfizer acquired Warner-Lambert to obtain its
blockbuster statin, atorvastatin (Lipitor), and then, when the Lipitor patent approached
expiration, acquired Wyeth to obtain its pneumococcal conjugate vaccine (Prevnar) and other
biologics in 2009. Other recent mergers include Merck with Schering-Plough (Schering’s five
lead products disappointed but pembrolizumab (Keytruda) became an unexpected blockbuster);
BMS with Celgene (both built on prior acquisitions, especially in cancer); and AbbVie with
Allergan, both built on prior acquisitions, and with AbbVie’s lead product, adalimumab (Humira.
obtained through the acquisition of Knoll Pharmaceuticals), now approaching patent expiry and
Allergan’s Botox (obtained from an ophthalmologist) also facing competition.

In contrast to this success in M&A, the in-house innovation of these large firms has
played a modest and declining role in their continued success. Large firms’ share of the New
Active Substances (NAS) submitted each year to the U.S. Food and Drug Administration (FDA)
declined from 30 percent in 2009 to roughly 20 percent in 2018; by contrast, the share of NAS
originated by very small “emerging” firms has increased to roughly 70 percent.’! Many of these
very small firms are formed around promising research compounds, often spun out from
academic laboratories funded by the National Institutes of Health (NIH). Similarly, in its

comprehensive report, AAI found that the industry’s “pattern of consolidation” in the past 30

20 The twelve leading pharmaceutical firms, ranked by worldwide sales in 2010, were influenced by 19
significant mergers and acquisitions from 1989 to 2011, not including smaller consolidations. William 8. Comanor

and F.M. Scherer. Mergers and Innovation in the Pharmaceutical Industry, 32 J. HEALTH ECON, 106 (2013).

! New Active Substances (NAS) are a measure of innovative, novel compounds. in contrast to new formulations
and new indications that simply extend use for older compounds. Data from IQVIA Institute, The Global Use of
Medicine in 2019 and Outlook 1o 2023 (Jan. 2019). Companies are assigned to segments based on 2018 revenues or
2017 R&D spending (because the smallest firms have no sales revenues). Segments are defined as: Large > $10
billion; Mid $3-10 billion; Small $500 million-$5 billion; Emerging < $500 million or R&D Spending < $200
million, If multiple companies are involved in a project, it is assigned to the larger segment,
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years “reveals the extent to which many pharmaceutical companies have expanded through
M&A, as opposed to through organic growth and innovation.”?

This disconnect between small firm dominance in innovating new compounds and a
stable pack of large firms dominating product sales is reconciled by the extensive, industry-wide
pattern of acquisition, as mid-size firms acquire smaller firms and large firms acquire small, mid-
size, and large firms. This chain of acquisition serves large firms’ need for products and small
firms’ need for financing and expertise. Although small firms discover and do early development
on most new drugs, they may lack the financing and expertise needed to develop their drugs
through large clinical trials and regulatory approval, and then market and sell the drugs
nationally and globally. The R&D cost of bringing a new drug through regulatory approval at the
FDA has been estimated to range between $790 million? and $2.7 billion.** Small firms
typically obtain initial funding from venture capital (VC) and other sources of private and public
equity. But for funding costly late-stage clinical trials and undertaking sales and marketing,
many small firms either out-license their drugs or accept acquisition by larger companies that
need new drugs as patents expire on their older drugs and their in-house R&D fails to replenish
their product pipelines. Early-stage investors in small firms also welcome such acquisition as a
financial exit that enables them to recoup a return on their investment.

This pattern of acquisition of innovation-focused small firms by larger firms with
expertise in marketing and sales can create real resource savings. And it generally poses no
significant antitrust concems, as we discuss below. By contrast, when mergers occur between
larger firms that each already has significant sales revenues and marketing expertise, the
efficiency gains are less and the risks of harm to competition are greater due to the potential
increase in size-related bargaining leverage we elaborate below.

Although large pharmaceutical firms often rationalize their mergers by claiming
synergies in R&D and marketing, the evidence on the declining R&D productivity of large firms
relative to smaller firms, despite the large firms’ sequence of mergers, casts doubt on both the
claimed scale economies and the effectiveness of large mergers in enhancing R&D efficiency.?
Empirical studies confirm that larger pharmaceutical mergers are often a response to patent

22 AAIREPORT, supra note 8, at 12.

3 Vinay Prasad and Sham Mallankody, Research and Development Spending to Bring a Single Cancer Drug to
Market and Revenues after Approval, 177(11) JAMA INTER MED. 1569 (2017). This median cstimate appropriately
inclodes the cost of failures and cost of capital prior to launch; however, it is unrepresentative because it is based
solely on very small firms.

4 Joseph A, DiMasi et al., fanovation in the Pharmaceutical Industry: New Estimates of R&D Costs, 47 J. HEALTH
ECON. 20 (2016). This mean cstimate appropriatcly includes the cost of failurcs and cost of capital prior to launch;
however, it is unrepresentative because it is based solely on the largest firms, and it uses proprietary data that cannot
be verified.

% Comanor & Scherer, supra note 20, arguc that the pharmaceutical merger waves between 1989 and 2011 may
have contributed to the decline in R&D productivity over the same time period, reflected in the declining nunber of
new drug approvals despite rising aggregate R&D spending, as the consolidation of large firms reduced the number
of independent pathways secking to solve major medical problems.
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expirations on a large firm’s major products and gaps in its own pipeline of follow-on products.
Such patent expirations generate excess capacity in the firm’s administration, sales, and
marketing functions and threaten to erode its future revenues and profitability. Large acquisitions
are a strategy to acquire new compounds and to cut costs through restructuring that is at least
partially imposed on the target company.

The empirical data, however, provide no evidence that such mergers improve the firms’
underlying R&D productivity through economies of scale or scope,”® and much of the cost-
cutting in marketing and sales is not merger-specific, in other words, is possible without the
merger. One possible exception occurs if one firm brings global expertise and marketing reach
that the other firm lacked, as the synergies in such a case would be merger-specific. On the other
hand, size also brings the potential for increased bargaining leverage that may benefit the merged
firm and enhance its market dominance, but to the possible detriment of consumers.
Unfortunately, no studies have attempted to tease out how much each of these effects—real
efficiencies vs. increased leverage—contributes to the continued dominance of incumbent large
firms. Our objective here is simply to explain how mergers increase the bargaining leverage of
large pharmaceutical firms and to point out that these potential harms of size-increasing mergers
should be considered alongside any claimed synergies in evaluating such mergers.

The next sections describe how the institutional contexts of pharmaceutical markets in the
United States create competitive advantages for large firms and reveal potential anticompetitive
effects not captured absent the consideration of overall firm size in merger analysis.

T Negotiating with Insurers for Reimbursement?’

Size is an advantage for drug companies in their dealings with insurance payers in
healthcare markets. Insurance is a “necessary evil” that creates a third-party payer norm in these

26 Patricia M. Danzon, Sean Nicholson, Andrew J. Epstein. Mergers and Acquisitions in the Pharmaceutical and
Biotech Industry, 28 MANAGERIAL & DECISION ECON. 307 (2007) confirms that mergers tend to be undertaken by
firns that anticipate distress (low expected earnings growth as measured by Tobin’s Q). This implies that
measurement of the effects of mergers must adjust for the non-randoin selection of merging firms. In a study of 202
biotech and pharinaceutical mergers between 1988 and 2001 and controlling for mnerger propensity, Danzon et al.
found that firms that merged experienced, in the subscquent three years, a similar change in enterprise value, sales,
employees. and R&D, and had slower growth in operating profit, compared to similar firms that did not merge. A
more limited sample of 160 R&D -related acquisitions by 60 public firms between 1994 and 2001 also found that
firms with a high “desperation index” (expected years of patent Jife including marketed drugs and pipeline products)
were more likely to acquire another firm. This study found that pre-merger alliances between the parties were
positively correlated with both announcement period abnormal returns and one-year post-merger pipeline
improvement. They conclude that pre-merger alliances are a eans to reduce information asymuetries. M.J.
Higgins and D. Rodriguez, The Qutsourcing of R&D through Acquisitions in the Pharmaceutical Industry. 80 I,
FINANCIAL ECON. 351 (2006).

%7 For detail on the effects of insurance, reimbursement rules, and PBMs, see Patricia M. Danzon, Differential
Pricing of Pharmaceuticals: Theory, Evidence and Emerging Issues, 36 PHARMACOECONOMICS 1395 (2018);
Patricia M. Danzon, Pharmacy Benefit Management: Are Reporting Requirements Pro or Anti-Compelitive?, 22(2)
INTERNATIONAL J, ECON. BUS. 245 (2015); Patricia M, Danzon, Pricing and Reimbursement of Biopharmaceuticals
and Medical Devices in the USA, in 3 ENCYCLOPEDIA OF HEALTH ECON. 127 (Anthony J. Culyered., 2014).
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markets. Patients desire insurance as protection from the high and unpredictable costs of
healthcare. But insurance means that “someone else is paying.” This makes patients insensitive
to price, which creates incentives for health care producers to raise prices unless insurers adopt
constraints through their reimbursement rules.” In all high-income countries other than the
United States, payers limit the prices they pay for pharmaceuticals, for example, using cost-
effectiveness or other measures of a drug’s value. By contrast, in the United States,
pharmaceutical firms set their list prices freely. Private and public payers (insurers, employers,
Medicare, and Medicaid) then use PBMs® to negotiate rebates off Iist prices, in return for
favorable reimbursement.

In these reimbursement negotiations with insurers, size is an advantage for
pharmaceutical firms. The mechanisms through which size advantage operates depend on the
specifics of the payers’ reimbursement rules, which differ across dispensing channels in the
United States. We focus here on the two main channels, which together account for more than
80% of pharmaceutical sales: (1) pharmacy-dispensed drugs (pills, capsules, and liquids) and (2)
physician-dispensed drugs (injections and infusions, such as cancer drugs).

A. Pharmacy-dispensed drugs

Most private payers and Medicare Part D plans (which cover outpatient drugs for seniors)
use PBMs to manage price negotiations and make payments to drug firms and drug-dispensing
pharmacies. PBMs establish tiered formularies (lists of covered drugs), with drugs on preferred
tiers having lower co-payments as an inducement to patients. This ability to steer patients to
preferred drugs through formularies enables PBMs to negotiate rebates off drug companies’ list
prices in return for preferred and/or more exclusive formulary position and, consequently, larger
market share. 3" This PBM strategy is effective at reducing costs without significant harm to
patients in crowded drug classes (such as anti-ulcerants) in which several drugs are close
therapeutic substitutes, such that patients and physicians are willing to switch to the preferred
drugs in response to lower cost-sharing. By contrast, for specialty drugs that are more expensive
and more differentiated, patients and physicians are unwilling to change treatment plans for
modest co-payment differences, and formulary exclusions or barriers to access for some drugs
can cause harm to consumers. PBMs generally place these specialty drugs on separate tiers with

# Although most insured patients are responsible for co-payments, such cost-sharing is nsually modest and capped
by an annual “catastrophic” limit on a patient’s out-of-pocket expenses.

* Medicare Part D uses interiuediaries called Prescription Drug Plans (PDPs) that are similar to PBMs but bear
some insurance risk. We include this category in PBMs. As discussed below, see infra note Error! Bookmark not
defined., Medicaid obtains mandatory discounts off list prices.

3 For example, a formulary with only two drugs per class on the preferred tier will get larger rebates from drug
firms than a formulary with five preferred drugs per class, because each of the two preferred drugs on the more
restrictive formulary will gain larger market share than each of the five drugs on the less restrictive formulary.
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high co-insurance (20% to 30% of the list price) and may impose other barriers to coverage, such
as prior authorization or step edits,?' which may be linked to rebates.

PBM contracts with insurers or self-insured employers, for whom PBMs act as agents,
typically require that most rebates related to formulary structure are passed through to the payers.
The confidentiality of these drug-specific rebates has been deemed necessary to preserve the
incentives of drug firms to offer competitive rebates. *2 But the full pass-through of rebates is
unlikely and indeed would undermine the incentives of PBMs to negotiate rebates.

These arcane details of pharmaceutical markets have important implications for the
analysis of mergers. First, because consumers are heavily insured and price-insensitive, PBMs
act as agents for payers — and ultimately for consumers — to negotiate drug rebates on behalf of
payers and consumers. Price competition in these markets operates through drug firms offering
confidential rebates off their freely-set list prices, in return for preferred placement on a payer’s
formulary. One unfortunate by-product of this competitive mechanism is that drug firms and
PBM:s both have incentives to prefer a strategy of high list prices and large rebates, rather than
lower list prices and smaller rebates. This incentive structure contributes to the high and rising
list prices for brand-name drugs and the increasingly acrimonious debate over rebates.

A second unfortunate by-product of competition through rebates rather than list prices is
that it creates advantages for large firms. Specifically, a drug company with a large portfolio of
products, including blockbuster drugs (with high sales and potentially large rebate volume), has
more leverage and flexibility in negotiating with PBMs than a company with fewer or smaller
products.* This size advantage can be used in ways that are harmful to competition and to
consumers. For example, a large, multi-product firm with blockbuster products that generate
significant rebate revenue for a PBM can leverage the blockbuster through a bundled rebate
strategy to gain more exclusive positioning with less rebate for its own products or, in the
extreme, require exclusivity on the preferred tier for one or more of its drugs, which effectively

31 Prior authorization means that, as a condition of reimbursement, the physician must obtain the insurer’s approval
prior to treatment. Step edits require that a patient fail on a preferred drug before gaining coverage of a less-
preferred drug.

32 George 1. Stigler, 4 Theory of Oligopoly, 72 T, POLITICAL ECON. 44 (1964); Congressional Budget Office Cost
Estimate: “H.R. 1 Medicarc Prescription Drug and Modcrnization Act of 2003 as passed by the House of
Representatives on June 27, 2003 and S. 1 Prescription Dmyg and Medicare Improvement Act of 2003 as passed by
the Senate on June 27, 2003, with a modification requested by Senate conferees” (July 22, 2003).
https://www.cbo.gov/sites/ defanlt/fles/ 108th-congress-2003-2004/costestimate/hris 100.pdf: Danzon, Differential
Pricing of Pharmaceuticals, supra note 27. For a discussion of the interchangeability of rebates with other “financia
benefits” provided to PBMs, see Michael Carrier, A Six-Step Solution To The PBM Problem, HEALTH AFFAIRS
BLOG (Aug. 30, 2018).

3 In a Nash bargaining model, a firm with a large portfolio, including a “must-have” blockbuster product with high
sales and rebate volume, can impose a large loss of rebate revenue if it fails to reach agrecinent with the PBM,
compared to a small firm with a single product with small sales.
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blocks entry of a new drug to preferred status in these classes for the customers of this PBM,
even if the new drug has therapeutic advantages and/or offers a lower list and net price**

How a large firm would allocate its bargaining leverage between increased exclusivity
and higher prices in theory depends on the characteristics of the drug class, including price
elasticities. Despite this, several generalizations are possible. First, any increase in price would
take the form of lower rebates with specific PBMs, rather than an increase in list price because a
higher list price applies to all customers and may trigger an excess inflation rebate that a firm
must pay to Medicaid for list price increases that exceed inflation. Second, any use of bargaining
leverage to reduce the rebates offered would be very difficult to measure, as the reduction is
relative to the unobservable counterfactual of what would have been required to achieve a given
level of exclusivity in the absence of the bargaining leverage.

Third, for an incumbent firm with a leading product in a class, an exclusive contract that
obstructs the entry of a potential competitor, especially a superior competitor, would likely be
more profitable to both the firm and the PBM than raising its price to the PBM by reducing its
rebates because a competitor would reduce the incumbent’s revenues by stealing share and likely
reduce class-wide revenues, assuming the competitor enters at a lower list price and that class-
level demand is price-inelastic, due to both extensive insurance and disease-related limits on
most classes. Essentially, competitive entry is zero or even negative sum for the incumbent firm
and for the PBM, if class-level demand is price-inelastic and entry reduces average prices.

Fourth, the negative effect of entry on the potential surplus to be split between incumbent
and PBM is true a fortiori if the new entrant is a biosimilar competitor for the incumbent
producer of a biologic blockbuster that is nearing patent expiry. An incumbent has strong
incentives to use exclusive contracting, including bundled rebates, to bar entry of biosimilar
competitors for that blockbuster, whereas it is generally futile for a firm to attempt to block
generic entry following patent expiry on a blockbuster chemical drug. Under the Hatch-Waxman
Act, generic versions of chemical drugs can be approved by showing bioequivalence to the
originator drug.** Bioequivalent generics are substitutable by pharmacies, unless the physician
expressly requires the originator brand. PBMs generally place generics on their lowest co-

* The pharmaceutical firm may make a large rebate on a high volume, “must have™ blockbuster product conditional
on each of its products being onc of at most two preferred drugs in their respective classes on the formulary. If the
PBM were to add a new drug to any of these classes as a third option, it would forgo large rebate revenue on the
blockbuster drug that it could not make up froin a low-volume new entrant. especially if the entrant has a lowcr price
and lower rebate. In Shire v. Allergan, for example, Shire has alleged that Allergan made its rebates on its dry eye
drug, Restasis, and rebatcs on its glaucoma eye products counditional on Restasis beiug the sole prefcrred drug on
formularies of most large Medicare Part D drug plans, which allegedly blocked the adoption by Medicare Part D
plans of Shire’s superior drug for dry cye, Xiidra. 375 F. Supp. 3d 538 (D.N.J. 2019). Shire has argued that it would
be required to offer its drug below average cost in order to compensate the PBM for its loss of rebate revenue from
Allergan which was conditional on preferred tier exclusivity for Restasis. This differs from standard predation
because the incumbent is not offering its product below cost; rather, it relics on its large volume and product
bundling to offer a combined rebate that Shire could not match and cover its average cost. Uulike standard
predation, this is a sustainable strategy for the incumbent.

3 Drug Price Competition and Patent Term Restoration Act of 1984, Pub. L. No. 98-417, 98 Stat. 1585 (codificd as
amended at 21 U.S.C. §355).
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payment tier, to encourage patient acceptance of these cheaper products. Moreover, PBMs profit
directly from generic substitution through their own mail-order pharmacies. Given pharmacy
substitution of generics, it would be futile for the producer of the originator brand to attempt to
bar generic entry through an exclusive contract with a PBM, because pharmacies can substitute,
even if the brand is prescribed.

Biosimilars, on the other hand, are not bioequivalent and are not substitutable for the
originator biologic by pharmacies. Thus, biosimilars’ ability to compete by offering lower prices
depends critically on PBMs” willingness to place them on preferred formulary tiers. But given
their lower list prices and their low expected initial volumes, biosimilars cannot offer rebate
revenue to PBMs comparable to that offered by the incumbent originator. As a result, both the
originator and the PBM can gain by agreeing to a contract that excludes the biosimilar, as, for
example, the plaintiffs alleged in Pfizer Inc. v. Johnson & Johnson, discussed below.*®

In short, although large firms may use their bargaining leverage to either reduce rebates
or exclude competitor products, exclusion is likely to be the more profitable strategy if the large
firm has products in classes with few competitors and inelastic class-level demand, especially if
the large firm has biologics approaching patent expiry. Of course, some large firms may have
bargaining leverage based on prior mergers or even unrelated to mergers; nevertheless,
permitting large mergers that expand the portfolios and sales of already large firms exacerbates
these risks.

A group of unions and consumer and public interest organizations raised such concerns in
objecting to the recent proposed merger between AbbVie and Allergan.” The groups warned that
the merger “would enable AbbVie to use exclusionary practices . . . to limit the ability of rivals
to expand and enter.”*® In particular, they pointed to “rebate wall[s],” which occur when “a
manufacturer leverages its market-dominant position to secure preferred formulary access for its
products by offering lucrative incentives to PBMs and health insurers in the form of volume-
based rebates.”3® The rebates “are often offered across multiple products, indications, and
therapeutic specialties, the breadth of which cannot be matched by new and innovative
therapies.”™"” The groups worried that “combining AbbVie’s blockbuster drugs with Allergan’s is
likely to exacerbate . . . anticompetitive conduct, because the merged firm will have an increased
ability to bundle rebates across its enlarged drug portfolio in order to keep competing branded
drugs, generics, and biosimilars off of PBMs’ and insurers’ preferred position on their drug

formularies.”!

¥ 333 F. Supp. 3d 494 (E.D. Pa. 2018).
3 Letter from Families USA et al. to The Honorable Joseph J. Simons, Sept. 12, 2019,
: ANCWS, ¢ P .

¥ 1d. at 4.
3 1d.
0 Jd.
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One final advantage large firms can exploit comes from Medicaid. The “best price” rule
requires that a drug company give Medicaid the “best price” it offers to private buyers.** This
benefits large firms, which can allocate their rebates across products to achieve a given overall
price concession to the PBM with minimum revenue losses. A smaller firm with only a single
drug lacks the flexibility to allocate its rebates strategically across a portfolio of products and
thus has less leverage and faces higher overall contracting costs. This places small firms at a
competitive disadvantage relative to farger firms in bargaining for formulary placement.
Although in theory the enforcement of Medicaid best price rebates is the responsibility of
Medicaid, it is simply not practical for Medicaid to monitor evasions that occur through the
bundling of rebates across drugs in complex, muitiproduct contracts that are confidential. As a
result, even though an antitrust issue is not presented by the use of bundled rebating to avoid
paying Medicaid best price, it is relevant to determining the competitive effects of mergers.

In summary, mergers between large firms can expand their ability to use bundled rebate
strategies as an effective barrier to coverage or preferred tier status for competitor drugs in
multiple therapeutic categories, thereby biocking new drugs from smaller companies from the
preferred tier status that is needed to gain widespread adoption by patients, even if the new drugs
are superior, lower-priced, or both. The potential for such portfolio contracting to generate cross-
market effects from mergers of large firms is neglected by traditional, market-specific merger
analysis.

B. Physician-administered drugs

A drug firm’s overall size can convey similar advantages in negotiating to sell physician-
administered drugs that are covered under a private insurer’s medical benefit or Medicare Part B
(for seniors or the disabled). Traditionally, these drugs — infusions and injections that require
special handling — were distributed by specialty pharmacies that delivered them to the dispensing
physicians, who “buy and bill” the insurers directly. “Buy and bill” means that dispensing
physicians can profit (or incur l