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PRESCRIPTION DRUG COVERAGE IN THE
MEDICARE PROGRAM

TUESDAY, APRIL 30, 2019

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON HEALTH,
COMMITTEE ON ENERGY AND COMMERCE,
Washington, DC.

The subcommittee met, pursuant to call, at 10:30 a.m., in room
2322 Rayburn House Office Building, Hon. Anna G. Eshoo (chair-
woman of the subcommittee) presiding.

Members present: Representatives Eshoo, Engel, Butterfield,
Matsui, Castor, Sarbanes, Lujan, Schrader, Kennedy, Cardenas,
Welch, Ruiz, Dingell, Kuster, Kelly, Barragan, Blunt Rochester,
Rush, Pallone (ex officio), Burgess (subcommittee ranking member),
Upton, Shimkus, Guthrie, Griffith, Bilirakis, Long, Bucshon,
Brooks, Mullin, Hudson, Carter, Gianforte, and Walden (ex officio).

Staff present: Jacquelyn Bolen, Counsel; Waverly Gordon, Dep-
uty Chief Counsel; Tiffany Guarascio, Deputy Staff Director; Josh
Krantz, Policy Analyst; Una Lee, Chief Health Counsel; Aisling
McDonough, Policy Coordinator; Joe Orlando, Staff Assistant;
Kaitlyn Peel, Digital Director; Samantha Satchell, Professional
Staff Member; C. J. Young, Press Secretary; Mike Bloomquist, Mi-
nority Staff Director; Jordan Davis, Minority senior Advisor; Caleb
Graff, Minority Professional Staff Member, Health; Peter Kielty,
Minority General Counsel; Ryan Long, Minority Deputy Staff Di-
rector; Brannon Rains, Minority Staff Assistant.

Ms. EsH00. The Subcommittee on Health will now come to order.

Good morning, everyone. I am going to recognize myself for five
minutes for an opening statement.

OPENING STATEMENT OF HON. ANNA G. ESHOO, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF CALI-
FORNIA

Our subcommittee continues its work to lower drug prices for
seniors and for families across our country. Last month the mem-
bers of the subcommittee passed six bipartisan bills to make pre-
scription drugs more affordable by increasing market competition.
Today, we are going to take a close look at the Medicare program
to understand what is leading to high prescription drug costs for
the 60 million Americans who get their drugs through Medicare.

To inform our work, we have present at hand, Dr. Matthews, the
Executive Director of MedPAC, the Medicare Payment Advisory
Commission. MedPAC provides valuable nonpartisan advice to
Congress on the Medicare program.
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We need expert advice. Drug prices are skyrocketing and Con-
gress must act, and wants to act. Before we do, we have to, I be-
lieve, do as best we can to do a deep dive to understand the Medi-
care program and its challenges.

Medicare accounts for one out of every three dollars spent on pre-
scription drugs, and drug spending is growing rapidly each year.
Whether a patient gets their drugs at the hospital under the Part
B program, or the pharmacy counter through the Part D program,
costs are rising.

In the Part B program, Medicare drug spending doubled from
2009 to 2017. We spent $32 billion, that’s with a B, on Part B
drugs in 2017. Part D drug spending has also nearly doubled over
the past ten years. We spent $80 billion in the Part D program in
2017.

These rising costs are putting, I believe, unsustainable pressure
on the Medicare program and on America’s families. In a recent
Kaiser Family Foundation poll, 23 percent of seniors say it is dif-
ficult to afford their medications. I know it is true for my constitu-
ents, and for all of my colleagues constituents as well.

We hear from people on a consistent basis. They are worried that
when they leave their doctors’ office appointments with a new pre-
scription written out for them, they are not sure whether they can
pay for it, afford it or not.

America leads the world in innovative healthcare, but soon, few
people will be able to afford this cutting-edge care. This committee,
through our work on the 21st Century Cures Act, promoted devel-
opment of novel, breakthrough treatments. But, with the develop-
ment of these treatments has come increased spending.

Spending on drugs in specialty tiers has grown nearly 1,000 per-
cent over ten years, from $3.4 billion in 2007 to $37.1 billion in
2017.

Because Medicare has no limit on out-of-pocket spending, people
who rely on specialty drugs are hit especially hard. One study
found needing a single specialty drug could cause people on Medi-
care to spend anywhere from $2,000 to $16,000 out-of-pocket annu-
ally.

Every senior deserves high-value, innovative medicine to improve
their lives, but rapidly increasing costs affect their ability to get
the drugs they need. We need solutions.

Today’s hearing is yet another step closer to our, well, I would
say it is a very important step towards our bringing forward solu-
tions to what I just described.

Welcome to Dr. Matthews. I look forward to your expert advice
on improving the Medicare Part D program.

[The prepared statement of Ms. Eshoo follows:]

PREPARED STATEMENT OF HON. ANNA G. ESHOO

. Tolday, this Subcommittee continues its work to lower drug prices for seniors and
amilies.

Last month, the members of this Subcommittee passed six bipartisan bills to
make prescription drugs more affordable by increasing market competition.

Today, we are taking a close look at the Medicare program to understand what
is leading to high prescription drug costs for the 60 million Americans who get their
drugs through Medicare.
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To inform our work, we have Dr. Mathews, the executive director of MedPAC, the
Medicare Payment Advisory Commission. MedPAC provides valuable nonpartisan
advice to Congress on the Medicare program.

We need expert advice—drug prices are skyrocketing, and Congress must act.

Before we do, we must understand the Medicare program and its challenges.

Medicare accounts for one out of every three dollars spent on prescription drugs,
and drug spending is growing rapidly each year.

Whether a patient gets their drugs at the hospital under the Part B program or
the pharmacy counter through the Part D program, costs are rising.

In the Part B program, Medicare drug spending doubled from 2009 to 2017. We
spent $32 billion on Part B drugs in 2017. Part D drug spending has also nearly
doubled over the past ten years. We spent $80 billion in the Part D program in
2017.

These rising costs are putting unsustainable pressure on the Medicare program
and American families. In a recent Kaiser Family Foundation poll, 23 percent of
seniors say it is difficult to afford their medications.

I know it’s true for my constituents. I've heard from people that are worried when
they leave their doctors appointment with a new prescription and no way to pay for
it.

America leads the world in innovative healthcare, but soon, few people will be
able to afford cutting-edge care.

This Committee, through our work on the 21st Century Cures Act, promoted the
development of novel, breakthrough treatments. But, with the development of these
treatments has come increased spending.

Spending on drugs in specialty tiers has grown nearly 1,000 percent over ten
years—from $3.4 billion in 2007 to $37.1 billion in 2017.

Because Medicare has no limit on out-of-pocket spending, people who rely on spe-
cialty drugs are hit especially hard.

One study found needing a single specialty drug could cause people on Medicare
to spend anywhere from $2,000 to $16,000 out-of-pocket annually.

Every senior deserves high-value, innovative medicine to improve their lives, but
rapidly increasing costs affect their ability to get the drugs they need.

We need solutions. Today’s hearing will get us another step closer.

Welcome to Dr. Mathews and I look forward to your expert advice on improving
the Medicare Part B and D programs.

Ms. EsHOO And with that, I will now recognize Mr. Bucshon,
who will—is taking the place of Mr. Burgess this morning, who has
to be at the Rules Committee.

Ms. EsHOO Welcome. It is nice to sit next to you.

Mr. BucsHON. Thank you. It is nice to sit next to you, also.

OPENING STATEMENT OF HON. LARRY BUCSHON, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF INDIANA

Madam Chairwoman, thank you for holding this important hear-
ing today. I appreciate this opportunity to members to take a deep-
er look at the drug coverage offered to seniors under Medicare Part
B and Part D. These programs provide critical healthcare coverage
for American seniors. And getting a better understanding of where
these programs are today will help ensure that we can—they can
meet the needs of seniors tomorrow.

As we have been exploring drug pricing in this subcommittee and
in the committee, this is an important opportunity to hear from the
Medicare Payment Advisory Commission, a nonpartisan organiza-
tion that is tasked with providing technical advice to Congress.
MedPAC is an important resource for Congress as we look to ad-
dress challenging issues, such as Medicare’s ability to provide ade-
quate and affordable drug coverage to seniors, and the impacts any
programmatic changes may have on beneficiaries, providers, and
taxpayers.
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Medicare Part B covers drugs that are administered by a physi-
cian through infusion or injection in an office or outpatient setting.
These drugs include many high-cost chemotherapy agents, and
other critical lifesaving medications.

Medicare Part D provides a prescription drug benefit to bene-
ficiaries, and participation is voluntary. The Part D program has
been a success. According to a recent MedPAC report, it has im-
proved beneficiaries’ access to prescription drugs.

Generic drugs now account for nearly 90 percent of the prescrip-
tions filled. Enrollees’ average premiums for basic benefits have re-
mained around $30 per month for many years. More than 8 in 10
Part D enrollees reported they are satisfied with the program. Fur-
thermore, because of the deliberate structure of Part D, which
incentivizes private health insurers to compete against one an-
other, the program has been wildly successful in holding down
costs to taxpayers.

In 2016, Part D expenditures were approximately $100 billion,
which was less than half of the $205.5 billion projected by the CBO
in 2006. In fact, over the first ten years that Part D was in oper-
ation, CBO data shows that the program cost taxpayers $555.8 bil-
lion less than originally projected.

While Part B and Part D operate differently and cover different
medications, they both provide seniors with access to necessary
treatments and lifesaving drugs. It is important that any suggested
changes to these program be well understood, and the impacts on
patients, providers, and taxpayers be carefully considered.

The Trump administration has made a vow to lower costs of
drugs, and has proposed changes to both Medicare Part B and D,
to address the rising list prices, out-of-pocket costs for patients, and
costs to the Federal Government. These proposed changes to how
Medicare operates and provides drugs under Part B and D should
be carefully analyzed to understand their full impact.

It is important that members of Congress on both sides of the
aisle work together and, with the Administration, find solutions to
lower list prices and out-of-pocket costs while maintaining robust
access to seniors, without penalizing physicians, taxpayers, or sti-
fling innovation.

As the Energy and Commerce Committee considers legislative
proposals to address the high cost of drugs, I appreciate the impor-
tant resource that MedPAC provides Congress. I want to thank our
witness Dr. Matthews for being here today and I look forward to
your testimony.

I yield back.

[The prepared statement of Mr. Bucshon follows:]

PREPARED STATEMENT OF HON. LARRY BUCSHON

Madame Chairwoman, Thank you for holding this important hearing today.

I appreciate this opportunity for members to take a deeper look at the drug cov-
erage offered to seniors under Medicare Part B and D. These programs provide crit-
ical healthcare coverage for American seniors and getting a better understanding of
where these programs are today will help ensure that that can meet the needs of
seniors tomorrow.

As we have been exploring drug pricing in this committee, this is an important
opportunity to hear from the Medicare Payment Advisory Commission, a non-
partisan organization that is tasked with providing technical advice to Congress.
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MedPac is an important resource for Congress as we look to address challenging
issues, such as Medicare’s ability to provide adequate and affordable drug coverage
to seniors, and the impacts any programmatic changes may have on beneficiaries,
providers, and taxpayers.

Medicare Part B covers drugs that are administered by a physician through infu-
sion or injection in an office or outpatient setting. These drugs include many high
cost chemotherapy agents, and other critical life-saving medications.

Medicare Part D provides a prescription drug benefit to beneficiaries, and partici-
pation is voluntary. The Part D program has been a success, according to a recent
MedPac report,“It has improved beneficiaries’ access to prescription drugs. Generic
drugs now account for nearly 90 percent of the prescriptions filled. Enrollees’ aver-
age premiums for basic benefits have remained around $30 per month for many
years. More than 8 in 10 Part D enrollees report they are satisfied with the pro-
gram.” Furthermore, because of the deliberate structure of Part D—which
incentivizes private health insurers to compete against one another—the program
has been wildly successfully in holding down costs to taxpayers. In 2016, Part D ex-
penditures were approximately $100 billion—which was less than half the $205.5
billion projected by CBO in 2006. In fact, over the first ten years that Part D was
in operation, CBO data shows that the program cost taxpayers $555.8 billion less
than originally projected. !

While Part B and Part D operate differently and cover different medications, they
both provide seniors with access to necessary treatments and life-saving drugs. It
is important that any suggested changes to these programs be well understood, and
the impacts on patients, providers, and taxpayers be carefully considered.

The Trump Administration has made a vow to lower the cost of drugs and has
proposed changes to both Medicare Part B and D to address the rising list prices,
out-of-pocket costs for patients, and cost to the Federal Government. These proposed
changes to how Medicare operates and provides drugs under Part B and D should
be carefully analyzed to understand their full impact. It is important that Members
of Congress on both sides of the aisle work together, and with the Administration
to find solutions to lower list prices and out-of-pocket costs while maintaining robust
access for seniors without penalizing physicians and taxpayers, or stifling innova-
tion.

As the Energy and Commerce Committee considers legislative proposals to ad-
dress the high cost of drugs, I appreciate the important resource that MedPac pro-
vides to Congress.

I thank our witness, Mr. Matthews for being here today, and I look forward to
your testimony. I yield back.

Ms. EsHOoO. I thank the gentleman for his statement, and now
I recognize Mr. Pallone, chairman of the full committee, for five
minutes for his opening statement.

OPENING STATEMENT OF HON. FRANK PALLONE, JRr., A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF NEW JER-
SEY

Mr. PALLONE. Thank you, Madam Chair.

Today we are continuing this committee’s important work in pro-
viding Americans relief when it comes to the skyrocketing price of
prescription drugs. We have already passed several bills that will
remove barriers that delay cheaper generic drugs from coming to
market. Today we are focusing on the rising costs of prescription
drugs in the Medicare program so we can begin to think about so-
lutions to drive down costs for America’s seniors and for the Fed-
eral Government.

We have all heard the stories about Americans who cannot afford
their medications, who are rationing their life-saving therapies, or
choosing not to fill their prescriptions because they instead need to
put food on the table. At the same time, we have watched as pre-

1 https://www.americanactionforum.org/research/medicare-part-d-advancing-patient-health-pri-
vate-sectorinnovation/
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scription drug spending continues to cost the Federal Government
more and more each year. And we simply can’t afford to wait any
longer to fix this broken system.

The way drug prices are set, and the opaque drug supply chain,
has fostered a system that can be gamed for profit at the expense
of seniors who need access to affordable medicines.

I want to thank James Matthews, the Executive Director of
MedPAC, for testifying. MedPAC is a critical resource to Congress
and provides invaluable nonpartisan policy recommendations on
how to improve the Medicare program for beneficiaries. MedPAC
has conducted significant work on prescription drug pricing in the
Medicare program. I look forward to hearing from Dr. Matthews on
how we pay for drugs under Parts B and D, and how we can lower
drug costs.

But this is particularly concerning in the Part D program, where
high cost specialty drugs represent a large and growing share of
Part D spending. According to MedPAC, spending for specialty
drugs has grown more than ten times since the beginning of the
Part D program. That growth resulted in specialty drug claims
making up nearly a quarter of all gross Part D spending in 2017.
It is now estimated that between 2019 and 2023, nearly two-thirds
of newly-launched drugs will be considered specialty drugs.

These high cost specialty drugs are partly responsible for the fact
that each year more beneficiaries are reaching the catastrophic
phase of the Part D benefit. In 2016, over 360,000 Medicare bene-
ficiaries reached the catastrophic limit of $4,850 out-of-pocket, that
threshold, in just one visit to the pharmacy. That’s a significant
jump from only 33,000 beneficiaries in 2010, and this leaves bene-
ficiaries, particularly those with serious, chronic, or life-threatening
diseases at risk for substantial out-of-pocket costs.

I look forward to hearing from Dr. Matthews about MedPAC’s
proposal to add an out-of-pocket limit to the Part D program. I
hope we can work together on a bipartisan basisto implement some
of these ideas in order to provide seniors with peace of mind that
they will be protected if they need these high-cost therapies.

MedPAC has also noted that the current structure of the Part D
program may be eroding incentives for Prescription Drug Plans to
control costs. Currently, the Federal Government pays 80 percent
of the costs for Part D benefits in the catastrophic phase of cov-
erage. This means that payors may not be incentivized to effec-
tively manage costs for their most expensive enrollees since the
Government is footing most of the bill.

We will also discuss Part B drug spending, which has increased
at an average rate of almost 10 percent annually for the past dec-
ade. These increases are primarily driven by rising drug prices,
which have a direct impact on out-of-pocket costs for beneficiaries,
because most beneficiaries are responsible for paying a 20 percent
coinsurance on their Part D drug—Part B drugs. I look forward to
examining proposals to slow rapid price growth and increase com-
petition in the Part B drug program as well.

While most groundbreaking drugs are coming to market, they
really are saving lives, increasing quality of life, and helping sen-
iors to better manage diseases; but these therapies often come with
price tags that are unaffordable for the average American. And
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these prices represent a significant long-term financial challenge to
the Federal Government and to the Medicare program. We have to
find solutions that promote greater affordability and access. I look
forward to that discussion today.

I don’t think anybody else wants my time, Madam Chair, I yield
back. Thank you.

[The prepared statement of Mr. Pallone follows:]

PREPARED STATEMENT OF HON. FRANK PALLONE, JR.

Today we are continuing this Committee’s important work in providing Americans
relief when it comes to the skyrocketing price of prescription drugs. We have al-
ready passed several bills that will remove barriers that delay cheaper, generic
drugs from coming to market. And today we’re focusing on the rising costs of pre-
scription drugs in the Medicare program, so we can begin to think about solutions
to drive down costs for America’s seniors and for the Federal Government.

We have all heard the stories about Americans who cannot afford their medica-
tions, who are rationing their life-saving therapies, or choosing not to fill their pre-
scriptions because they instead need to put food on the table. At the same time, we
have watched as prescription drug spending continues to cost the Federal Govern-
ment more and more each year. We cannot afford to wait any longer to fix this bro-
ken system.

The way drug prices are set, and the opaque drug supply chain, has fostered a
system that can be gamed for profit at the expense of seniors who need access to
affordable medicines.

I’d like to thank James Mathews, the Executive Director of the Medicare Payment
Advisory Commission, for testifying today on this important issue. MedPAC is a
critical resource to Congress and provides invaluable nonpartisan policy rec-
ommendations onhow to improve the Medicare program for beneficiaries. MedPAC
has conductedsignificant work on prescription drug pricing in the Medicare pro-
gram, and I look forward to hearing from Dr. Mathews on how we pay for drugs
under Parts B and D and how we can lower drug costs.

This is particularly concerning in the Part D program, where high cost specialty
drugs represent a large and growing share of Part D spending. According to
MedPAC, spending for specialty drugs has grown more than ten times since the be-
ginning of the Part D program. That growth resulted in specialty drug claims mak-
ing up nearly a quarter of all gross Part D spending in 2017. It is now estimated
that between 2019 and 2023, nearly two-thirds of newly launched drugs will be con-
sidered specialty drugs.

These high cost specialty drugs are partly responsible for the fact that each year
more beneficiaries are reaching the catastrophic phase of the Part D benefit. In
2016, over 360,000 Medicare beneficiaries reached the catastrophic limit of $4,850
out-of-pocket threshold in just one visit to the pharmacy. That’s a significant jump
from only 33,000 beneficiaries in 2010. This leaves beneficiaries, particularly those
with serious, chronic, or life-threatening diseases at risk for substantial out-of-pock-
et costs.

I look forward to hearing from Dr. Mathews about MedPAC’s proposal to add an
out-of-pocket limit to the Part D program. I hope we can work together on a bipar-
tisan basisto implement some of these ideas in order to provide seniors with peace
of mind that they will be protected if they need these high cost therapies.

MedPAC has also noted that the current structure of the Medicare Part D pro-
gram may be eroding incentives for Prescription Drug Plans (PDPs) to control costs.
Currently, the Federal Government pays 80 percent of the costs for Part D benefits
in the catastrophic phase of coverage. This means that payors may not be
incentivized to effectively manage costs for their most expensive enrollees since the
Government is footing most of the bill.

We'll also discuss Part B drug spending, which has increased at an average rate
of almost 10 percent annually for the past decade. These increases are primarily
driven by rising drug prices, which have a direct impact on out-of-pocket costs for
beneficiaries because most beneficiaries are responsible for paying a 20 percent coin-
surance on their Part B drugs. I look forward to examining proposals to slow rapid
price growth and increase competition in the Part B drug program.

While more groundbreaking drugs are coming to market that are saving lives, in-
creasing quality of life, and helping seniors to better manage diseases, these thera-
pies often come with price tags that are unaffordable for the average American.
These prices also represent a significant, long-term financial challenge to the Fed-
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eral Government and to the Medicare Program. We must find solutions that pro-
mote greater affordability and access, and I look forward to the discussion today.

Ms. EsHOO. The gentleman yield back, and now I'm pleased to
recognize Mr. Walden, the ranking member of the full committee,
for five minutes for his opening statement.

OPENING STATEMENT OF HON. GREG WALDEN A REPRESENT-
ATIVE IN CONGRESS FROM THE STATE OF OREGON

Mr. WALDEN. Thank you, Madam Chairman. Thank you for hold-
ing this hearing.

This hearing continues this committee’s important work on
bringing down the costs of prescription drugs for seniors, frankly
for all Americans, and patients across thecountry, but especially
seniors in the Medicare program.

I want to thank our witness. Doctor, we are delighted to have
you here as Executive Director of Medicare’s Payment Advisory
Commission, more commonly known as MedPAC. The work you do
there, and your team, is really important. MedPAC provides a real-
ly valuable service to lawmakers. As an independent nonpartisan
commission, provides data analysis and policy recommendations to
improve the Medicare system, which we all care deeply about.

We value this input and we really appreciate the work of the
Commission.

Today, we call on MedPAC’s expertise with respect to rising pre-
scription drug costs in the Medicare system. This committee has a
long history on this issue, including the creation of Part D, which
some of us were on the committee then and did the full overnight
mark-up, and 60 amendments, and a lot of back and forth, but we
got it done. That was back in 2003.

Nearly 44 million Medicare beneficiaries use Medicare Part D
today. I remember there was talk then that nobody would write
one of those plans, it will never get off the ground, it will cost a
fortune. And, actually, it has worked pretty well. Now there are
some tweaks all these years later we need to look at.

It is important to note the overwhelming majority of seniors who
have Part D are satisfied with their plan. The premiums have re-
mained stable and, frankly, relatively low throughout the pro-
gram’s history. The program has largely been a good success, and
harnessing the power of competition to create a working market
has given consumers more choices than anybody thought possible,
and has helped keep prices down.

Now, there are challenges to Medicare Part D that have grown
over time and have saddled some beneficiaries with significant in-
creases in their out-of-pocket costs. Additionally, the share of Medi-
care Part D spending attributable to the catastrophic stage of cov-
erage, has increased from 14 percent of the program costs in 2006
to 40, 4 zero, percent in 2017. We should confront these issues now
to modernize Part D and keep drugs affordable for seniors and ad-
dress misaligned incentives to drive up costs.

The same goes for Part B where a small number of drugs rep-
resent a large percentage of Government and beneficiary spending
on the program. As others have noted, Part B drug spending has
increased almost 10 percent per year since 2009. While there has
been tremendous development, especially drugs, that can effec-
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tively treatcancer and other diseases in amazing ways, these rising
costs must also be confronted.

I look forward to hearing from our witnesses, or our witness, on
whether the current structure of how Part B drugs are reim-
bursed—can and should be modified to foster competition and to
lower prices. One consistent concern I hear about from my constitu-
ents in Oregon, and I have done 20 town halls so far this year, is
the high cost of prescription drugs. I know that my colleagues on
both siildes of the aisle have heard similar concerns in their districts
as well.

We have worked in a bipartisan manner on lowering drug costs
over the last several years. During my tenure as chairman of this
committee and during the first few months of this year we have
continued those efforts. I believe that that should continue. This
hearing will help us further our bipartisan work to lower drug
costs for American consumers and seniors who rely upon Medicare.

Thanks again, Doctor, for being here today and the good work
you do at MedPAC.

With that, Madam Chair, I yield back.

[The prepared statement of Mr. Walden follows:]

PREPARED STATEMENT OF HON. GREG WALDEN

Thank you, Chairwoman Eshoo for holding this hearing today. This hearing con-
tinues this committee’s important work on bringing down the cost of prescription
drugs for patients across the country, including seniors in the Medicare program.

I'd like to thank our witness, Dr. James Matthews, Executive Director for
theMedicare Payment Advisory Commission, more commonly known as MedPAC.
MedPAC provides a valuable service to lawmakers in Congress, as an independent,
nonpartisan commission providing data analysis and policy recommendations to im-
prove the Medicare system. We value this input and appreciate the work of the
Commission.

Today, we call on MedPAC’s expertise with respect to rising prescription drug
costsin the Medicare system. This Committee has a long history on the issue, in-
cluding the creation of the Part D benefit back in 2003 that nearly 44 million Medi-
care beneficiariesuse today. It’s important to note that the overwhelming majority
of seniors who have Part D are satisfied with their plan, and premiums have re-
mained stable and relatively low throughout the program’s history. The program
has largely been a success, harnessing the power of competition to create a working
market that gives consumers choice and keeps prices down.

There are challenges in Part D, however, that have grown over time and have
saddled some beneficiaries with significant increases in their out-of-pocket costs. Ad-
ditionally, the share of Part D spending attributable to the catastrophic stage of cov-
erage has increased from 14% of program costs in 2006 to 40% in 2017. We should
confront these issues now to modernize the Part D benefit, keep drugs affordable
for seniors and address misaligned incentives that drive up costs.

The same goes for Part B, where a small number of drugs represent a large per-
centage of Government and beneficiary spending on the program. As others have
noted, Part B drug spending has increased almost 10% per year since 2009. While
there has been tremendous development of specialty drugs that can effectively treat
cancer and other diseases in amazing ways, these rising costs must also be con-
fronted. I look forward to hearing from our witness on whether the current structure
of how Part B drugs are reimbursed can be modified to foster competition and lower
prices.

One consistent concern I hear about from my constituents in Oregon as I hold
town halls and other meetings is the high cost of prescription drugs. I know that
my colleagues on both sides of the aisle have heard similar concerns in their dis-
tricts as well.

We have worked in a bipartisan manner on lowering drug costs over the past sev-
eral years, during my tenure as Chairman and during the first few months of this
year. I believe that should continue, and this hearing will help us further our bipar-
tisadn work to lower drug costs for American consumers and seniors who rely on
Medicare.
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Thank you again to our witness for being here today, and I look forward to a pro-
ductive hearing.

Ms. EsHOO. The gentleman yield back.

Now I would like to remind Members that, pursuant to com-
mittee rules, all Members’ written opening statements shall be
made part of the record. So, get them in.

I would now like to introduce our witness for today’s hearing, Dr.
Jim Matthews. He serves as the Executive Director of the Medicare
Payment Advisory Committee, and a very important position, a
very important commission. And once again, thank you for being
here today to be instructive to us. And we certainly look forward
to your testimony.

You have testified many times in Congress, so I don’t think I
need to explain the lighting system to you. The most important one
is when it turns red, because that is when your five minutes are
up.
So, Dr. Matthews, thank you again. You are now recognized for
five minutes of testimony.

STATEMENT OF JAMES E. MATTHEWS, PH.D., EXECUTIVE
DIRECTOR, MEDICARE PAYMENT ADVISORY COMMISSION

Mr. MATTHEWS. Thank you. Good morning, Chairwoman Eshoo,
Dr. Bucshon, and distinguished committee members. On behalf of
MedPAC, a nonpartisan, independent congressional advisory agen-
cy, I am here to convey information on Medicare’s payments for
prescription drugs.

First, I will describe how Medicare pays for drugs under Part B
and discuss recent trends in spending and utilization.

Second, I will do the same with Part D.

Lastly, I will touch briefly on commission recommendations that
address these trends.

I will start with Part B. Part B covers drugs that are typically
administered by a provider, such as infused chemotherapy drugs.
Medicare pays for Part B drugs based on the average sales price
that manufacturers report for a drug, net of most rebates and dis-
counts. Medicare pays providers the actual sales price, plus a six
percent add-on, regardless of how much the individual provider has
spent to purchase the drug. Medicare makes a separate payment
to the provider for administering the drug.

Part B spending has grown roughly 10 percent a year since 2009,
reaching $32 billion in 2017. Growth in Medicare spending for
drugs under Part B is driven largely by rising prices, which ac-
count for two-thirds of overall spending growth, and which reflect
manufacturers’ significant pricing leverage. Under the current pay-
ment system, as drug prices rise, Medicare’s payments will follow.
And Medicare has few tools to affect prices under Part B.

Part D uses private plans to deliver Medicare’s outpatient pre-
scription drug benefit. Part D plans negotiate with pharmacies over
payment rates for filling prescriptions, and with drug manufactur-
ers for post-sale rebates. Medicare is prohibited from interfering in
these negotiations.

There are two components of Medicare’s payments to plans for
Part D basic benefits.
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First, there is a per-enrollee payment based on plans’ bids, which
reflects their expected costs for the Part D benefit for an average
enrollee.

The second is individual reinsurance, which are cost-based pay-
ments to plans for which Medicare covers 80 percent of the costs
in the catastrophic phase of the benefit.

Part B—Part D spending grew at about 7 percent annually be-
tween 2010 and 2017, reaching $80 billion. But Medicare’s reinsur-
ance payments for Part D enrollees who had drug spending high
enough to reach the catastrophic phase grew almost 20 percent an-
nually over the same period. Again, high cost therapies drive these
trends. Part D spending for high-priced specialty tier drugs grew
tenfold between 2007 and 2017. And, again, this growth is driven
by price.

In 2017, 370,000 beneficiaries filled a single prescription that
was so expensive it would push them into the catastrophic phase
of the benefit, up from just 33,000 such beneficiaries in 2010.

When plans have financial responsibility for insurance risk, they
face greater incentives to manage costs. However, growth in rein-
surance, recent changes to the coverage gap, and the growth in
high-cost medicines may be eroding plans’ incentives to and ability
to control costs. In fact, Part D’s benefit structure may give plans
a financial incentive to play certain high-cost, high-rebate drugs on
their formularies, even when lower cost alternatives are available.

Growth in drug prices substantially affects Medicare drug spend-
ing. This growth reflects both higher prices for existing products
and the launch of new high-price drugs. Yet, again, Medicare has
very limited influence over drug prices.

Recent commission recommendations attempt to address the
growth in Medicare drug spending. In Part B we would give clini-
cians an alternative to the “buy and bill” environment, and provide
incentives for them to use this approach.

In Part D we would shift more liability for costs in the cata-
strophic phase of the benefit to plans. In exchange, we would give
plans more tools and flexibility to manage enrollees’ utilization. We
would also eliminate beneficiary cost-sharing in the catastrophic
phase.

In sum, prescription drugs are essential to treating many med-
ical conditions, and Medicare must ensure that beneficiaries have
access to appropriate medication therapies. At the same time, high
prices for drugs make it difficult to ensure this access, while pro-
tecting the taxpayers and beneficiaries who funds the program. We
hope the committee regards the Commission as a resource as you
develop policies to address these critical issues.

Thank you.

[The prepared statement of Mr. Matthews follows:]
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Chairwoman Eshoo, Ranking Member Burgess, distinguished Committee members, I am
James E. Mathews, Executive Director of the Medicare Payment Advisory Commission
(MedPAC). I appreciate the opportunity to be here with you this morning to discuss
prescription drug payment policy under Medicare Part B and Part D. In my testimony I will

provide:

» abrief overview of how Medicare currently pays for drugs under Part B and Part D
and a description of what the Commission has identified as problems with the

incentives of those payment systems,
* alook at evidence of rising drug spending and drug prices within Medicare, and

o abrief description of the Commission’s standing recommendations for changes to

drug payment policies in Part B and Part D.

The Commission’s role

MedPAC is a small congressional support agency established by the Balanced Budget Act of
1997 (P.L. 105-33) to provide independent, nonpartisan policy and technical advice to the
Congress on issues affecting the Medicare program. The Commission’s goal is to achieve a
Medicare program that ensures beneficiary access to high-quality, well-coordinated care;
pays health care providers and health plans fairly, rewarding efficiency and quality; and

spends taxpayer and beneficiary dollars responsibly.

2

Prescription drugs are an essential component of health care. Because of their role in
medical treatment, it is important that Medicare make sure beneficiaries have access to
appropriate medications. However, it is becoming increasingly difficult to ensure that
access to medicines remains affordable for beneficiaries and financially sustainable for
taxpayers. For this reason, the Commission has devoted considerable attention to the issue
of drug spending in recent years. In 2016, the Commission recommended major changes in
the payment system for outpatient prescription drugs delivered by private plans in Part D.
In 2017, we also recommended substantial changes to the payment system for provider-

administered drugs under Medicare Part B. As T will describe in a few minutes, both sets of
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recommendations would improve payment incentives while using market competition to
constrain growth in drug prices. Even after those recommendations, the Commission has
continued to examine other potential changes with the goal of better ensuring that
appropriate prescription drug treatments are affordable to beneficiaries and sustainable for

the Medicare program,

Overview of how Medicare pays for drugs

Medicare accounts for about one-third of U.S. retail pharmaceutical sales. The program also
pays for drugs and biologics provided in nonretail settings, including medicines provided in
hospitals, physician offices, skilled nursing facilities, and other providers.' Across all
Medicare sectors, we estimate that spending for drugs and biologics grew from about 20

percent of total Medicare spending in 2007 to 23 percent by 2016.2

Medicare pays for drugs in different ways across its various payment systems. Most
institutional providers receive prospective payments, typically for a bundle of services that
includes drugs. Physicians and outpatient hospitals are generally paid separately for higher-
priced Part B-covered drugs. Under Part D, Medicare pays private drug plans a combination

of capitated payments based on plan bids and cost-based reinsurance subsidies.

In each payment system, Medicare’s influence over drug pricing is limited. For example,
when CMS administratively sets a bundled payment rate (e.g., as with the hospital inpatient
and dialysis facility prospective payment systems), it is providers who negotiate the price of
the drugs they administer. Medicare then sets payment rates that take into account the
agency’s estimates of providers® drug costs. Similarly, Medicare payments for high-cost Part

B drugs are based on the manufacturer’s average sales price (ASP) to physicians, hospitals,

! Biologics are large-molecule medicines derived from living organisms that are used to treat serious diseases
such as cancer, theumatoid arthritis, and multiple sclerosis. The term biologics encompasses a wide range of
products including vaccines, blood and blood products, allergenics, somatic cells, gene therapy, tissues, and
therapeutic proteins. Examples of biologics include monoclonal antibodies, therapeutic proteins, human insulin,
recombinant hormones, and growth factors. Biologics can be purified from natural substances, produced
through recombinant DNA technology, or manufactured through other methods. Hereafter, we use the term
drugs to refer to drugs and biologics unless otherwise noted.

2 This analysis determined drug and total spending under the inpatient and outpatient hospital, skilled nursing
facility, home health, and hospice payment systems; the physician fee schedule, Part B ASP-based system, and
other Part B providers (e.g., dialysis facilities); Part A and Part B benefits administered by Medicare Advantage
plans; and Part D.

2
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and other purchasers plus a 6 percent add-on (ASP + 6 percent).? In the case of Part D,

private plans negotiate prices for drugs, not the Medicare program.*

Part B drugs paid on the basis of ASP

Part B covers drugs that are administered by infusion or injection in physician offices and
hospital outpatient departments, as well as certain drugs furnished by suppliers. Medicare
Part B drug spending has been growing rapidly, more than doubling between 2009 and 2017,
Medicare Part B spending (including beneficiary cost sharing) grew from $15.4 billion in

2009 to $32.0 billing in 2017, increasing at an average rate of 9.6 percent per year.

Medicare pays physicians and outpétient hospitals for most separately payable Part B—-covered
drugs they furnish to beneficiaries at a rate of 106 percent of the manufacturer-reported ASP.'A
product’s ASP reflects the average price realized by the manufacturer for sales to all purchasers
net of rebates, discounts, and price concessions with certain exceptions.* Medicare pays
providers 106 percent of ASP for the drug regardless of the actual price a given provider pays
for it. CMS updates the Medicare Part B drug payment rates for each product with available
ASP data on a quarterly basis; these payment rates are publicly available on CMS’s website.

There is a two-quarter lag in the data used to set ASP + 6 percent payment rates. This lag is

3 Under the hospital outpatient prospective payment system, certain Part B-covered drugs (e.g., those that are
low cost) are bundled into the payment for other services rather than separately paid. In addition, by statute,
certain vaccines and blood products are paid based on 95 percent of average wholesale price (AWP) instead of
ASP + 6 percent.

4 Details about each of Medicare’s payment systems can be found in the Commission’s Payment Basics series
of publications available at http://medpac.gov/-documents-/payment-basics.

$ Manufacturers calculate ASP based on sales to all purchasers, excluding nominal sales to certain entities and
prices that are exempt from the determination of Medicaid best price (e.g., sales or discounts to other federal
programs, 340B-covered entities, state pharmaceutical assistance programs, and Medicare Part D plans, as well
as manufacturer coupons to consumers meeting certain criteria). Bona fide service fees are not considered price
concessions for the purposes of ASP. Bona fide service fees are fees paid by the manufacturer to entities such as
wholesalers or group purchasing organizations that are fair market value, not passed on in whole or part to
customers of the entity, and are for services the manufacturer would otherwise perform in the absence of the
service arrangement.
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1ecessary to permit time for manufacturers to submit ASP data and for CMS to calculate and

implement the new payment rates, ©

The ASP system enacted by the Medicare Modernization Act of 2003 represents a significant
improvement over the prior payment method that set a drug’s payment rate at 95 percent of
the average wholesale price (AWP). Under the ASP-based system that Medicare has used
since 2005, the program’s payment rates for Part B drugs are closer to the prices that
providers pay than under the prior AWP-based payment method. Despite its name, AWP
does not represent the average wholesale price. Rather, it can be thought of as a
manufacturer’s suggested list price, which does not have to correspond to any market-based
transaction price and does not reflect discounts. Under AWP-based payment, expenditures
for Part B drugs increased rapidly, more than 25 percent per year from 1998 to 2003. One of
the most significant factors driving spending growth was the AWP payment method. A series
of reports by the Department of Health and Human Services Office of Inspector General
(OIG) and the Government Accountability Office (GAO) showed that Medicare payment

rates under the AWP-based payment system were well above providers’ acquisition costs.

In addition to paying ASP + 6 percent for the drug, Medicare makes a separate payment to
providers for administering the drug to the patient (e.g., for infusing or injecting the product)
under the physician fee schedule or the hospital outpatient prospective payment system.
Medicare pays a dispensing or supplying fee to pharmacies that dispense inhalation drugs
and oral anticancer, oral antiemetic, and immunosuppressive drugs to beneficiaries; Medicare

also pays a fee to providers when they furnish clotting factors.

If a drug lacks ASP data, Medicare has alternative methods for paying for the product. For
new single-source drugs that initially lack ASP data, Medicare pays a rate of wholesale

acquisition cost (WAC) plus 3 percent for the first two to three quarters the product is on the

6§ Manufacturers are required to report ASP data for a calendar quarter within 30 days after the close of that
quarter, CMS then takes the data submitted by manufacturers and uses it to calculate the ASP + 6 percent
payment rates for the next calendar quarter. For example, ASP data for 4™ quarter of 2018 were used to set the
ASP + 6 percent payment rates for 2™ quarter of 2019. Manufacturers were required to report ASP data for 4t
quarter of 2018 by January 30, 2019. CMS then had two months to calculate, publish, and operationalize the
new payment rates so they would go into effect at the start of the next calendar quarter, which began April 1,
2019.
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market. For drugs that lack ASP data for reasons other than being new, such as the
manufacturer not reporting ASP data or the manufacturer having no-sales in a particular
reporting quarter, the payment method varies and may be 106 percent of WAC, 95 percent of
AWP, or invoice priced. WAC- or AWP-based payment methods generally result in
Medicare paying more for drugs than it otherwise would under the ASP-based formula.
These alternative payment methods do not incorporate rebates, discounts, and other price
concessions. Most, but not all, Part B drug manufacturers are required to report ASP data to
CMS. A recent Commission recommendation to require all manufacturers to report ASP data
would be an important step to ensure that it is not possible for overpayments to occur as a

result of manufacturers not reporting ASP data.

Payments for single-source drugs and originator biologics, multiple-source drugs, and
biosimilars are set differently. Each single-source drug and originator biologic is paid under
its own billing code at 106 percent of its own ASP; brand and generic versions of a drug are
assigned to the same billing code and paid the same rate equal to 106 percent of the volume-
weighted average ASPs; and each biosimilar is paid under its own billing code at a rate of

100 percent of its own ASP plus 6 percent of the originator biologic’s ASP.

An individual provider may purchase a drug for more or less than ASP for a number of
reasons. ASP is the average price from the manufacturer’s perspective. Generally, some
purchasers pay more than ASP and some pay less. For example, prices can vary across
purchasers of different sizes (e.g., due to volume discounts) or across types of purchasers
(e.g., physicians, hospitals, and pharmacies). In addition, the two-quarter lag in ASP data can
result in the average provider acquisition cost for a drug being different from the ASP used to
set the Medicare payment amount for a quarter. When prices increase or decrease, it takes

two quarters before that price change is reflected in the ASP data used to pay providers.
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The Secretary does not routinely collect providers® acquisition costs for Part B drugs.” To get
a sense of how physicians® drug acquisition costs compared to Medicare’s payment rate, in
our June 2016 report to the Congress, we analyzed proprietary invoice price data for 34 high-
expenditure Part B drugs from IMS Health Incorporated for the clinic channel of purchasers
(e.g., physicians and outpatient hospitals). That analysis found that for two-thirds of the 34
drugs, at least 75 percent of the volume was sold to clinics at an invoice price below 102
percent of ASP.® In addition, the analysis found evidence suggesting that some manufacturers
responded to the federal budget sequester that began in 2013 by changing their pricing
patterns in a way that mitigated the effect of the sequester for some providers. The sequester
effectively reduced Medicare’s payment rate for Part B drugs from 106 percent of ASP to
104.3 percent of ASP. Analysis of the IMS data found that across the 34 drugs, the median
75th percentile invoice price as a percent of ASP fell when the sequester was implemented
(from around 103 percent of ASP before the sequester to 101.5 percent of ASP in 2nd quarter
2(513)‘ This suggests that providers’ ability to purchase Part B drugs was generally
maintained following the implementation of the sequester because manufacturers appear to

have adjusted their prices to take into account the lower Medicare payment amount.

Although the ASP-based method is an improvement over the prior AWP-based method, the
ASP-based payment method has raised several concerns. There is concern about the overall
price Medicare Part B pays for drugs and the lack of price competition among drugs with
similar health effects. There is concern that the ASP-based payment method does not
consider evidence about a drug’s comparative clinical effectiveness, which means that a

drug’s payment rate is not related to whether it is clinically comparable to, better than, or

7 On a few occasions, the OIG compared the acquisition costs of selected drugs among a sample of providers to
Medicare’s payments rates under ASP. In the first quarter of 2010, OIG estimated that physician acquisition
costs for Lucentis was on average 5 percent below the Medicare payment rate. In the first quarter of 2009,
acquisition costs for end-stage renal disease drugs among independent dialysis facilities averaged 10 percent
below Medicare payment rates.

# The IMS Health Incorporated data were available by channel of purchaser. We examined the clinic channel,
which included physician offices, hospital outpatient departments, dialysis clinics, nonhospital surgical centers,
and public health service clinics. The IMS data for the clinic channel included discounted sales to 340B entities.
To avoid reflecting 340B prices in our estimates, we did not use data on the average invoice price. Instead, we
focused on invoice prices at the 75™ percentile (i.e., the 75" percentile reflects the price at which 75 percent of
the volume of a drug is sold at or below that price). The prices in the IMS data reflect all on-invoice discounts
and rebates but not off-invoice rebates. As a result, in some cases the IMS data overstate the actual end-price
paid by the purchaser.
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worse than its relevant alternatives. There is also concern about the financial incentives
providers face under the ASP payment system. In particular, the 6 percent add-on to ASP
may create incentives for some providers to choose higher-priced drugs over lower-priced
drugs. Since 6 percent of a higher-priced drug generates more revenue for the provider than 6
percent of a lower-priced drug, selection of the higher-priced drug may generate more profit,
depending on the provider’s acquisition costs for the two drugs. For example, the 6 percent
add-on of a drug with an ASP of $1,000 is $60; by comparison, the add-on of a drug with an
ASP of $100 is $6. It is difficult to know whether the percentage add-on to ASP is

influencing drug prescribing patterns because few studies have looked at this issue.

Part D

Part D is a voluntary prescription drug benefit in which Medicare beneficiaries obtain k
outpatient prescription drug coverage through competing private plans, Between 2007 and
2017, Part D program spending increased from about $46 billion to about $80 billion
(average annual growth of 5.6 percent). In addition to those taxpayer-financed amounts, in

2017 Part D enrollees paid $14 billion in premiums and nearly $17 billion in cost sharing.

Part D was designed to rely on competition among plans that bear insurance risk to manage
drug use and keep spending in check, while offering a benefit package that is attractive to
enrollees. Rather than Medicare setting prices administratively, Medicare pays Part D plan
sponsors that, through their pharmacy benefit managers (PBMs), contract with pharmacies
over payment rates for each prescription filled by an enrollee and negotiate with drug
manufacturers for prices and post-sale rebates. The Part D statute includes a
“noninterference” provision that says the Secretary “may not interfere with the negotiations
between drug manufacturers and pharmacies and PDP [prescription drug plan] sponsors.”
The law also says that the Secretary “may not require a particular formulary or institute a

price structure for the reimbursement of covered Part D drugs.”

Part D plan sponsors submit bids annually to CMS by the first Monday in June. Those bids
reflect plan sponsors’ expected benefit costs for an enrollee of average health. CMS adjusts
payments to plan sponsors based on the actual health status of the plans’ enrollees.

Medicare’s payments to Part D plan sponsors consists of two components: 1) the direct
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subsidy, which is a per enrollee capitated payment based on plans’ bids and 2) individual
reinsurance in which Medicare pays for 80 percent of an enrollee’s drug spending above Part
D’s out-of-pocket (OOP) threshold (cost-based payment). Together, the two forms of
Medicare payments are intended to cover 74.5 percent of the expected costs of standard
benefits, with enrollee premiums making up the remaining 25.5 percent. Part D also includes
a low-income subsidy (LIS) that pays plans certain premium and cost-sharing amounts on

behalf of about 12.5 million individuals who have low incomes and assets.

Medicare shares risk with Part D plan sponsors in three ways to counteract incentives for
sponsors to avoid enrollees who have high spending. First, CMS risk adjusts direct subsidy
payments to reflect each enrollee’s predicted spending. Second, Medicare pays individual
reinsurance for enrollees who reach the OOP threshold. Third, Medicare establishes
symmetric risk corridors unique to each plan. Under risk corridors, Medicare limits a plan’s
overall losses (or profits) by financing some of the higher-than-expected costs (or recouping

excessive profits).

The original design of the Part D benefit was intended to provide both basic coverage for
most enrollees who have relatively low drug spending as well as some catastrophic
protection for enrollees with high drug costs. In 2006, the defined standard basic benefit
covered 75 percent of drug spending above the deductible and all but 5 percent coinsurance
once an enroliee reached the OOP threshold (Figure 1). The benefit also included a coverage
gap in which enrollees paid 100 percent of the cost of prescriptions. The standard benefit was
later modified by the Patient Protection and Affordable Care Act to phase out the coverage
gap by 2020-—in part, by requiring manufacturers of brand-name drugs to provide a discount

on prescriptions filled by non-LIS enrollees in the coverage gap.
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Figure 1. Part D’s defined standard benefit structure has changed over time
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Note:  “Gross drug spending” refers to amounts paid at the pharmacy before postsale rebates and discounts.
The amount of drug spending at which o beneficiary reaches the outofpocket {OOP) threshold in 2011
and 2019 depends on the mix of brand-name and generic prescriptions he or she fills in the coverage
gap. The coverage-gap phase {between the initial coverage limit and OOP threshold) is depicted as it
would apply to brand-name drugs for an enrollee who does not receive Part D's low-income subsidy {LIS).
Non-LIS enrollees’ cast sharing for generic drugs in the coverage gap was 100 percent in 2006, 93
percent in 2011, and 37 percent in 2019.

Source: MedPAC depiction of Part D benefit structure as set by law.

The law also required that the manufacturers’ discount be counted as though it were the
enrollee’s own OOP spending for determining when he or she reached the OOP threshold.
That change lowered OOP costs for some beneficiaries, but it also increased the number of
non-LIS enrollees who reached the OOP threshold—the point at which Medicare begins to

pay individual reinsurance.

A 2018 change in law quickened the timeframe for closing the coverage gap from 2020 to
2019 by increasing the manufacturers’ discount on brand-name drugs from 50 percent to 70
percent. This change also reduced the portion of benefits that plans must cover for brand-
name drugs in the coverage gap from 25 percent to 5 percent. Because the discount is

counted as though it were the enrollee’s own spending, the increase in that discount lowered
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the QOP costs non-LIS enrollees must incur to reach Part D’s catastrophic phase. This means

that more enrollees are likely to reach the OOP threshold.

Medicare’s reinsurance (which covers 80 percent of enrollees’ spending in the catastrophic
phase of the benefit after rebates) has been the fastest growing component of Part D program
spending, with average increases of nearly 17 percent annually between 2007 and 2017. Over
time, a growing share of Medicare’s payments to plans have taken the form of cost-based
reinsurance subsidies rather than capitated payments. Between 2007 and 2017, the portion of
the basic benefit payments paid to plans through capitated direct subsidies fell from 55
percent to 21 percent, while the portion paid through Medicare’s reinsurance grew from 23
percent to 54 percent. Despite significant growth in catastrophic beneﬁts, average premiums
for basic Part D benefits have remained low, in part reflecting the effects of Medicare’s
reinsurance subsidy. As a result, taxpayers—not plans—bear an increasing share of the

insurance risk for Part D spending,

The Commission has highlighted how Part D’s unique benefit design, Medicare’s cost-based
reinsurance payments, and plan sponsors’ focus on premium competition can affect which
drugs a plan covers on its formulary. Because plan sponsors are not liable for much benefit
spending in the coverage gap, Part D’s structure may provide a financial advantage to
sponsors when they select certain drugs with high prices and large postsale rebates over
lower-cost alternatives. The dollar amount of rebates for certain drugs can be larger than a
plan sponsor’s liability for the associated benefit spending. For example, during the
coverage-gap phase, a plan could increase its net revenue by encouraging use of a brand-
name drug that received a rebate of 20 percent because the plan would only be liable for 5
percent of the prescription’s cost. In this sense, Part D’s benefit design may contribute to
growth in drug spending. The recent changes to the coverage gap, which further reduced plan

sponsors” liability, heighten those concerns.

Rising spending for prescription drugs in Part B and Part D
In recent years, growth in Medicare’s spending for prescription drugs under both Part B and

Part D has been driven by increases in average price per claim, particularly for high-cost
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brand-name therapies. Those increases reflect both higher prices for existing products and

high launch prices for new drugs.

Part B drugs ,

Price growth is the largest driver of Medicare Part B spending growth. Almost two-thirds of
the growth in Part B drug spending between 2009 and 2016 was accounted for by price
growth. Growth in Medicare’s ASP-based payment rates for individual drugs is driven by
manufacturer pricing policies. There is no statutory or regulatory constraint on how much

Medicare’s ASP-based payment rate for an individual drug can increase over time,

For separately payable drugs (excluding vaccines), Medicare Part B drug spending grew at an
average annual rate of 10.7 percent between 2009 and 2016, with 6.9 percentage points of the
growth due to an increase in price (as measured by the average annual payment per drug per
user) (Table 1). This 6.9 percent increase reflects a combination of factors—increased prices
for existing products, the launch of new high-priced products, and other changes in the mix

of drugs used.

11
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Table 1. Payments and utilization for separately payable Part B drugs,

2009-2016
Annual average
change,
2009 2016 2009-2016

Total payments: Separately payable Part B drugs

excluding vaccines (in billions of dollars) $12.8 $26.1 10.7%
Number of beneficiaries receiving Part B drug 2,840,166 3,750,634 4.1
Average payment per beneficiary $4,524 56,962 6.4
Average number of drugs per beneficiary 1.41 1.36 0.5
Average annual payment per drug (price increase) $3,206 $5,119 6.9

Note:  This analysis includes oll Part B drugs paid the average sales price plus 4 percent {ASP + 6 percent] as
well as the smalf group of Part B drugs that are paid bosed on the average wholesale price or reasonable
cost or that are contractor priced. “Vaccines” refers to the three Part B~covered preventive vaccines:
influenza, preumococcal, and hepatitis B. Total payments include Medicare payments and beneficiary
cost sharing. Data include Pari B drugs furnished by physicians, hospitals paid under the outpatient
prospective payment system, and suppliers. Excluded from the analysis were ony Part B drugs that were
bundled or packaged in 2009 and/or 2016 [i.e., drugs that were packaged under the outpatient
prospective payment system, regardless of the setting where they were furnished, and drugs furnished by
dialysis facilities}, drugs billed under nototherwiseclassified billing codes, blood and blood products
{other than clotting factor), and data for critical access hospitals and Maryland hospitals, The average
annual growth rates displayed in the table may differ slightly from the average annual growth rotes
calculated using the 2009 and 2016 values displayed in the table due to rounding.

Source: MedPAC analysis of Medicare claims data for physicians, hospital cutpatient departments, and suppliers.

Part B drug spending is concentrated in a small number of expensive products. In 2017,
Medicare spending (including beneficiary cost sharing) for the top 10 drugs paid under the
ASP system totaled about $13.6 billion, about 43 percent of all Part B drug spending that
year. Notably, all 10 of these products are biologics. Many of these products are used to treat
cancer or its side effects, while some treat macular degeneration, rheumatoid arthritis, and

other immunologic diseases.

The patterns of spending growth within the top 10 highest-expenditure products illustrate two
pricing factors driving spending growth: new products with high launch prices, and existing
products with price inflation. For example, two products—Opdivo and Keytruda—are recent
market entrants (approved in late 2014) and belong to a new class of immuno-oncology

biologics. Spending on these products in 2017 reached $1.5 billion and $1 billion,
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respectively, reflecting the products’ substantial launch prices. Average 2017 Medicare

spending per user for these products was about $51,000 and $48,000, respectively.’

Price growth among biologics that have been on the market longer has also driven spending
growth. For example, over the eight years between 2009 and 2017, the ASPs increased 44
percent for Remicade (which treats certain immunologic diseases such as rheumatoid
arthritis), 53 percent for Rituxan and Herceptin (which treat certain cancer types), and 89
percerit for Neulasta (which stimulates the growth of white blood cells after chemotherapy).
Although we lack data on Medicare expenditures beyond 2017, we do have ASP-based
payment rates through first quarter 2019. In the two years between January 2017 and January
2019, the ASPs for 5 of the top 10 products increased by more than 10 percent. Although
price declines have occurred among a few of the top 10 products, these declines have been
modest given the existence of competing products and the magnitude of spending on these
products. For example, Eylea and Lucentis are competing products used to treat macular
degeneration and related eye conditions, and they accounted for $3.5 billion 0of 2017 Part B
drug spending. Eylea’s ASP declined 2 percent since its launch and Lucentis’ ASP declined
11 percent between 2009 and 2019.

With biologics accounting for more than two-thirds of Part B drug spending and all 10 of the
highest-expenditure products, biosimilar approval and entry may offer savings potential, but
to date the effects have been modest. Two originator biologics paid under Part B—Remicade
and Neupogen—have faced biosimilar entry in recent years.'’ We have observed little
decline in the ASPs of Remicade and Neupogen, but we have seen lower and declining ASPs
for their biosimilars.!! As of the first quarter of 2018 (the most recent calendar quarter for
which complete utilization data are available), the use of biosimilars under Part B has been

mixed. Use of the more costly originator product Remicade accounted for 94 percent of

9 Because some beneficiaries begin treatment mid-year and treatment carries into the following year, average
spending per user in any given year understates the cost of a full year of treatment with the product.

0 Neupogen is used to stimulate the growth of white blood cells after chemotherapy.

' The ASP for the originator product Neupogen has remained roughly the same between the first quarters of
2016 and 2019 while the ASP for its biosimilar Zarxio has declined by 34 percent. The ASP for the originator
biologic Remicade declined 7 percent between 2017 and 2019; however, that decrease followed a 55 percent
increase in Remicade’s ASP between 2005 and 2017, The ASP for Remicade’s biosimilar Inflectra has declined
by 43 percent between the first quarters of 2017 and 2019,

13
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utilization while use of its biosimilars accounted for only 6 percent of utilization. By contrast,
utilization has shifted away from the more costly originator biologic Neupogen, with its

biosimilars accounting for 63 percent of the market in the first quarter of 2018,

In recent years, drugs furnished in physician offices account for the majority of Part B drug
spending, but spending on drugs furnished in hospital outpatient departments (HOPDs) has
grown more rapidly than drug spending in physician offices. Of total Part B spending in 2017
(including beneficiary coinsurance), about $18.4 billion was for drugs administered in
physician offices, about $12.3 billion was for drugs administered in HOPDs, and $1.8 billion
was for drugs furnished by suppliers. Between 2009 and 2017, Part B drug spending
increased at an average annual rate of 15 percent in HOPDs and 7 percent in physician
offices. The greater spending growth in HOPDs partly reflects a shift in site of service from
physician offices to HOPDs, particularly for oncology drugs.

Part D drugs

Overall growth in Part D spending is increasingly driven by the relatively few enrollees who
reach the catastrophic phase. In 2017, 3.6 million Part D enroliees (about 8 percent) had
spending high enough to reach the catastrophic phase of the benefit (high-cost enrollees).
High-cost enrollees accounted for nearly 60 percent of all Part D spending in 2017, up from

about 40 percent before 2011.

Among high-cost enrollees, nearly all growth in spending was due to increases in the average
price per prescription filled (Table 2). That growth reflects inflation of the existing products’
prices, greater availability of higher-priced drugs and biologics, and other changes in the mix
of medications prescribed. Between 2010 and 2017, the average price per standardized, 30-
day prescription for high-cost enrollees grew at an annual rate of 9.4 percent, while the
number of prescriptions filled per enrollee per month remained flat. This pattern is in stark
contrast to enrollees who did not reach the QOP threshold. The average price of their
prescriptions fell 2.9 percent annually, while the number of prescriptions they used grew by

1.3 percent annually.
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Table 2. Spending for high-cost enrollees drove overall Part D spending,

2010-2017
Average annual
2010 2017 growth rate,
2010-2017

High-cost enroliees

Average price per 30-day prescription $118 $221 9.4%

Prescriptions per enrollee per month 9.5 9.7 0.3%

Gross drug spending per enroliee per month $1,117 $2,140 9.7%
Lower-cost enrollees

Average price per 30-day prescription $41 $33 -2.9%

Prescriptions per enrollee per month 3.7 4.1 1.3%

Gross drug spending per enrollee per month $151 $135 -1.6%
All Part D enrollees

Average price per 30-day prescription $55 $67 2.7%

Prescriptions per enrollee per month 4.2 4.5 1.1%

Gross drug spending per enrollee per month $231 $302 3.9%

Note:  Spending includes all payments to pharmacies, including payments by drug plans, Medicare's low-
income subsidy, and beneficiary out of pocket, Changes in the average price per prescription reflects
both price inflation and changes in the mix of drugs used.

Source: MedPAC analysis of Part D prescription drug event data and denominator file from CMS.

Early on, the vast majority of spending was attributable to prescriptions for widely prevalent
conditions such as high cholesterol, diabetes, hypertension (high blood pressure), asthma,
depression, and gastroesophageal reflux. After the 2012 “patent cliff” of small-molecule,
brand-name drugs, manufacturers turned to producing orphan drugs, biologics, and other
specialty drugs that treat smaller patient populations for conditions such as rheumatoid
arthritis, hepatitis C, and cancer.'? These newer therapies are often launchéd at very high

prices, with annual costs per person sometimes reaching tens of thousands of dollars or more.

12 The “patent cliff” refers to a year in which manufacturers of widely-used brand-name drugs lost market
power over pricing because of expirations of patents and periods of exclusivity.
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Most Part D plans have a specialty tier for drugs with high prices.!* Since the start of Part D,
spending for drugs on specialty tiers has grown more than tenfold—from $3.4 billion in 2007
to $37.1 billion in 2017, Antineoplastics and antivirals accounted for nearly 10 percent and 7
percent, respectively, of total gross Part D spending in 2017. The price for one of the most
frequently used hepatitis C treatments (an antiviral) averaged about $31,000 per claim, and
many cancer therapies had prices that ranged from about $10,000 to over $14,000 per claim.
Because of their high prices, even a single claim for drugs in those classes would be
sufficient to meet the OOP threshold. In 2017, more than 370,000 enrollees filled such a
claim, up from just 33,000 in 2010.

Over the past decade, prices of drugs typically placed on specialty tiers have grown rapidly.
Between 2007 and 2017, prices of drugs placed on specialty tiers grew by a cumulative 145
percent. The price growth was even greater for some drug classes. For example, between
2007 and 2017, prices of antineoplastics grew by a cumulative 168 percent. While the prices
measured do not reflect postsale rebates or discounts, the 168 percent growth likely provides
a reasonable approximation of the growth in net prices. This is because, given the protected
class status and the general lack of close substitutes, Part D plan sponsors have limited ability

to negotiate rebates for antineoplastics.

Changes to Part D's coverage gap and manufacturer discounts combined with the expanding
role of high-cost medicines may be eroding plans’ incentives for and ability to achieve cost
control, The increase in brand-manufacturer discounts to 70 percent beginning this year
correspondingly decreases what plan sponsors must cover in benefits and likely weakens
sponsors’ incentives to manage spending. Going forward, increasing emphasis on specialty
drugs in the drug development pipeline will lead to greater use of high-cost medicines.
Higher demand for such medications would increase premiums for all enrollees and increase

Medicare program costs.

13 Under CMS’s current guidance, plan sponsors may place drugs that cost $670 per month or more on a
specialty tier. Before 2017, Medicare’s specialty-tier threshold was $600 per month.
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Recent Commission recommendations related to drugs
The Commission recommended to the Congress in 2017 changes to payment policy for Part

B drugs, and it recommended changes in 2016 and 2018 to improve Medicare Part D.

Part B drugs {June 2017 chapter'?)

In 2017, the Commission recommended a set of policies that seeks to improve the current
ASP payment system in the short term while developing, for the longer term, a voluntary,
market-based alternative to the ASP payment system. Specifically, the recommended short-

term actions would:

o Improve ASP data reporting. Currently most, but not all, Part B drug manufacturers
are required to report ASP data to CMS. The Commission recommended requiring all

manufacturers to report ASP data, with civil monetary penalties for failure to report.

¢ Reduce payment rates for drugs paid at 106 percent of wholesale acquisition cost
(WAC). The Commission recommended reducing the payment rate from 106 percent
to 103 percent of wholesale acquisition cost for new single-source Part B drugs that
initially lack ASP data and for existing drugs that lack ASP data. (CMS has adopted
this policy for new drugs but has not adopted it for other drugs that lack ASP data).

e Establish an ASP inflation rebate. This policy would require manufacturers to pay the
Medicare program a rebate when the ASP for a drug grows at a rate in excess of an

inflation benchmark.

o Establish consolidated billing codes. This policy would group an originator biologic

and its biosimilars into the same billing code to maximize price competition.

Over the longer term, the Commission recommended that Medicare develop the drug value
program (DVP) as a voluntary, market-based alternative to the ASP payment system for
physicians and outpatient hospitals, replacing the current buy-and-bill payment method. The

DVP’s intent would be to obtain lower prices for Part B drugs by permitting private vendors

1 Medicare Payment Advisory Commission. 2017, Report to the Congress: Medicare and the health care
delivery system, Washington, DC: MedPAC,
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to use tools (such as a formulary and, in certain circumstances, binding arbitration) to
negotiate prices with manufacturers and by improving incentives for provider efficiency
through shared savings opportunities. Under the program, a small number of DVP vendors
would negotiate prices for Part B drugs, but vendors would not ship products to providers.
Providers that chose to enroll in the DVP would continue to buy drugs in the marketplace but
at the DVP-negotiated price, and Medicare would reimburse those providers at the same
negotiated price. To encourage enrollment in the DVP, providers would have shared savings
opportunities through the DVP while the ASP add-on would be reduced gradually in the ASP
system. Savings achieved through the DVP would also be shared with beneficiaries (through

lower cost sharing) and with DVP vendors and Medicare.

Taken together, this recommendation takes a balanced, multipronged approach to improving
payment for Part B drugs and would achieve savings for beneficiaries and taxpayers. The
recommendation includes policies that would improve Medicare payment for Part B drugs,
through both a regulatory approach (by reforming the ASP-based system) and a market-based
approach (by developing a voluntary alternative DVP) and through policies that would
achieve savings not just by modifying provider payment incentives but also by creating

pressure for drug manufacturers to reduce or slow the growth of drug prices.

Part D drugs (June 2016 and March 2018 chapters')
The Commission recommended a combination of changes designed to improve the efficiency
and financial sustainability of Part D while maintaining the program’s market-based

approach.

One set of changes would give plan sponsors greater financial incentives to manage the
benefits of high-cost enrollees by shifting more of the plan payments from open-ended
reinsurance to capitated payments. Over a transition period, Medicare would significantly
lower the amount of reinsurance it pays plans from 80 percent of spending above the OOP

threshold to 20 percent, and the insurance risk that plan sponsors shoulder for catastrophic

5 Medicare Payment Advisory Commission. 2016. Report 1o the Congress: Medicare and the health care
delivery system. Washington, DC: MedPAC. Medicare Payment Advisory Commission. 2018, Report to the
Congress: Medicare payment policy. Washington, DC: MedPAC.
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spending would rise commensurately from 135 percent to 80 percent. The reduction in the
reinsurance would be accompanied by larger capitated payments to plan sponsors, so that

Medicare’s subsidy of basic Part D benefits would remain unchanged at 74.5 percent.

At the same time, sponsors would be given greater flexibility to use formulary tools. The
Commission recommended removing protected status from two of the six drug classes in
which plan sponsors must now cover all drugs on their formularies (antidepressants and
immunosuppressants for transplant rejection), streamlining the process for formulary
changes, requiring prescribers to provide supporting justifications with more clinical rigor
when applying for exceptions, and permitting plan sponsors to use selected tools to manage

specialty drug use,

Other parts of the Commission’s recommendations would exclude manufacturer discounts on
brand-name drugs from counting as enrollees’ true OOP spending, but would also provide
greater insurance protection by eliminating cost sharing above the OOP threshold. Because
enrollees who receive the LIS pay nominal cost-sharing amounts that provide little incentive
to use lower-cost drugs and biosimilars, the recommended improvements would also
moderately increase financial incentives by directing the Secretary of Health and Human

Services to modify some LIS copayments. 16

On net, the Commission’s recommendations would restrain Medicare’s drug costs and make
the benefit more affordable for beneficiaries and taxpayers. The recommendations enhance
the Part D benefit so that the program would provide real insurance protection against
catastrophic OOP spending. However, the recommendation would also expose some
beneficiaries to higher cost sharing in the coverage gap. Because of this, the Commission

noted that, to the extent that the adoption of this combined set of recommendations results in

16 1 the 2019 Part C & D final rule published on April 2, 2018 (Medicare Program; Contract Year 2019 Policy
and Technical Changes to the Medicare Advantage, Medicare Cost Plan, Medicare Fee-for-Service, the
Medicare Prescription Drug Benefit Programs, and the PACE Program), CMS lowered the maximum copay
applicable to biosimilars (and interchangeable biological products) for LIS beneficiaries who are subject to
copays and for non-LIS beneficiaries in the catastrophic phase of the benefit.
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net program savings, the Congress could consider enhancing protections for beneficiaries

facing high cost-sharing burdens.

Conclusion

Prescription drugs play a critical role in treating many medical conditions. As such, it is
important to ensure that beneficiaries have access to appropriate medication therapies. At the
same time, the Commission is concerned that high prices for certain drugs make it
increasingly difficult to ensure beneficiaries” access to medications while protecting
taxpayers and beneficiaries whose dollars finance the program. The Commission looks
forward to continuing to be a resource for the Committee as it deliberates on policies aimed
at ensuring access to and the affordability of clinically appropriate medications for

beneficiaries and taxpayers.
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Ms. EsHOO. Thank you, Dr. Matthews.

We have now concluded the opening statements and we will
move to member questions. Each Member will have five minutes to
ask questions of Dr. Matthews. I will start by recognizing myself
for five minutes.

Again, thank you, Dr. Matthews. In my opening statement I
spoke about the increase in spending on specialty drugs. And you,
you also have spent part of your testimony on specialty drugs in
the Medicare Part D program, and what that means for seniors.

You point out that plans may not have the incentive or the abil-
ity to control the costs of specialty drugs. So, what, can you restate
for us what exactly MedPAC believes what plans can do to better
manage the costs of the new specialty drugs?

And, of course it is not just Medicare being hit by the trend in
high-cost drugs. We have—well, I have some other questions, too.
Maybe I should just put all my questions out and you can answer
them.

Veterans’ Affairs, Medicaid, and private plans, how are they
managing this trend?

How to other Federal programs like the VA and TRICARE lever-
age their buying power for these products?

And what is the effect of high-cost drugs—well, we know what
the effect of high-cost drugs on beneficiaries is. Does MedPAC have
a recommendation relative to an out-of-pocket cap needed for Medi-
care drug costs?

I know that you said that Medicare has very little authority rel-
ative to pricing but, you know, we want to examine everything,
every angle of this Rubik’s Cube. And so, if we were to implement
such a cap, how would that affect the incentive for drug makers in
Part D plans that we have discussed?

So, those are my questions. And have at it.

Mr. MATTHEWS. Sure. So, and again thank you for the invitation
to testify and to clarify. This is my first testimony before Congress.

Ms. EsH0OO. Oh. Well, bravo. It is not so bad, is it?

Mr. MATTHEWS. Not yet.

[Laughter.]

Ms. EsHOo. This is a friendlier hearing room. It is smaller, it is
more personal. So, share your wisdom and your expertise with us.

Mr. MATTHEWS. Sure. So, your question has multiple components
and I am going to try and get to all of them.

First, as you know, Medicare has made a recommendation in
2016, and slightly modified that recommendation in 2018, to mod-
ify the structure of the Part D benefits. And the motivation behind
this recommendation hinges on the entry of high-cost, high-rebate
drugs into the Part D program, and the incentives that the plans
have to place those drugs on their formularies, even when lower
cost alternatives are available.

And the incentives are such that the plan can move a beneficiary
into the catastrophic phase of the benefits where the plan only has
15 percent liability for those costs under current law. The Medicare
program is liable for 80 percent, which it makes on a retrospective
cost basis. So, it is counter to the incentives that the plans have
to actually manage the benefit above the catastrophic limit.
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Plans are not the only actor that might have a role in managing
costs at that level. We have started to evaluate additional reforms
to the structure of the Medicare Part D benefit that would con-
template a role for the manufacturer to have some financial re-
sponsibility above that catastrophic phase, in contrast to current
law where the manufacturer is liable for a 70 percent discount on
brand name drugs within the coverage gap.

We are contemplating whether or not the incentives might be
better for beneficiaries and the program as a whole by shifting that
liability above the catastrophic threshold.

Ms. EsHOO. Is there any benefit to the beneficiaries relative to
rebates in this?

Mr. MATTHEWS. So, we think that by aligning the incentives for
the plans and manufacturers to bargain hard for costs and to man-
age utilization that that would probably have a more direct and im-
mediate effect on the majority or the totality of Part D enrollees
relative to rebates that have distorted effects with respect to any
individual beneficiary’s utilization and costs.

Ms. EsHOO. And the other, how the other programs, private
plans, Medicaid, VA, how are they managing this trend? How do
they leverage their buying power for these products?

Mr. MATTHEWS. So, so Medicaid has a couple of tools available
to the program. And, again, I am not deep on Medicaid because my
expertise is primarily Title 18, so I don’t want to stray too far out
of what I am able to talk about. But Medicaid benefits from a stat-
utory discount and also from a certain inflation rebate that governs
how much manufacturers can increase their prices.

Veterans’ Affairs is able to contract directly with manufacturers
and suppliers under the Federal Supply Schedule. They can do so
because they actually take delivery of products and can guarantee
utilization. But it is my understanding that sometimes VA has
been criticized in that they have a closed formulary that in some
cases has precluded access to certain innovative medications.

Ms. EsHOO. Well, my time has certainly expired. So now I would
like to recognize Mr. Bucshon, who is standing in for the sub-
committee ranking member, for his five minutes of questions.

Mr. BucsHON. Thank you, Madam Chairwoman.

Dr. Matthews, MedPAC in the past has recommended a vol-
untary market-based program for doctors to use third party ven-
dors to obtain drugs in Part D. The Administration, in its advanced
notice of proposed rulemaking, proposes setting up a similar sys-
tem but would make it mandatory for physicians to participate.

I have heard concerns from providers that requiring them to
switch to vendors could be very disruptive. Can you discuss why
MedPAC opted for a voluntary program, and what features you in-
cluded to foster competition on drug pricing?

Mr. MATTHEWS. Sure. One of the main reasons that led us to rec-
ommend a vendor-based approach to Part D drugs was the poten-
tial inflationary incentives inherent in Part B. Where the higher
the cost of the drug, the higher the six percent add-on that the pro-
vider who administers the drug receives from the program.

And the research is fairly limited as to whether or not providers
are actively acting on those incentives but, nonetheless, the incen-
tives are still there. And we feel that getting providers out of the
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financial incentives related to “buy and bill” would be better served
by having them focus more on selecting the drugs that are most ap-
propriate to the given patient.

And so, we have recommended a modernization of the prior com-
petitive acquisition program that Medicare used several years back
under which a vendor would be responsible for negotiating prices
with manufacturers, and the vendor would be able to pass on those
prices to the individual clinicians or providers who prescribe drugs
under Part B.

Mr. BucsHON. Can I ask a question there?

Mr. MATTHEWS. Sure.

Mr. BucsHON. Because if you add another middle person, just so
you are going to—you might, there might be some savings but you
are going to eat some of that up; right?

Mr. MATTHEWS. Under our construct there would be a couple of
parameters that would govern the ability of a provider to eat up
those savings.

One, under our construct savings would accrue to the vendor,
and savings wouldalso accrue to the clinicians who voluntarily
elected to participate in that vendor’s negotiated prices.

The second thing that we would do——

Mr. BUCSHON. So that would be the difference between voluntary
and mandatory then essentially; right?

Mr. MATTHEWS. Yes, sir, that’s correct.

Mr. BucsHON. OK.

Mr. MATTHEWS. The second thing we would do is under our rec-
ommendation we would have a requirement that the vendor nego-
tiate prices no higher than 100 percent of ASP as currently per-
tains to the market. So, there would be a couple of ways to govern
any potential price increases on the Medicare——

Mr. BucsHON. Well, couldn’t you, couldn’t you just do that?
Couldn’t we just do that without a vendor in the middle? We could
just say we are—I mean, that has been tried, right? There was a
demonstration project?

Mr. MATTHEWS. Yes, sir.

Mr. BUCSHON. In a previous administration cutting it down to
ASP plus I think two point some percent. I can’t remember.

Mr. MATTHEWS. So, the current sequester effectively reduces
Medicare payments for Part B drugs from the statutory ASP plus
six to ASP plus 4.3 percent.

Mr. BUcsHON. Yes, yes. OK, the demonstration project, which
didn’t happen

Mr. MATTHEWS. Right.

Mr. BUCSHON [continuing]. Was even lower than that.

Mr. MATTHEWS. Right.

Mr. BucsHON. I have another question, so I will move on from
there.

But first of all, as a physician I think there automatically is an
assumption that physicians out there will choose higher price, a
higher priced product to make more money. And I will just push
back on that and say that I think there are maybe people that
would do that. But I would argue that the vast majority of physi-
cians make decisions on which medications to use for patients
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based on known clinical knowledge based on standard of care in
their community. I just want to say that up front.

But we do, but there are incentives. Not disagreeing with that.

In MedPAC’s recommendation for Part D it suggests that plan
sponsors be given more financial incentives to manage the benefits
of high-cost enrollees by shifting more of the plan payments from
open-ended reinsurance to capitated payments. As part of a—part
of this suggestion, plan sponsors would be given more flexibility to
use “formulary tools.”

As a physician I have had some problems with those “formulary
tools” such as step therapy and prior authorization for many years.
That could delay patient access to timely medications, disrupt
treatment regimens for stable patients and create unnecessary phy-
sician burden.

Did MedPAC consider these potential impacts to patients and
physicians before providing this recommendation?

Mr. MATTHEWS. Yes, sir, we did. And, as always, there is a bal-
ance or set of tradeoffs involved in these kinds of decisions where
you want to give the plans the leverage with manufacturers to ne-
gotiate prices and incentive to manage utilization versus any po-
tential speed bumps that those tools put in front of providers and
patients in terms of timely access to the medications.

So, we have talked with stakeholders in the course of developing
our recommendations. And we do understand the frustration that
some of these utilization management tools create. But, at the
same time it is a question of the tradeoffs and the balance that we
are trying to achieve for the program as a whole.

Mr. BucsHON. OK, great. Thank you. My time has expired, and
I yield back.

Ms. EsHOO. I thank the gentleman and he yield back.

The Chair now recognizes Mr. Pallone, the full committee chair-
man, for his five minutes of questioning.

Mr. PALLONE. Thank you. Thank you, Madam Chair. And I want-
ed to kind of follow up on some of those things that you mentioned,
Madam Chair.

Let me start with Part D. MedPAC has analyzed that between
2007 and 2017, Part D program spending increased from $46 bil-
lion to about $80 billion, for an average increase of 5.6 percent per
year, which I think is unsustainable. So, Dr. Matthews, can you ex-
plain why we are seeing these steep spending increases in Part D?

And it is my understanding that a smaller portion of high-cost
beneficiaries are driving the majority of Part D spending; and is
that correct?

Mr. MATTHEWS. Yes, sir, that is correct.

As one of the members said in the opening statements, Part D
has been successful in shifting a substantial amount of utilization
among Part D enrollees to generics, which the Commission has
supported. But at the same time, we are seeing the entry of new
high-cost specialty drugs into the program. And over the last sev-
eral years it is those drugs that have been predominantly driving
the increases in spending that we have documented.

Mr. PALLONE. Now, I know you talked a little bit about some of
MedPAC’s solutions to control spending in response to Chairman
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Eshoo. But would you, would you develop that a little more? What
are some of MedPAC’s solutions to control spending inthe future?

Mr. MATTHEWS. OK. So, again, under Part D one of the key ele-
ments that we would do is restructure the benefit to give plans
more of an incentive to manage utilization above the catastrophic
limit. We feel that having the program be responsible for 80 per-
cent of those costs above the catastrophic limit is inconsistent with
the notion that Part D was founded on, which was that Part D
plans would compete with manufacturers in order to generate the
best possible price for the enrollees in order to keep premiums low.

So, we feel that the incentives currently has negated plans’ abil-
ity to do that somewhat.

As we have been discussing the growth in Medicare spending for
drugs under Parts B and D since then, we have become more at-
tuned to the influence of these new, high cost therapies. And we
are starting, as I said earlier, to contemplate whether or not manu-
facturers, who do indeed control the price, should have a greater
liability for spending in the catastrophic phase of the benefit.

Again, the Commission has not made any formal recommenda-
tion there yet, but it is something that we are very actively en-
gaged in doing.

Mr. PALLONE. Let me get into two more questions. This is the
last one on Part D, then I want to ask about Part B.

You talked about generics. You know, we are very proud of the
fact that on a bipartisan basis we reported out a package of generic
competition bills that I think are going to go to the floor soon. But,
of course, if you have these single source drug therapies, there is
no competition. Right? So, we know often that these innovative
products can change lives, the single source. But without competi-
tion how difficult is it to control the cost of those therapies in par-
ticular?

Mr. MATTHEWS. We believe it is difficult. And that is one factor
that has led us to contemplate going further than our 2016 benefit
restructuring recommendation. And again, here the recommenda-
tion was to have plans liable for 80 percent of those costs.

But, if we are talking about true sole-source products for which
there are no competitors, the plans are going to have fairly limited
negotiating leverage with which to negotiate hard on price with the
manufacturers.

And that is why we are starting to contemplate whether or not
the manufacturers should have some liability for costs above the
catastrophic phase.

Mr. PALLONE. All right. Now let me address Part D.

I was struck by the rate of rapid annual growth in Part D drugs
mentioned in your testimony, almost 10 percent spending increases
annually for the past decade. So, one question.

Could you provide some examples of the most expensive drugs in
the Part D program and the conditions they treat? And what are
some of the annual per-user costs for these drugs? And what is the
beneficiary’s responsibility for these costs?

Mr. MATTHEWS. Sure. And just to clarify, this is D?

Mr. PALLONE. D now. This is my only question about D, yes.

Mr. MATTHEWS. Yes, of course.



38

So, a lot of the high-cost drugs that we have been seeing over the
last several years are high-cost specialty drugs, predominantly bio-
logics. All of the top ten drugs for Part Din terms of spending are
biologics. They are used to treat conditions such as cancer and its
side effects, rheumatoid arthritis, and ocular conditions such as
macular degeneration.

Mr. PALLONE. All right. Thank you so much.

Thank you, Madam Chair.

Ms. EsHOO. I thank the gentleman, and he yield back.

The Chair now recognizes Mr. Walden, the full committee rank-
ing member for his five minutes.

Mr. WALDEN. Thank you, Madam Chairwoman.

And again, Doctor, thank you for the work you do, and your
team.

We know that a lot of surveys show seniors like Medicare Part
D, like a 90 percent approval rating. But we also see some dis-
turbing trends. I wanted to ask you about some of that.

I hear a lot about the rising out-of-pocket costs for seniors. And
I have some concerns that some of the changes to the Part D pro-
gram provide incentives to use brands over generics, and particu-
larly as it relates to true out-of-pocket cost, the acronym TrOOP,
calculations.

So, if a senior used only generics they would have to spend about
$5,100 to reach the catastrophic stage of coverage; correct?

Mr. MATTHEWS. Yes, sir. That sounds about right.

Mr. WALDEN. And so, due to the way TrOOP is calculated, I am
told a senior would have to spend only $2,275 in a year to reach
catastrophic coverage if they use only brands. Is that?

Mr. MATTHEWS. Without commenting on the specific dollar
amounts, I believe the proportions are correct.

Mr. WALDEN. OK. And how have these incentives then affected
Part D formularies and plan design? What is happening in this?

Mr. MATTHEWS. So, we do see a trend where plans have in cer-
tain instances included high-cost, high-rebate drugs on their
formularies even when lower cost alternatives are available.

And the idea here is that the high-cost drug is going to get the
beneficiary into the coverage gap sooner than a lower cost brand
name drug, or a lower cost generic. And it is above the coverage
gap in the current construct where the plan only has 15 percent
liability for those costs.

And so, arguably, there are instances where the size of the re-
bate for certain drugs can be so great as to even begin to offset
their 15 percent liability above that catastrophic limit.

Mr. WALDEN. So, what is the effect for taxpayers, and what is
the effect for consumers for that?

Mr. MATTHEWS. So, for taxpayers then the fastest growing com-
ponent of Medicare spending for Part D is the reinsurance pay-
ments that the program makes to plans. And these are payments
that reflect plans’ costs for these extremely high-cost enrollees. But
these payments are also funded directly by the Medicare program.

So, the fact that these reinsurance payments have been growing
for 20 percent year over year for the last ten years is detrimental
to taxpayers. And to the extent that these costs are reflected in the
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calculation of Part B premiums, it is detrimental for the bene-
ficiaries who are paying for these premiums.

Mr. WALDEN. All right, thank you very much. I will yield back,
Madam Chair.

Ms. EsHOO. I thank the gentleman. He yield back.

The Chair now recognizes the gentlewoman from California, my
friend Congresswoman Matsui.

Ms. MATsUL Thank you so much, Madam Chair.

And thank you, Dr. Matthews for joining us today.

While it is important to focus on lowering the price of prescrip-
tion drugs to patients and to ensure the sustainability of the Medi-
care program, we can’t lose site of the need to protect beneficiaries’
access to necessary medications. As you know, the
Administrationlast fall proposed changes to the protected class pol-
icy that would allow Part D plan sponsors to add restrictions or
otherwise limit prescription medications in the six protected class-
es.
The protected class policy is an important safety net for patients
who absolutely need potentially life-saving medications to treat a
complex medical condition. I am particularly concerned that chang-
ing protected class policy will jeopardize Medicare beneficiaries’ ac-
cess to the full range of medicines for treating mental illness.

For example, antidepressant medication impacts individuals dif-
ferently and, as such, can take time to find the right treatment
that works for any given individual. And earlier this month I wrote
a letter to my colleagues to CMS expressing this concern.

Dr. Matthews, I understand that MedPAC has recently consid-
ered similar changes to two of the six protected classes, including
antidepressants. Given my concern around access for Medicare’s
most vulnerable beneficiaries, I am interested in your thoughts on
how we can continue to ensure the availability of needed medica-
tions while making changes to protect the classes?

Mr. MATTHEWS. Sure. Yes, ma’am, I'm happy to address that.

As part of our 2016 recommendations on Part D, we did rec-
ommend removing two categories of drugs from the protected class-
es, one of which was antidepressants. The second one was
immunosuppresives used after transplant surgery.

The rationale here was that there do seem to be enough alter-
natives in those two categories that plans could be able to put to-
gether a formulary that accommodated the clinical needs of most
beneficiaries needing those drugs without being constrained by
having to cover every drug on those protected classes.

The Administration’s proposal is a little bit different. I don’t
think they have recommended eliminating any of the protected
classes, but have proposed giving plans more ability to use utiliza-
tion management within those classes.

Again, you know, the balance here is beneficiary access relative
to plans’ ability to negotiate with manufacturers for price. And if
the plan has to cover every single drug in a protected class, they
have virtually no leverage in order to negotiate with a manufac-
turer. So, it is those tradeoffs that led us to the recommendation.

The last thing I would say is we would, in either instance, in our
recommendation or with respect to the Administration’s proposal,
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we would believe that there is a strong need for a well-functioning
appeals process that beneficiaries can avail themselves of.

Ms. MaTsul I agree. Yes, that would be good.

But on the other hand, you know, we have had experience with
people with mental illness. And in particular, as you know, the
therapy involved there is very difficult to get the right medication.
And then to have to go back again to start over since there we
know that is not going to work anyway. And I just really hope that
whatever process you decide to implement is really going to be very
sensitive to that.

Because we would hate to lose the ability for individuals who al-
ready found a therapy to be able to continue in some way.

Mr. MATTHEWS. Yes. We are keenly aware of the unique nature
of treatments for behavioral disorders.

Ms. MATsul. OK. I want to talk a little bit about out-of-pocket
spending for beneficiaries in Medicare Part D. And I am concerned
about patient access issues created by the fact the Part D program
does not currently have an out-of-pocket limit. It means that some
seniors who have significant drug spending, often those with chron-
ic diseases or those who are severely ill, will continue to pay a cost-
sharing obligation even in the catastrophic phase, and even after
spending thousands of dollars out-of-pocket.

I know that MedPAC has recommended reforming the Part D
benefit to eliminate cost sharing above the out-of-pocket threshold.
Can you explain MedPAC’s recommendations to cap out-of-pocket
expenses for Part D beneficiaries, and how this change might im-
pact premiums and other aspects of the benefit design?

And I only have about 15 seconds here.

Mr. MATTHEWS. Sure. So, we did indeed recommend in 2016 cap-
ping the beneficiary’s financial obligation above the catastrophic
phase. The motivation was that if the beneficiary is incurring that
kind of cost, coinsurance is not a drag on inappropriate utilization
but it is potentially punitive at that point from the beneficiary’s fi-
nancial perspective.

Ms. MaTsul. OK. I yield back my time. Thank you.

Ms. EsHOO. I thank the gentlewoman. She yield back.

I now would like to recognize the gentleman from Illinois, Mr.
Shimkus, for five minutes of questions.

Mr. SHIMKUS. Thank you, Madam Chairman. And I want to
thank you for having this hearing today.

Dr. Matthews, welcome. We appreciate your input. And it is very
helpful. We just need to take action, and that is what this hearing
is.
I also appreciate your comments on trying to clarify the how is
VA different. I know that is kind of out of your window. But, that
there is a formulary and so the formulary is narrow, so even our
veterans may not get the full scope of drugs available in our coun-
try because they are purchasing and making contracts. And we al-
ways have to try to explain that in this process because sometimes
it gets lumped together and say, well, why can’t you do it that way?
And I guess if you have lower cost, that is good. But if you don’t
get the drug, the blockbuster drug, then it is bad. So, then there
is—there is that balance.
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I also appreciated, talking just Medicare D, what benefit was
provided to our seniors for health and prescription drugs prior to
Medicare D?

Mr. MATTHEWS. There was no real outpatient prescription drug
benefit.

Mr. SHIMKUS. There was none. So, I mean, again, for, just for an
instruction purpose, we wrestled with how to get Medicare. In fact,
a lot of conservative Republicans got beat up quite a bit on this be-
cause we expanded in essence an entitlement and mandatory
spending program. But modern medicine said prescription drugs
has to be part of the fix.

I know the chairman has left, but we had some great fights, and
debates, and battles. And Chairman Pallone was most angry about
the donut hole provisions which we placed in there for budgetary—
to make the numbers work.

So, I was surprised when I met with a constituent because I
don’t follow this as closely as you all do, and we have a new world
of drugs on the market prior to what we did in 2003. They are life-
saving drugs, they are biologics, they are especially new block-
buster drugs are very, very expensive.

So, I had a constituent who provided me with this, a biologic. It
is actually ant—let me look down there. What was it? Enzyme.
Come on, come up here so you can tell me. All right, enzyme defi-
ciency. So, this is at a cost a year of $348,000.

So, then I was kind of going through how Medicare D got estab-
lished. And I drew the donut hole. I said, you pay here, you fall
into the donut hole, you have to pay it all. And then it was our in-
tent that once you came out of the donut hole that you would be
covered. So, I think some of your proposals are trying to address,
well, you know, the answers to Doris, Congresswoman Matsui’s
concerns about end of out-of-pocket cost.

And then I was surprised when he provided me information that
the percentage cost. This is 22,000, 348,000 over a year, 22,000 a
month. They are still on the hook for a percentage of that.

Mr. MATTHEWS. Yes, sir. Correct.

Mr. SHIMKUS. So for those who were in that room in 2003
thought that once they got out of the donut hole they had kind of
gotten home free. That is not true, is it?

Mr. MATTHEWS. No, sir, it is not.

Mr. SHIMKUS. Yes, and it is not true for my constituent either.
So, I appreciate him meeting me. We actually met in a bar, you
know, as I was traveling through my district, which is very large.
Yes, we did have to have a few drinks after I heard that cost of
that, they were having the burden.

So, we need to address this, you know, this major expense. And
if Medicare D is supposed to be an insurance plan and then there
is a catastrophic portion, there is eventually a time when—and I
think that is your reinsurance provision and those other proposals,
am I correct?

Mr. MATTHEWS. That’s correct. Yes, sir.

Mr. SHIMKUS. So, I just thank you for being here. It is my under-
standing that you are an independent agency and you advise us.
So, I would hope, Madam Chairman, that we would take your
counsel and try to address especially this end of the process be-
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cause Medicare D does—seniors pay in. I mean, so they are part
of the solution. They are not just, it is just not all Government so-
lution because it is an insurance plan that they are partners with
and they choose. We need to help them on the back end.

So, with that I appreciate your time. Thank you, Madam Chair-
man. And my time has expired.

Ms. EsHOO. I thank the gentleman. Excellent questions.

I now would like to recognize the gentleman from Oregon, Mr.
Schrader, for five minutes of questions.

Mr. SCHRADER. Thank you, Madam Chairwoman, I appreciate it.

Dr. Matthews, thanks—I need some medication myself—thank
you for taking time to be here.

As you may or may not know, my State of Oregon is taking steps
to increase the number of payments tied to performance in Med-
icaid. Specifically, they are using an 1115 waiver to work with our
coordinated care organizations and network providers to create a
plan to have a value-based payment by 2022. Other states are also
trying to set up these arrangements.

Has MedPAC evaluated either in specific cases or more broadly
whether Medicare may benefit from value-based payments and
tying the reimbursement to actual outcomes? What, if any, barriers
are in the way for that?

Mr. MATTHEWS. So, we are aware of the emergence of these types
of value-based arrangements, both here in the United States and
in European countries. It is my understanding that the evidence on
the long-term effectiveness of these arrangements simply does not
yet exist, that these are new enough that a broad base of evidence
hasn’t been generated to ascertain that they have, they can exer-
cise the potential that the stakeholders believe is there.

With respect to Medicare, one potential impediment to the broad
use of these sorts of value-based arrangements is the voluntary na-
ture of Part D. So, a plan may enter into a manufact—an agree-
ment with a manufacturer that is contingent on certain beneficiary
outcomes that may not manifest themselves until after the lapse of
a period of years. But Part D is a voluntary benefit, and a bene-
ficiary can move from one plan to the next year after year. And so,
a plan may not see the benefits of its investment in these arrange-
ments for a particular enrollee.

So that is one potential logistical obstacle in Part D as currently
designed.

Mr. SCHRADER. Good point.

With regard to the general Medicare population, you spoke in
your testimony about the long-term beneficiaries disproportionally
selecting brand drugs sometimes over generic, actually oftentimes
brand over generic. What remedy for increasing utilization of
generics by this population would you recommend? I know that
there are administrations out there trying just to lower the cost of
the brands or, excuse me, the generic to zero to make it appealing.
What about increasing the cost of the brand? Your thoughts.

Mr. MATTHEWS. So, we have gone on record as recommending
that even low income or beneficiaries receiving the low income sub-
sidy should be given incentives to use generics when they are avail-
able and clinically appropriate.
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As you just mentioned, those incentives can take one of two
forms: one is zero copayments or zero financial liability for
generics; the second would be some nominal financial liability for
the use of brand name drugs when generics are available. And we
think that even low income beneficiaries should have to make those
kinds of decisions with respect to the therapies that they and their
clinicians decide on.

Mr. SCHRADER. So you don’t have an opinion as to whether just
reducing one or increasing?

Mr. MATTHEWS. Either would achieve the goal of increasing ben-
efit—low income beneficiaries’ use of generics.

Mr. SCHRADER. All right. Very good, thank you.

With that, I yield back.

Ms. EsHOO. I thank the gentleman. He yield back.

I now would like to recognize the gentleman from Kentucky, Mr.
Guthrie.

Mr. GUTHRIE. Thank you, Madam Chair, for holding this meet-

ing.

And thank you for being here. Doing a good job for your—good
job even though it is your first time. I almost said a good job for
your first job. But a good job. I appreciate it very much.

And, unfortunately, we should coordinate better with my neigh-
bor in the hallway Mr. Schrader because he asked almost word for
word one of the questions I was going to ask. So, let me get to the
valued-based. That is interesting to me.

But so, are you supportive of transparency tools like real-time
prescription benefit check that could help beneficiaries understand
the cost of their prescribed medications before they leave the doc-
tor’s office?

Mr. MATTHEWS. Yes, sir. We have been supportive of clinicians’
use of electronic tools like real-time benefit check.

Mr. GUTHRIE. So, what policies do you think we should develop
to encourage use of these policies, of these tools?

Mr. MATTHEWS. I would need to think about that, with all due
respect. It is my understanding that the technology does exist with
respect to currently available electronic health records. But the
issue is getting the clinician to actually purchase the requisite
models or modules to do the real-time benefit check and providing
incentives for clinicians to use those.

hThe Commission does not have a specific proposal in order to do
that.

Mr. GUuTHRIE. OK. Thank you.

And changing gears, since Mr. Schrader took my thunder, I am
told that the physician charge, I am told that a physician charges,
that a physician charges per administering drugs are twice as
much in hospitals compared to doctors’ office. This drives up Medi-
care costs but also drives up cost-sharing for the patients. Can
more be done to address this through site neutral payment reform?

Mr. MATTHEWS. Yes, sir. I believe there is more that can be done.
As you know, the Commission has been concerned about the incen-
tives or the undesirable incentives that occur with respect to the
differential for a clinician’s services in the physician office versus
the hospital outpatient department. And we have made rec-
ommendations to standardize those payments across settings.
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Yet, nevertheless, we think that those incentives still exist and
that there are potential broader remedies that could be con-
templated.

Mr. GuTHRIE. OK, thank you. And, again, thanks for being here
today, and holding the hearing. And I yield back.

Mr. BucsHON. Will the gentleman yield for a few seconds?

Mr. GUTHRIE. Yes, I will yield the remainder of my time to Mr.
Bucshon.

Mr. BUCSHON. Yes, yes.

Mr. GUTHRIE. Dr. Bucshon.

Mr. BucsHON. Yes. I just want to make a brief comment on what
he was talking about—about the patients knowing up front what
prices drugs are.

When I was in practice, if I was going to prescribe something, I
knew might cost a lot I actually checked myself personally before
I would prescribe it for the patient, just to make sure. But I do
think in today’s electronic world that we should, physicians should
be able to determine that up front. And sometimes, depending on
the patient, that may very well make you make different decisions
on what the options are because if the out-of-pocket is going to be
really high to the patient there might be therapeutic alternatives.

So, I do think we can get to a place where electronic records can
provide that information at a minimum to the provider. I think it
is when you go to the consumer it is more confusing, but for the
provider I think that can, that could help, so. Yes, it could pop up
on the screen for example when you go to provide, when you go to
send an electronic prescription.

So, I yield.

Mr. GUTHRIE. Thanks. I yield back.

Ms. EsHOO. I thank the gentleman. And he yields.

I now would like to recognize the gentleman from California, Dr.
Ruiz, for five minutes of questioning.

Mr. Ruiz. Thank you.

Dr. Matthews, I appreciate the position that the Commission is
in trying to make recommendations that balance the need to cut
down on healthcare costs while also ensuring that patients are get-
ting the care that they need. And I know that patient care is im-
portant to you.

In your written testimony you identify one of the Commission’s
goals is “achieving a Medicare program that ensures beneficiary ac-
cess to high quality, well-coordinated care.”

Last November, CMS proposed a rule that would allow Medicare
Advantage plans to use step therapy for Medicare Part B drugs.
And, while I understand that step therapy can play an important
role in reducing healthcare costs, it often does not take into account
a patient’s medical history, like whether they have tried the medi-
cation previously and failed under a different insurance plan.

Fred Sangiorgio, one of my constituents from La Quinta, Cali-
fornia, suffers from psoriasis and psoriatic arthritis and is going
through step therapy right now. He has been diagnosed most of his
adult life and has tried several treatments over the years. Despite
the fact that he already tried one treatment that didn’t work, he
is currently being forced to go through a similar treatment that his
doctor knows won’t be effective.



45

Instead of being able to prescribe an alternative treatment that
she thinks will be more effective, his doctor has to wait for this
drug to fail, too, despite the fact that both of them know that what
is going—what is going to happen.

That is why I have introduced legislation with my friend Con-
gressman Wenstrup, a fellow physician, that would help protect the
doctor/patient relationship and help get patients the care that they
need. The Safe Step Act creates a list of exemptions that will allow
patients to bypass step therapy if their doctor knows that the treat-
ment will not be successful, as is the case with Fred.

As a physician, I want to ensure that all step therapy protocols
also include safeguards to help ensure that patients aren’t forced
to have to try a treatment that their provider knows is not likely
to work for them, or even to take a drug that may have already
failed for them in the past.

So, can you outline some safeguards that CMS can put into place
to protect the patients from unnecessary and potential harmful
treatments?

Mr. MATTHEWS. Yes, sir. Again, the Commission has gone on
record as supporting giving plans more flexibility to appropriately
use these management tools. We do understand that the cir-
cumstances of every patient is unique, and that we would not sup-
port putting a patient through some of these things, like step ther-
apy, when the clinician knows that they are not going to be effec-
tive for a given patient. Therefore, we have said that the greater
use of these tools has to be accompanied by a very robust and effec-
tive system of grievances and appeals whereby a clinician can re-
quest an expedited

Mr. Ruiz. What are some of these exceptions that you would pro-
pose to safeguard patient access?

Mr. MATTHEWS. So, if the clinician is able to document that the
patient has previously failed on a therapy that is required by a
plan’s formulary or step therapy or——

Mr. Ruiz. What does “failed” mean to you?

Mr. MATTHEWS. That the patient’s clinical condition has not re-
sponded to the treatment that is being required by the plan.

Mr. Ruiz. Does a lack of compliance due to cumbersome regi-
ments like a, you know, every 4-hour treatment and, therefore,
that doesn’t fit that person’s life or work schedule, would that be
considered failure to you?

Mr. MATTHEWS. I do not have the clinical basis to answer that
question, with all due respect. The Commission hasn’t opined at
that level of detail.

Mr. Ruiz. Right. In my medical opinion, when it is a compliance
issue it is usually a failure in the system to provide the best treat-
ment and follow-up for that patient. It is not the patient’s fault per
se, which is normally what happens in the medical world.

What other safeguards could we think of that would provide
these exceptions so that we can preserve the patient’s and the phy-
sician’s judgment in getting them the medication that is best for
that patient; instead of putting them through a rigorous bureau-
cratic step process in order to save the company money?

Mr. MATTHEWS. Again, if I could ask for the dispensation to
think about that and follow up.
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Mr. Ruiz. OK. What’s the MedPAC strategy to both monitor ben-
eficiary impact and to ensure CMS institutes appropriate safe-
guards, including those that are lined with number of State laws
which serve as models for the Safe Step Act?

Mr. MATTHEWS. So, we believe that the Medicare program is cur-
rently monitoring beneficiaries’ appeals under Part D. There are a
number of steps that patients and their clinicians can go through,
and it is my understanding that the majority of those appeals are
indeeg adjudicated in favor of the patients when clinically war-
ranted.

So, the agency is indeed monitoring whether or not beneficiaries’
access to medications under Part D as being unduly compromised.

Mr. Ruiz. Thank you.

Ms. EsHOO. The gentleman yield back.

I now would like to recognize the gentleman from Florida, Mr.
Bilirakis, for five minutes of questioning.

Mr. BILIRAKIS. Thank you, Madam Chair. I appreciate it very
much. Thanks for holding this very important hearing. I appreciate
it.

Dr. Matthews, with Florida’s traditionally higher senior popu-
lation, lowering prescription drug prices, as you can imagine, and
Medicare is very important to me. As noted in MedPAC comments
on the International Pricing Index, or IPI for short, last year the
drug value program recommended previously by MedPAC would
give vendors tools to negotiate lower prices.

Under the Administration’s IPI proposal they don’t include these
tools. So it seems like, instead, the Government is just setting the
price directly. Am I correct in concluding that MedPAC’s proposal
is more market-based than the Administration’s?

Mr. MATTHEWS. I would not want to comment on whether or not
the competing proposals are more market based, one relative to the
other. We did identify a number of potential logistical issues with
respect to the Administration’s proposal that we believe would
make it very difficult to implement. These range from things such
as the one you just mentioned, that the vendor would not have any
tools, such as a formulary, or other mechanisms by which to nego-
tiate with manufacturers.

The vendor under the Administration’s model would take title to
the drugs, but perhaps not actual physical possession.

Then, lastly, the vendor would be paid at a rate determined by
Medicare based on the international price comparison, whether or
not they were able to obtain that rate on the market or not. We
identified a number of issues that would affect the ability to even
calculate that international sales rate, given available data and
given the idiosyncratic arrangements between manufacturers and,
you know, other countries’ Governments.

So, we think there are some substantial implementation difficul-
ties with respect to the IPI proposal that do not present themselves
under our proposal, which would give the vendor more ability to
negotiate on the basis of being able to help drive manufacturers’s
volume.

Ms. EsH0O. Excuse me, Doctor. May I please, I just learned that
your voice is not carrying well on T.V. so, can you bring your micro-
phone much closer.
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Mr. MATTHEWS. Sure.

Ms. EsHOO. And then maybe the staff hearing me will come back
in and let us know if you can be heard.

Mr. MATTHEWS. Thank you.

Ms. EsHOO. Thank you.

Mr. MATTHEWS. Sure.

I am sorry, so I was indicating that under our proposal that some
of the difficulties engendered by the IPI proposal would be miti-
gated. And we believe that it would have greater potential to re-
duce spending for Part B drugs.

Mr. BILIRAKIS. Very good.

I know there are examples in the market where arbitration is
used, such as baseball. I am a big baseball fan. But developing
breakthrough medicine is a lot different from developing starting
pitching. And legislating a Government-defined arbitration process
is a lot different from negotiating one through a players’ union.

Mr. MATTHEWS. Yes, sir.

Mr. BILIRAKIS. Are there examples of binding arbitration be-
tween being used in healthcare? Do any of these examples involve
setting prices at a national level or just resolving disputes at an
individual level?

Ms. EsHOO. Move your microphone even closer please. Yes, pull
it right up.

Mr. MATTHEWS. This is, yes, this is not a natural thing for me
to be doing. So I apologize.

Ms. EsHooO. That is all right. We will guide you. It is just a
microphone; get it as close as possible so

Mr. MATTHEWS. All right.

Ms. ESHOO [continuing]. Anyone in the country that is listening
in can actually hear you.

Mr. MATTHEWS. Yes. That is not helping but I will

Ms. EsHOO. OK.

[Laughter.]

Mr. MATTHEWS. We will see.

So, we are unaware of the use of baseball arbitration in the way
we have proposed it for Part B.

Mr. BILIRAKIS. Can you describe how you have proposed it, the
arbitration?

Mr. MATTHEWS. Right. So, so as I mentioned both in my written
testimony and in my oral remarks, one of the vulnerabilities of the
Medicare program is that it has little, if any, ability to influence
the price that the manufacturer sets for a product and, therefore,
the price that Medicare pays. We believe that binding arbitration
would give the program a means of influencing that price by bring-
ing the manufacturer to the table with their absolute best offer for
a new product.

And then the secretary would be able to make a competing offer
if he or she did not think that the evidence supported that manu-
facturer’s price. And that this would be distinct from a scenario
where the secretary is negotiating directly with manufacturers for
price in that only certain drugs that met a criteria defined under
statute or regulation would trigger this binding arbitration process.

But, currently the Medicare program has virtually no means
whatsoever to influence price. As I have said in my testimony,
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under both B and D price is one of the major drivers of Medicare
spending for drugs.

Mr. BILIRAKIS. Very good. Thank you.

I yield back, Madam Chair.

Ms. EsHOO. The gentleman yield back.

And T now would like to recognize the gentlewoman from New
Hampshire, Congresswoman Kuster.

Ms. KUSTER. Thank you very much. I am delighted to be here.
Thank you for your discussion. It is actually very, very helpful on
a complicated topic.

In New Hampshire the nearly 300,000 Medicare beneficiaries,
and most of them, many of them do have Medicare Part D for com-
plete drug coverage. But the prices that Granite Staters are facing
for prescription drugs are, to say it bluntly, unacceptable and,
frankly, unsustainable. They are unsustainable for aging commu-
nities that rely on Medicare to be there for them when they turn
65, and for the taxpayers who hard-earned dollars go toward the
digferent payment mechanisms that you have walked us through
today.

I am going to cut to the chase. I want to understand specifically
on the “buy and bill” program.

Under the current Part B system, a provider is reimbursed at
106 percent of the average sales price, regardless of the actual
price that they pay for the drug. So my question is some providers
may be getting the drug at a price below the average, and it is pos-
sible that some at a price above the average?

Could you explain the original intent behind the 100 percent plus
six add-on payment? And what information is available on the pro-
vider’s actual acquisition cost, what they pay for the drug?

Mr. MATTHEWS. OK, sure. I will try to answer without deigning
congressional intent behind the six percent add-on.

But, the answer to the question, in all candor, is not clear. There
are a number of competing alternative explanations for six percent.
One is that the six percent helps compensate clinicians and pro-
viders for the costs of administering the drug. But, as I mentioned
earlier, Medicare pays the clinician separately for that.

Ms. KUSTER. But they get a separate payment for that?

Mr. MATTHEWS. That is correct.

Ms. KUSTER. Right.

Mr. MATTHEWS. So, I don’t think that explanation is quite right.

Another explanation is that the six percent compensates for the
provider’s costs related to handling and storing the drug or waste
that occurs during the administration of the drug. But, again,
under both the outpatient perspective payment system and the
physician fee schedule there are components of those payments
that reflect providers’ costs of basically running the operation. So
I don’t think that is——

Ms. KUSTER. The normal overhead.

Mr. MATTHEWS. That is, that is exactly right.

Ms. KUSTER. Exactly.

Mr. MATTHEWS. Yes, ma’am.

And so the most compelling explanation, from my perspective, is
that as you just pointed out, not every purchaser is able to get the
drug at the average price. Some are paying more, some are paying
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less. And to the extent that volume is driving a provider’s ability
to obtain a good price, some small, independent practitioners, rural
physicians,small hospitals, may not be getting quite a good a deal
as larger health systems. And so, the six percent add-on could be
reflecting the relative purchasing provider base—power based on
volume.

Ms. KUSTER. I am glad you brought up volume, and my goal is
to have the lowest price for the senior and the lowest price for the
taxpayer. I think right now it is safe to say seniors are paying too
much, taxpayers are paying too much.

My question is has MedPAC ever examined the impact on the
cost of medications to beneficiaries in the Medicare program by au-
thorizing Health and Human Service secretary to negotiate a vol-
ume discount on prescription drugs? Have you ever provided rec-
ommendations? Could you tell us?

I just don’t understand, everywhere else. I have sat for six years
on the Veterans’ Affairs Committee. I know what Federal employ-
ees. I know what Walgreen’s. And my constituents don’t under-
stand why wouldn’t we have a volume discount for the purchaseof
medication under Medicare?

Mr. MATTHEWS. The Commission has not taken a position on this
issue, nor have we made any recommendations.

Ms. KUSTER. So, we don’t know, it could bring down the cost for
both the taxpayers and seniors?

Mr. MATTHEWS. I don’t know that I would opine on that myself
because the notion of volume discount in some ways raises the
question of the secretary negotiating with manufacturers and basi-
cally saying, I, the Medicare program, am going to guarantee a cer-
tain amount of volume of your drug and, therefore, you need to give
me this volume discount or this lower price.

And, again, the Commission has not taken a position with re-
spect to the secretary’s ability to influence price through direct ne-
gotiation.

Ms. KUSTER. I would simply say, in every other aspect that is
how we bring down the price is negotiating a volume discount.

I very much appreciate your candor.

Mr. MATTHEWS. Sure.

Ms. KUSTER. I yield back.

Ms. EsHOO. The gentlewoman yield back.

I now would like to recognize the gentleman from Georgia, Mr.
Carter, for five minutes of questioning.

Mr. CARTER. Thank you very much, Madam Chair. Thank you,
Dr. Matthews, for being here, and thank you for the work that you
in leading MedPAC and helping and doing your best to keep prices
down, as well as providing the best services that we can to the re-
cipients of Medicare. It is extremely important.

Earlier this month in this committee, in a bipartisan fashion, I
was able to pass legislation that I sponsored, bipartisan legislation,
along with Representative Gianforte, Representative O’Halleran,
Representative Welch, called the Payment Commission Data Act.

Mr. MATTHEWS. Yes, sir.

Mr. CARTER. Which is going to allow MedPAC, as you know, to
be able to get data relating to prescription drug pricing. And you
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in turn will be able to use that data to make recommendations to
us here in Congress.

Can you just comment on that firsthand on how that may be able
to help you?

Mr. MATTHEWS. Yes, sir. Before I do, I would want to express on
behalf of the Commission my appreciation to you and the other co-
sponsors of this legislation.

One of the ways that the Commission has been hamstrung in
terms of being able to evaluate the effects of the various rebate
structures on the Medicare program and its beneficiaries is we do
not have access to that level of granular data with respect to re-
bates on a prescription by prescription or drug by drug basis.

And so, for example, when we commented on the Office of Inspec-
tor General’s recent proposal to eliminate rebates in the Medicare
program, we were only able to evaluate that proposal through its
aggregate impacts on the program, on beneficiaries and manufac-
turers. We simply did not have the level of detail in order to be
able to assess; it would affect this group of beneficiaries who are
taking this class of medications for this variety of conditions. And
so, having this more granular data on rebates would help us do
those kinds of analyses and help inform the kinds of deliberations
that the committee is having on a regular basis.

Mr. CARTER. Right. I certainly think both of us would be remiss
if we did not mention that that information is only going to go to
you.

Mr. MATTHEWS. Yes, sir.

Mr. CARTER. You are the only ones who are going to see it. It
is not—we get it, it is proprietary information, but it is not going
to be released to the public, it will only go to the Commission.

Mr. MATTHEWS. That is correct, sir. MedPAC has a sterling track
record in terms of——

Mr. CARTER. Right.

1 Mr. MATTHEWS [continuing]. Handling proprietary and sensitive
ata.

Mr. CARTER. Right.

I want to ask you about the DIR fees. You are familiar with DIR
fees and you are familiar with what the Administration, what
Health and Human Services, CMS specifically, has proposed in
changing the rules so that—so that DIR fees or discounts will go
directly at the point of sale, as you mentioned earlier. But there
were two things that you mentioned in your letter to the Adminis-
tration, or to HHS, about DIR fees, first of all, that DIR fees had
grown from $229 million in 2013 to $4 billion in 2017.

Mr. MATTHEWS. Sure.

Mr. CARTER. $229 million to $4 billion.

And, of course, for those people who don’t know, DIR fees are es-
sentially clawback fees that go to the, the PBMs put on, placed on
the pharmacies.

You also mentioned that the amount of the DIR fees that the
plan sponsors were recouping actually exceeded what they had pro-
posed and what they really had projected. Can you comment on or
explain what that disparity might mean for cost sharing?

Mr. MATTHEWS. Yes. What the short answer is that this means
beneficiaries at the point of sale are paying a much greater amount
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in cost sharing than they should be relative to the effective trans-
action price between the manufacturer and the plan.

Mr. CARTER. Exactly. Exactly. But and I know that MedPAC has
put out some different solution to the DIR fees, but the point is
that you agree that DIR fees are a problem?

Mr. MATTHEWS. Yes, sir, that is correct.

Mr. CARTER. OK, good.

Very quickly in what little time I have left, of course one of the
things that we’ve been talking on this committee and in Energy
and Commerce, and specifically on the Oversight and Investiga-
tions committee has been insulin pricing. I just wanted you to com-
ment very quickly that I understand there is a lot of variability in
the different plans on how they cover insulin, but can you, can you
explain how the Medicare plans cover insulin, particularly for those
patients who are in the donut hole?

Mr. MATTHEWS. If I could get you to ask the question just slight-
ly differently?

Mr. CARTER. Well, in other words, I know the different Medicare
Part B plans cover it in different ways. But making it affordable,
making it accessible is something we are very concerned with, par-
ticularly on this committee. How can we do that? How can those
plans do that in a better way?

Mr. MATTHEWS. Again, our recommendation to restructure the
Part D benefit would mitigate the incentives for plans to use these
high-cost, high-rebate drugs, and insulin is one example of those
kinds of things. And by better aligning the plans’ incentives it
would potentially reduce the influence of DIR on the cost that the
beneficiary faces.

Mr. CARTER. Right. Again I want to thank you for your work on
transparency and accountability within the system, particularly
with the third party, the pharmacy benefit managers, the middle-
man, that is what is going to help us. And, you know, transparency
is the best disinfectant out there, and sunlight is, and that is why
we need it so bad.

Thank you for your work on this, and I yield back.

Ms. EsHOO. The gentleman yield back.

I now would like to recognize the gentleman from North Caro-
lina, George Butterfield, and happy birthday to you again.

Mr. BUTTERFIELD. I have been multitasking today and I don’t
have any questions.

Ms. EsHO0. You don’t?

Mr. BUTTERFIELD. If you can believe that.

Ms. EsHOO. Isn’t that something.

Mr. BUTTERFIELD. Yes.

Ms(,:1 EsH00. Well, a lot of good ones have been asked, so stay
tuned.

All right. Well, with that we will move to the gentlewoman from
Delaware, Ms. Blunt Rochester, for five minutes of questioning.

Ms. BLUNT ROCHESTER. Thank you, Madam Chairwoman. I
would also like to thank you, Dr. Matthews, I am trying to speak
into the mike now I am cognizant of it.

Today’s hearing is an opportunity for the subcommittee to con-
tinue our bipartisan work on lowering prescription drug costs by
turning our attention to how skyrocketing prices are impacting
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Medicare Part B and D. And it couldn’t happen at a more impor-
tant time. Prescription drug spending accounts for nearly one dol-
lar out of every five spent on Medicare and, according to the Kaiser
Family Foundation, was 19 percent of overall Medicare spending in
2016.

The Office of the Actuary at CMS found that the national health
expenditures will continue to increase by an annual average of 5.5
percent until 2027. These spending trends mean that it is not just
the Federal Government that is paying more but Medicare bene-
ficiaries. In my State that means growing costs for the almost
200,000 Medicare beneficiaries.

Dr. Matthews, I would like to discuss Part B’s, Medicare Part B’s
low-income subsidy which helps provide beneficiaries with limited
incomes assistance with their Part D premiums and out-of-pocket
expenses.

In 2018, 12.5 million beneficiaries with incomes at or below 100
percent of the Federal poverty level received Federal assistance. In
Delaware, 23 percent of beneficiaries received the low-income sub-
sidy. However, MedPAC has found that relative to other Part D en-
rollees, a higher proportion of LIS enrollees use brand name drugs.

Can you explain why this is happening?

Mr. MATTHEWS. OK. The dominant hypothesis that has guided
our thinking here is that the low-income beneficiary whose costs
are heavily subsidized is not as sensitive to cost sharing, or the
price of the drugs that they take relative to a beneficiary who is
paying, you know, the full coinsurance and their full out-of-pocket
liability. And so, given the choice between a brand name drug and
a generic, many Medicare patients who regard generics as not as
good, a low-income beneficiary who is facing zero or minimal cost
sharing is going to opt for the brand name when it is available.

Ms. BLUNT ROCHESTER. Right. Opt for the one that they ration-
ally think is the better——

Mr. MATTHEWS. Yes.

Ms. BLUNT ROCHESTER [continuing]. Product.

Additionally, MedPAC found that in 2016, about 8 percent of
Part D enrollees reached the out-of-pocket threshold. And of that
8 percent of high cost enrollees, over 70 percent were LIS bene-
ficiaries. Given that it is the Medicare program that pays the larg-
est share of costs out of—above the out-of-pocket threshold, I am
concerned that plans may be structuring their benefits in ways
that shift costs to Medicare for these, these enrollees in order to
shield plans from risk.

Does MedPAC share these concerns?

Mr. MATTHEWS. Our concerns are more with, are even larger
than that, not limited just to the low-income beneficiaries. But,
again, given the growth in the cost-based reinsurance payments for
all Part D enrollees, we believe that is an extremely pressing prob-
lem for the program. While in the earlier phases of the Part D ben-
efit LIS enrollees did reach the catastrophic phase at faster rates
and in greater proportions, in recent years it is the non-LIS popu-
lation who is now hitting that cap at much higher rates.

Ms. BLUNT ROCHESTER. I know one of the things that you dis-
cussed before were the incentives, you know, to incentivize bene-
ficiaries to pick a cheaper alternative. Can you talk about the op-
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tions that you gave, are these evidence-based? Where did these
ideas come from? How do you know they will work? You had, you
listed, like, zero copayments, you talked about nominal financial in-
centive. Can you talk about where you got that from and why you
think it will work?

Mr. MATTHEWS. Yes, with permission, I would like to be able to
follow up.

Ms. BLUNT ROCHESTER. Great.

I appreciate MedPAC’s thoughtful analysis on this issue and so
many issues within the Medicare program. Low-income Part D
beneficiaries on tight incomes, there are many of them, and we
must be doing all we can to ensure that they also have access to
the medications that they need, while ensuring that there are not
perverse incentives that keep drug prices high.

I thank you and I yield back.

Mr. MATTHEWS. Thank you.

Mr. BUTTERFIELD [presiding]. Thank you, Ms. Blunt Rochester.

The gentle lady from California, Ms. Barragan, is recognized for
five minutes.

Ms. BARRAGAN. Thank you.

I want to follow up on the questioning from one of my colleagues
on Medicare Part D negotiating. I know that you indicated that
MedPAC has not taken a position on that. We had a hearing a few
weeks ago, we had the drug manufacturers come in and PBMs
come in. I asked them if they were for or against a proposal to have
Medicare negotiate. And they were against it. Not surprising to
many, concerned about profits and so on and so forth.

I am really glad to see in the committee that we are working on
a bipartisan basis to bring down the price of prescription drugs.
But I, having heard from my colleagues who sit on other commit-
tees for the VA, and everything I have read, it seems to me that—
and certainly hearing from you that you have no means to influ-
ence price—it seems to me that if that were lifted, it would actually
provide some leverage for us to bring down the cost of prescription
drugs to the American people.

Has MedPAC done any type of study on how much money the
American people would save if Medicare had the ability to nego-
tiate drug prices?

Mr. MATTHEWS. MedPAC has not done its own independent as-
sessment of the viability of direct negotiation between the secretary
and manufacturers.

When others, such as our colleagues at CBO, have looked at this
issue they have determined that without the secretary having very,
very strong leverage, such as Medicare coverage or Medicare pay-
ment, or other alternatives that have been proposed related to
things outside of my purview such as patent changes, that the sec-
retary is unlikely to achieve substantial savings through direct ne-
gotiation without being able to use those kinds of very strong nego-
tiating tactics.

Ms. BARRAGAN. Can Medicare, rather can MedPAC do a study on
this so that Congress has a report to look at— and to look at these
factors that you are discussing? Will MedPAC commit to doing
something like that?
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Mr. MATTHEWS. We could potentially look at some of the issues
that would pertain to a direct negotiation scenario. So, you know,
for example would this be across-the-board all drugs, all manufac-
turers? Does the agency have the resources to conduct these kinds
of evaluations? What the evidence base is for the secretary’s ability
to negotiate a given price? We could look at those sorts of issues
in a qualitative way.

I don’t know that we would have the capacity to or the desire to
second guess our colleagues at CBO with respect to calculating po-
tential savings.

Ms. BARRAGAN. OK. Well, anything you could provide to Con-
gress could be helpful, especially because this has been a bipartisan
issue on a bipartisan basis, seems like a way to move forward. So,
given that you do, you work on a bipartisan basis

Mr. MATTHEWS. Yes, ma’am.

Ms. BARRAGAN [continuing]. I think any information will be help-
ful. Thank you for that.

I want to chat quickly about the issue of minority health dispari-
ties. Across this country, you know, people based on race are treat-
ed differently in our healthcare system, we have different health
impacts and outcomes. For example, HIV diagnosis rate among
Hispanic men is more than 3 times the HIV diagnosis rate among
non-Hispanic white men. African Americans are also more than
twice as likely as whites to be diagnosed with and die from blood
cancer and multiple melanoma.

My district is majority minority. It is about 80 percent Latino/
African American. I have the highest rate of diabetes than any
other congressional district in the State of California. And we
touched a little bit upon low-income communities and how Medi-
care actually has low-income subsidies for patients. But the annual
income is pretty low. I think it is about $18,735. In California it
is easy to miss that a little bit. And they are not qualified.

And my concern is the connection between costs and the con-
tinuing impacts and effects on minority health disparities. Has
MedPAC or CMS done any type of study to determine whether mi-
nority communities have similar outcomes from the Medicare Part
D program as non-minority communities?

Mr. MATTHEWS. Not to the best of my knowledge.

Ms. BARRAGAN. Is that something you could do? I know you men-
tioned you do a lot of, you look at tradeoff and balances. But, you
know, when we are talking about communities of color, racial
health disparities is an issue. There shouldn’t be really a tradeoff
or balance with their health.

Mr. MATTHEWS. Understood. What is outlined here is a fairly
broad endeavor though. And with, again with all due respect, if you
could grant me the leeway to go back and talk to my staff about
what we can and can do with—or can and can’t do with the re-
sources that we have available to us we would certainly be willing
to take a look at this.

Ms. BARRAGAN. Great. Thank you. I yield back.

Mr. BUTTERFIELD. Thank you. The gentleman from Montana is
recognized for five minutes.

Mr. GIANFORTE. Thank you, Mr. Chairman.
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OK, thank you. Drug prices in the Medicare program keep rising
and it is making it tougher for seniors in Montana to afford their
prescriptions. Dr. Matthews, last August several members of the
committee wrote to MedPAC and asked the Commission to examine
the trend of hospital consolidation and how much consolidation in-
creases the costs to Medicare, the Medicare program and bene-
ficiaries, including the costs of prescription drugs. So, I want to
focus on this issue today.

Since we are discussing prescription drug prices, can you please
update us on MedPAC’s findings, specifically the impact of hospital
consolidation and acquisition of physician practices on the cost of
prescription drugs to the Medicare program and seniors’ out-of-
pocket expenses?

Mr. MATTHEWS. Yes, sir. So, I don’t have any update with respect
to work we have currently underway in response to the most recent
request. But as you know, a couple of years back we did a chapter
in a June report looking at the effects of consolidation on Medicare
spending, and looked at the impacts of both vertical integration
where different levels of the healthcare system form single entities
or horizontal integration such as where all cardiologists integrate
under a single organization.

And so both of those types of consolidation do have the potential
to increase spending for the Medicare program.

Mr. GIANFORTE. So, that request that was made, the work is still
ongoing?

Mr. MATTHEWS. Yes, sir, that is correct.

Mr. GIANFORTE. OK.

Mr. MATTHEWS. And we anticipate starting to roll that out in the
fall of this year.

Mr. GIANFORTE. OK, thank you.

How do significant payment differences for identical medical
services performed in Medicare at hospital outpatient departments
versus independent physician practices impact seniors’ out-of-pock-
et costs for Part B drugs?

Mr. MATTHEWS. It has the potential to substantially impact their
out-of-pocket costs. But I use the word “potential” deliberately. And
the reason I do that is because most Medicare beneficiaries in fee-
for-service Medicare do have some secondary coverage. They are
dual-eligibles, they have employer-sponsored wrap-around insur-
ance, or they purchase Medigap.

And so, to some extent they are insulated from the direct effects
of these payment differentials across settings. But nonetheless, all
Medicare beneficiaries are experiencing these effects through high-
er Part D premiums. And those beneficiaries who elect to purchase
Medigap are paying higher Medigap premiums as a result.

Mr. GIANFORTE. OK. And has MedPAC made any recommenda-
tions to address this differential?

Mr. MATTHEWS. We have. It’s been several years now where we
identified a set of services meeting certain criteria: if they are ma-
jority provided in physicians’ offices, they are majority not associ-
ated with emergency care, and identified services that are appro-
priate candidates for a Medicare site mutual payment policy.

Mr. GIANFORTE. OK. If Congress required Medicare to pay the
same amount for services regardless of where they are performed,
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would seniors’ out-of-pocket prescription drug costs decrease? What
effect would it have on Medicare overall costs?

Mr. MATTHEWS. Off the top of my head I could not venture an
answer with respect to the effects on their drug costs. It is some-
thing we could think about.

Mr. GIANFORTE. OK. So that is something you could look into ad-
ditionally. Because this is the concern we hear back home is

Mr. MATTHEWS. Understood.

Mr. GIANFORTE [continuing]. The overall cost, and prescription
drugs area big piece of that. So, we very much appreciate your,
your help to

Mr. MATTHEWS. Yes, sir.

Mr. GIANFORTE [continuing]. Chart a path for us.

Mr. MATTHEWS. Yes, sir.

Mr. GIANFORTE. I thank you for your testimony today. With that,
Mr. Chairman, I yield back.

Mr. BUTTERFIELD. Thank you.

The gentle lady from Illinois, Ms. Kelly, is recognized for five
minutes.

Ms. KELLY. Thank you, Mr. Chair. Dr. Matthews, thank you for
being here, and thank you for your testimony and sharing
MedPAC’s work on these important issues.

As you point out in your testimony, there is a handful of expen-
sive drugs driving spending in the Part D program, with consumers
responsible for significant out-of-pocket costs. The top ten highest
expenditure drugs accounted for about 43 percent of Part D drug
spending in 2017. All of these project—products, excuse me, are
biologics. Some of these drugs have competitors and others do not.

I would like to learn more about the impact a biosimilar entry
into the market had to date on the price of the originator biologics
driving costs in Part D. You have shared what drugs a program is
spending the most money on and the conditions these drugs treat.
But how many of the top ten highest expenditure drugs in Part D
face competition from a biosimilar?

Mr. MATTHEWS. As I recall, there are two products out of that
top ten list that have biosimilar competitors. The biosimilars have
not had a substantial impact on the price that Medicare pays for
the originator biologics. In part, this probably reflects the way
Medicare pays for the biosimilars relative to the innovator biologic.

The innovator biologic gets it own payment code and its own six
percent add-on. The biosimilar gets its own payment code, even if
it is at a lower price, but it gets the six percent add-on that is asso-
ciated with the innovator product.

So, from the prescriber’s perspective, the physician who admin-
isters the drug, it is a neutral decision whether to use the inno-
vator product or the biosimilar.

MedPAC has recommended that instead of those two products
having unique codes, that you would potentially influence price to
a much greater extent by combining them and having the program
pay the average of the sales prices of those two products.

Ms. KeELLY. OK. I understand what you are saying that there has
only been a modest impact on prices——

Mr. MATTHEWS. That is right.
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Ms. KELLY [continuing]. To date and your recommendations for
what we can do about it.

Can you discuss how original biologics and biosimilars are cur-
rently grouped, and what the Commission has recommended to re-
sult in price reduction there?

Mr. MATTHEWS. Yes. Again, under current payment policy the in-
novator biologics and each biosimilar get their own payment code.
And, again, in an attempt to make the decision financially neutral
from the prescriber’s perspective, the 6 percent add-on for any of
those products if the add-on associated with the originator product.

So, again, our recommendation would be that instead of having,
let’s say, a $1,000 drug that gets a $60 add-on, and then a $100
drug or biologic that gets a $60 add-on, that instead we would av-
erage the $1,000 bio—referenced biologic and the $100 biosimilar
and have Medicare pay that rate, which would give providers a
much greater incentive to use the biosimilar and potentially start
to move the price of the referenced biologic down in a way that we
have not yet seen.

Ms. KELLY. Is there, as we have been sitting here, is there any-
thing that we haven’t asked you that you want to tell us?

Mr. MATTHEWS. No, ma’am. I do not want to venture any of my
own questions here, so.

Ms. KeELLy. Well, thank you. A major goal of this committee in
our drug pricing work to date has been to remove the barriers to
generic competition and stop anticompetitive practices. It is impor-
tant for us to continue to examine policies that would support com-
petition in all markets to lower costs facing consumers. Everyone
shogld have access, as you know, to the care and medication they
need.

And thank you, and I yield back.

Ms. EsHOO[presiding]. The gentlewoman yield back.

And I now would like to recognize the gentleman from Vermont,
Mr. Welch.

Mr. WELCH. Thank you.

Ms. EsHO0. Happy birthday to you.

Mr. WELCH. Well, thank you.

Ms. EsHO0. Thank God you were born.

Mr. WELCH. Some people agree with that. Thank you.

Dr. Matthews, really good testimony, so thank you very much,
and really good work.

It is really frightening, the cost of prescription drugs, and it is
really frightening how the market power that is out there is so ag-
gressively used no matter how much pain is inflicted on folks. I
was here when Mr. Bucshon was raising some questions about a
formulary. And a lot of people have that question: is that going to
impede access. I was talking to Senator Grassley. He had that con-
cern.

One of the approaches that we took in Vermont, because here is
the dilemma as I understand it, if you have a strict formulary you
tend to get more savings but less patient choice. But if you have
a wide-open formulary with patient choice you get no savings. So
how do you, how do you deal with that?

What we did in Vermont is we basically made it pretty easy for
a doctor to override what the formulary was because it might be
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that Mr. Bucshon, or Dr. Bucshon and I have the same condition
but the medication that works for him is different than the one
that works for me. I mean, is that a possible way to try to thread
the needle here where we maintain patient choice but get the ben-
efit where in the vast majority of time medication A is probably
going to be good for Dr. Bucshon as well as good for me? Is that
a possible path forward on this?

Mr. MATTHEWS. Potentially, and as I said in my comments ear-
lier, we do think that there should be very robust exceptions and
appeals avenues available for Part D enrollees and their physi-
cians. But at the same time, you know, we are trying to balance
the plan’s ability to leverage price from the manufacturer. And——

Mr. WELCH. Right. I agree with that. But the fact is that there
is going to be a lot of resistance if there is an apprehension that
a patient can’t get the medication he or she needs. So it has to be
simple.

But the incentives that are built into the system right now that
you outlined are totally in favor of higher prices. You know, if you
can get somebody into the specialty drug program, then that is a
real burden on the taxpayer. The patient has no clue really, be-
cause we rely on what the doctor tells us.

I would just urge us to try to look for some way where we ad-
dress this patient choice issue, because I know a lot of my col-
leagues have that concern. I have that concern.

Mr. MATTHEWS. Sure.

Mr. WELCH. But we've got to get the benefit of that formulary.

Now, the other thing is we are the only Government that I am
aware of that really doesn’t play an active role in trying to provide
some pricing protection to benefit our taxpayers and consumers.
And you gave the shocking statistics about the specialty drugs and
how a while ago what was it, 33,000 people went immediately
into

Mr. MATTHEWS. Yes, sir. That was in 2010. The number in 2017
is now 370,000.

Mr. WELCH. Yes. So it is one prescription——

Mr. MATTHEWS. Sure.

Mr. WELCH [continuing]. Gets them into that high pay, high tax-
payer pay situation.

Now, would you be supportive of legislation which would have
price negotiation available as a tool for MedPAC and, in the event
that failed, have arbitration to come up with a price that is “fair”?

Mr. MATTHEWS. The Commission has not weighed in on the
broader question of direct negotiation. Our standing recommenda-
tion would include binding arbitration as part of our DVP proposal,
which we recommended in 2017. We are currently exploring wheth-
er or not binding arbitration could have a potentially greater role
in the Medicare program. But we have not

Mr. WELCH. You could have the binding arbitration in some of
the highest cost specialty drugs.

Mr. MATTHEWS. Yes, sir. That is correct.

Mr. WELCH. And that would have a huge impact on the cost of
the overall to the taxpayer and to the plans. Correct?

Mr. MATTHEWS. Yes, sir, that is correct.
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Mr. WELCH. Yes, I mean, you know, again I am going to focus
on Dr. Bucshon here a minute because I know what a dedicated
physician he has been. We just have this dilemma: you just can’t
have it all. OK. You just can’t have it all, and the cost side on
healthcare is where all the pain is. If we just have these costs go
out of control, continue to go out of control, that cuts off access.

So there has got to be some tradeoffs is my view here. Would you
agree with that, Dr. Matthews?

Mr. MATTHEWS. Yes, sir. It is all about tradeoffs.

Mr. WELCH. There is some argument that is always made by the
pharma companies that if there is some pushback on their pricing
power, that somehow means they are not going to innovate. I find
that to be bogus because they are spending more on advertising
than they are on research. There is an enormous amount of re-
search funded by taxpayers through the National Institute of
Health. There is an enormous amount of research funded by tax-
payers through the research and development tax credit.

Do you see that if we have reasonable interaction by the Govern-
ment to negotiate prices or to have an arbitration system with neu-
tral parties that that would have—that would impede innovation?

Mr. MATTHEWS. As we have contemplated binding arbitration, we
do not believe that it would stifle R&D for true innovative new
products where the manufacturer would have an opportunity to
come before a neutral arbiter, or arbitror, I never know which the
right word is, but present evidence in terms of R&D costs, in terms
of foregone additional spending for the use of their product.
And——

Mr. WELCH. And you would get some transparency out there?

Mr. MATTHEWS. Yes.

Mr. WELCH. Again, Madam Chair, I think that is why this hear-
ing is so important. I mean, this is not a he said/she said deal. We
are all losing on this thing.

I appreciate that testimony and the good work you have done
over the years. And, hopefully, this committee can start moving for-
ward to help bring these prices down.

I yield back.

Ms. EsHOO. I thank the gentleman, and he yield back.

I also want to acknowledge, and I think I was leaving the hear-
ing room to run downstairs to the other hearing, and I did not get
to wish our colleague Congresswoman Robin Kelly a happy,
blessed, wonderful birthday, because you are all 3.

With that, I am pleased to recognize the gentleman from Florida,
Mr. Soto, for five minutes of questioning.

Mr. Soto. Thank you, Madam Chairwoman.

We saw in our committee analysis we are paying 104.3 percent
average sales price to providers, down from 1.6 percent because of
sequester. We all realize this is an incentive to purchase drugs at
a higher average sales price and receive a higher reimbursement.

We saw CMS roll out a plan recently last year to have pharma-
ceutical vendors purchase and sell directly to patients, circum-
venting this provider cost escalation incentive, providing flat fees
to providers and time reimbursements to international pricing.

For my constituents at home will this do the job or are there
other things we should be doing going along with what Congress-
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man Ruiz talked about potential arbitration or other ideas? What
is MedPAC advising?

Mr. MATTHEWS. OK.

Mr. SoTO. Just broad points.

Mr. MATTHEWS. Yes, sir. So, I am not familiar with the proposal
to have manufacturers sell directly to patients, if I understood your
question correctly. So, again I would ask for the dispensation to
come back to you on that point.

With——

Mr. SoTo. So, basically it is saying allow private sector pharma-
ceutical vendors to buy and bill Medicare for drugs and supply
thosle?drugs to providers, rather than the providers doing so di-
rectly?

Mr. MATTHEWS. Yes. So, this is part of the IPI proposal that the
Administration has put forward. And again, while we do support
the Administration’s desire to reduce the prices that Medicare
beneficiaries pay for prescription drugs, particularly in light of
prices that citizens of other countries are paying, but at the same
time we think there are certain logistical and implementation
issues with respect to the Administration’s proposal that would
make it less likely to succeed than

Mr. SoTo. What are those specifically?

Mr. MATTHEWS. So, again, under the Administration’s proposal,
Medicare would set a price that it will pay the vendor based on the
international reference price. And it is incumbent upon the vendor
to try and obtain that price from manufacturers.

But the proposal, if I recall correctly, does not give the vendor
much by way of negotiating tools in order to extract that price.

Mr. SoTo. So, that is where this arbitration idea that is being
mulled around in this committee——

Mr. MATTHEWS. Yes, sir.

Mr. Soto [continuing]. Is so critical because that could create a
more arms-length transaction to get the most efficient price. Is that
correct?

Mr. MATTHEWS. That is correct.

Mr. Soto. I wanted to move into some other ideas pitched by
HHS, particularly step therapy and higher authorization. Certainly
with lesser conditions these can be cost saving. But I worry when
you apply it to cancer and other potentially fatal conditions that
this step therapy and prior authorization, particularly step ther-
apy, leads to time running out and people dying, literally, of cancer
because they are given less effective drugs earlier on in the step
theragy. And that we end with a death that could have been pre-
vented.

Do you think there should be a carve-out for cancer and other
fatal conditions with regard to step therapy?

Mr. MATTHEWS. The Commission has not contemplated the need
for a carve-out or exceptions based on medical condition or a pa-
tient’s diagnosis. But we have recognized, again, the need for a
very robust and very expeditious exceptions and appeals process as
plart of the use of utilization management tools on the part of
plans.

Mr. SoTo. And going into another issue that we continue to see
is in the private market drug prices going 3, 4, 10 times the
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amount of increases. What role should we play in stopping this
from happening? How does that affect Medicare when we see a
drug that has been around for 20 years that has a 10—10 to 20
percent—10 to 20 times increase? What are you advising us to do?

Mr. MATTHEWS. Right. So that is actually an insightful distinc-
tion that if I could take a minute.

Mr. SoTo. Yes.

Mr. MATTHEWS. So, one, you know, we have seen the entry of
truly revolutionary blockbuster products on the market that cure
things like Hep C. So, the Sovaldis, the Harvonis where the bene-
fits of the medication potentially warrant the prices that the manu-
facturer is charging.

But we also see, and the Commission is extremely concerned
about instances that you just alluded to where you have products
that have been on the market for decades where there is no real
active research and development to increasing the efficacy of these
products. And yet, the prices continue to increase year over year.

While there may be costs and R&D going on beyond, behind the
scenes that people like me don’t see, we still think that those kinds
of cost increases are not warranted, given our responsibility to a
public program like Medicare. And so, we have recommended an
inflation rebate that would check the ability of manufacturers to
increase their prices on a year over year basis in excess of some
defined rate of inflation.

Mr. SoTo. Thank you. I yield back.

Ms. EsHOO. The gentleman yield back.

It is a pleasure to recognize the gentleman from Maryland, Mr.
Sarbanes, for five minutes of questioning.

Mr. SARBANES. Thank you.

Thank you, Dr. Matthews, your testimony today has been excel-
lent. You are definitely going to get called back by many, many
committees in the future.

Mr. MATTHEWS. I am sorry to hear that.

Mr. SARBANES. You did a great job.

I wanted to pick up actually right where Congressman Soto left
off because you mentioned this inflation rebate as a way of trying
to get to some of these significant price

Mr. MATTHEWS. Yes, sir.

Mr. SARBANES [continuing]. Increases. And it seems to me that,
arguably, is the other side of a coin where you could think about
setting, or we could think about setting upper limits on the prices
of some of these drugs. It is just a different way of accomplishing
the same thing.

Would you agree with those as sort of two sides of the same coin
potentially?

Mr. MATTHEWS. Potentially, yes.

Mr. SARBANES. Yes. I note that there is a number of States which
have begun to explore regulating prescription drug pricing within
their own jurisdictions. Maryland recently created, the Maryland
General Assembly passed legislation.

I think it is the first State to actually get this passed, it is now
subject to the Governor’s signature, that would create a prescrip-
tion drug affordability board. The board would have the authority
to review drug cost data that manufacturers submitted, and then
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they could set an upper payment limit on those prescription drugs.
And I think there are six or seven other States that are exploring
the same sort of approach.

We have talked about a number of strategies to address drug
pricing. We have also talked about how you have made rec-
ommendations on how Medicare can try to manage the situation
downstream a little bit, if you view the original pricing that the
manufacturers are setting as kind of the ultimate upstream point
in the continuum.

There are all these efforts downstream, bringing the plans in,
trying to incentivize them more to manage costs so the program
isn’t taking as big a hit, et cetera. But if we go to the source, which
is the pricing that the manufacturers are setting, there is increas-
ingly I think a sense in this Congress on both side of the aisle that
we have to take some pretty dramatic steps to control the costs and
the price setting at that end.

But what is your view of this concept of regulating or setting
upper limits on the prices of these various categories of prescrip-
tion drugs?

Mr. MATTHEWS. OK. So, so again, the Commission hasn’t taken
a position with respect to setting a specific cap on a price. Al-
though, I do see the analogy between setting a hard cap on a price
versus setting a cap on the rate that a price can increase over time.

I am also not personally familiar with the details of the State ef-
forts that you have just described, but it is something we can start
to look at and see if there is any model there.

But, with respect to our inflation rebate, it is guided by the no-
tion that for drugs that have been on the market for some period
of time where they are established therapies whose indications are
known, and their effects are known, that to some extent these are
commodities, and the expectation of commodity prices is that they
should go down over time.

When you look at things like computers or wide screen T.V.’s you
are getting better and better technology with each passing year at
lower prices. The question is why these trends work in reverse for
prescription drugs, especially these therapies that are, again, long-
extant on the market?

And so, we think that at a minimum, setting a limit that those
prices can increase year over year is a step in moderating these ef-
fects that we have seen that have very detrimental effects on the
Medicare program.

Mr. SARBANES. Well, I think we need to put every option on the
table. The rebate is, I would say, a step in the right direction, an
inflation rebate. But we need to be looking at negotiating power on
the part of the Medicare program. Many have talked to that. The
arbitration approach is another. Maybe some form of, like, public
auction around the pricing of these drugs, and even the notion of
regulating these, these drugs as a utility.

I mean, if you look at there is a lot of—there is a lot of analogies
you can draw between the public good aspect of how drugs are de-
livered to pretty much every American and the way electricity is
delivered, or water is delivered, or, you know, healthcare premiums
are set. I think there is going to be a lot more activism on our part
here in Congress with respect to the pricing of drugs.
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Thank you for your testimony today. This was extremely helpful.
I yield back.

Mr. MATTHEWS. Thank you. Thank you.

Ms. EsHOO. The gentleman yield back.

I am going to recognize myself for an additional five minutes,
and also the ranking member as well for a couple of follow-up ques-
tions.

First, Dr. Matthews, again thank you. I think it is very clear
that the committee on a bipartisan basis clearly has more than an
interest in addressing drug prices.

I would encourage MedPAC to go back and continue to make rec-
ommendations on how to protect patient access. I know that in the
original legislation that created MedPAC, when Medicare Part D
was created so was MedPAC. But to leave out patients in this, I
mean, this is not just a program where numbers are shifted
around. The numbers apply to people, to human beings, and I don’t
see how that element can be left out of your deliberations.

As we work to reduce costs, that too has an effect on, as we have
heard from questions and your responses, that too has an effect on
patients.

Now, this whole issue of step therapy, I don’t see how MedPAC
can just stick with what seems to me a conversation about tools
and the Kkit, et cetera, et cetera, when people have actually died be-
cause they don’t have access to what they need. We can’t ignore
that, nor can MedPAC. So, while this step therapy has been cre-
ated so that, as you describe it more tools in the kit to reduce and
control pricing and whatever, when people are dying because they
can’t get what they need, and they are pushed back to step one.

Step 1 the doctor knows is not going to work, step 2 the doctor
knows is not going to work, but you never get to 3 because you
haven’t lived long enough, that doesn’t make sense. It just doesn’t.
I mean, it is not defensible in my view and I think in other mem-
bers’ views as well.

I don’t know who supports this thing. It is from the both side of
the aisle you have heard about it. We have heard from our con-
stituents. They don’t identify themselves to us as Republicans or
Democrats, they are our constituents.

The issue that you have raised since the program was founded,
was put together, that there has been a 20 percent increase in D,
if I heard you correctly, a 20 percent increase on an annual basis
relative to drug pricing is, to say it is a jaw-dropper doesn’t begin
to describe it.

I think we have our work cut out for us, but I think you do as
well. I think that MedPAC needs to step its game up, so to speak,
in these, in these areas. And that you do it in a timely fashion so
that you can make recommendations and some of these changes be
recommended in these key areas.

With that, I would like to recognize Mr. Bucshon and thank him
for his support of an additional five minutes for myself and for
himself as well. Thank you again.

Mr. BucsHON. Thank you, Madam Chairwoman.

I will make a few comments about the step therapy and prior au-
thorization. I mean, I have been a physician for years, for many
years, and this has been a concept that has waxed and waned for
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the 30 years or so that I have been in medicine. And, you know,
it is a concept that waxes and wanes because at the end of the day
I would argue it ultimately doesn’t save anybody any money be-
cause the delay—it has a potential to delay therapy.

And then as a cardiovascular surgeon I saw people in tertiary
care situations in their lives, and I just, I have always had con-
cerns about that. I don’t know if anyone has, has looked at the
long-term implications of that, and it may not be—it is probably
out of the scope of what you look at.

Mr. MATTHEWS. Yes, sir.

Mr. BUCSHON. But looking at delay in therapy, potential delay in
therapy—and, again, my argument that physicians generally will
make the decision to treat their patients based on what they think
is the best individual therapy for that patient. And do consider
cost. Don’t get me wrong. As I mentioned, I considered cost if there
was equivalent therapy.

The one thing I—on the prior authorization, a number of years
ago, maybe 10 or 15 years ago, there was one of the major private
sector insurance companies that decided to drop their prior author-
ization program. Do you recall that at all?

Mr. MATTHEWS. I do not. I am sorry.

Mr. BucsHON. It might have been UnitedHealthcare. I can’t re-
call. Don’t quote me on that, but I just—and then it has been, I
think it has been reinstituted. But the reasoning behind that, I re-
member when that happened, was is because they found that who-
ever this was, and I am not saying it was them, is that at the end
of the day it didn’t save them anything because they were author-
izing about 98 or 99 percent and the administrative costs to deny
the 1 or 1.5 percent didn’t outweigh the savings.

Have you heard of that type of concept?

Mr. MATTHEWS. I have heard similar anecdotes. Again, I can’t at-
tribute them to a specific
Mr. BucsHON. Right.

Mr. MATTHEWS [continuing]. Instance, but yes.

Mr. BucsHON. Yes. I would argue that that is probably the case.
The administrative costs if you are going to, you know, if you are
going to deny 10 percent or something I—I get that. I would say
I would have an ethical problem with that. But if you were, then
i%l might save you money. I don’t know what the finances are on
that.

But there is a perception that it saves money, and I am not sure
that that is actually true.

So, I want to comment, that is my comment on those two things.

Do you know if CBO has ever done studies on out-of-pocket cost
caps? Like, say, if there was a cap set at a certain level what the,
what the CBO score would be? There will be a score, right, because
there will be a potential number of people that would go over, that
would normally be over that level, whatever that cap is.

Mr. MATTHEWS. I believe that is correct, yes.

Mr. BUCSHON. Is that something that you think would be inter-
esting to know for your purposes?

Mr. MATTHEWS. This would be for?

Mr. BUCSHON. For Medicare Part D. Like an out-of-pocket cost
cap; right?
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Mr. MATTHEWS. Yes. And this is something that MedPAC has
recommended as part of our package of Part D recommendations.

Mr. BucsHON. Right. The question would be is what level that
the out-of-pocket costs are capped at.

Mr. MATTHEWS. That is correct.

Mr. BUCSHON. So the question would be is a CBO score on that
at differing levels might be interesting information to know. Would
you agree or disagree with that, or have they done it?

Mr. MATTHEWS. I am not aware that they have done this. But
I don’t disagree that it would be an interesting thing to know the
effects at different level.

Mr. BucsHON. Because if you were going, if Congress was going
to say, OK, we are going to set an out-of-pocket cost cap at X dol-
lars, right? The first thing we would do is get a CBO score.

Mr. MATTHEWS. Right.

Mr. BUCSHON. And see, well, what is that going to—what is that
going to cost; right? Because there will be a cost if you set it, if you
set it low enough there would be a cost?

Mr. MATTHEWS. Right.

Mr. BUCSHON. And so, maybe preemptively having a multitude
of different cost levels known to Congress before we try to make
some of these decisions might—could be helpful. Would you think
that would be the case?

Mr. MATTHEWS. Without committing my colleagues

Mr. BucsHON. I understand. I am not asking

Mr. MATTHEWS [continuing]. To doing this work.

Mr. BUCSHON [continuing]. You for any commitment at all. Right.

Mr. MATTHEWS. That is correct, yes.

Mr. BUcsHON. Yes. I think that might very well be helpful.

With that, Madam Chairwoman, I yield back.

Ms. EsHOO. The gentleman yield back.

Again I would like to thank you, Dr. Matthews, for your partici-
pation. I hope that you didn’t need to take any pain medication to
come here today or anything else due to your testimony. But a first
time out I think that we would all say that you presented your case
very well.

I want to remind Members that pursuant to committee rules
they have ten business days to submit additional questions for the
record to be answered by the witness who has appeared. We would
appreciate your timely response to those, Dr. Matthews.

As I said, we really appreciate prompt responses to the question
that you may receive.

So, at this time, the subcommittee is adjourned.

[Whereupon, at 12:43 p.m., the subcommittee was adjourned.]

[Material submitted for inclusion in the record follows:]
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PREPARED STATEMENT OF HON. ELIOT L. ENGEL

Thank you Madame Chairwoman Eshoo for holding today’s important hearing on
Medicare drug pricing. Nearly 130,000 of my constituents depend on this vital fed-
eral health program for drug coverage.

A growing share of the program’s expenditures are going to prescription drugs.
According to the nonpartisan Kaiser Family Foundation, Medicare’s share of nation-
wide prescription drug spending jumped from 18 percent in 2005 to 30 percent in
2017.

While some of this increase was for innovative drugs—which save future Medicare
dollars—much of the growth stems from price spikes.

I am pleased that this committee has taken steps in the past to curb Medicare
drug spending. The bipartisan 21st Century Cures Act included provisions from my
bill toexpand access to infusion drugs under the Medicare Part B program. These
expanded benefits will give beneficiaries the ability to receive life-saving therapies
in the comfort of their own home while avoiding costlier care in institutional set-
tings. These past efforts demonstrate that Medicare can be leveraged to reduce drug
costs.

My constituents are outraged that the 2003 Prescription Drug, Improvement, and
Modernization Act, which I voted against, contains the so-called “non-interference
clause.”

This horrendous policy prevents Medicare from using its clout to negotiate lower
prescription drug prices.

Empowering Medicare to do so would bring immediate relief to hard-working
American families, who often are being forced to choose between filling life-saving
prescriptions or purchasing groceries.
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Questions for the Record

Subcommittee on Health
Hearing on
“Prescription Drug Coverage in the Medicare Program”
April 30,2019

James E. Mathews, Ph.D.
Medicare Payment Advisory Commission

The Honorable Gus M. Bilirakis

1. Dr. Mathews - With Florida’s traditionally higher senior population, lowering
prescription drug prices in Medicare is very important to me. As noted in MedPAC
comments on the International Pricing Index (or IP1 for short) last year, the “Drug
Value Program” recommended previously by MedPAC would give vendors tools to
negotiate lower prices. Under the Administration’s IPI proposal, they don’t include
these tools, so it seems like instead the government is just setting the price directly.

e Can you talk more about these differences, and—in particular—how your
proposal would spur lower prices without direct government price-setting?
Answer:

The Commission shares your concern about the prices Medicare and its beneficiaries pay for
prescription drugs. To address concerns about the prices for drugs covered under Medicare Part
B, in 2017 the Commission recommended reforming Medicare’s payment system. One part of
that recommendation would establish a drug value program (DVP) in which private vendors —not
physicians— negotiate prices for Part B drugs from manufacturers. The DVP seeks to use
increased competition and market forces to lower Medicare spending and beneficiaries’ cost
sharing liability. The Administration’s international pricing index (IPI) model also uses a
vendor-based approach, but in contrast to the DVP, seeks to reduce Medicare spending for those
drugs by aligning Medicare payments with international prices.

While the Commission appreciates the IPT’s goal of reducing Medicare’s payments for Part B
drugs, we believe that the DVP model has several components that make it more likely to
succeed than the IPI model. First, the DVP would give several important tools to private vendors
to use in negotiating lower prices from manufacturers, including authority to establish a
formulary, apply utilization management tools like prior authorization and step therapy, and the
ability to use binding arbitration under certain circumstances. Second, vendors in the DVP
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would not take ownership of the drug, and so the supply channels that providers use for
procuring drugs would not be interrupted. Third, the DVP could offer shared savings to
providers that chose to participate, which would give incentives for more providers to participate
and give the DVP vendors greater negotiating leverage to get lower prices. The IPI does not
contain these types of elements, and we believe that it would be difficult for a private vendor to
succeed in lowering drug prices under Medicare Part B without them.

The Commission staff would be happy to assist your office with any additional questions you
have about how the DVP model can lower Medicare’s spending and beneficiaries’ cost sharing
liability for Part B drugs.

2. I'm abaseball fan. I know there are examples in the market where arbitration is used,
like baseball. But developing breakthrough medicines is a lot different from
developing starting pitchers and legislating a government-defined arbitration process
is a lot different from negotiating one through a players’ union.

e Do any of these examples involve setting prices at a national level, or just
resolving disputes at an individual level?

Answer:

Arbitration is a process by which two parties agree to accept the decision of a neutral third party
in a dispute. Arbitration is used to settle disputes in a range of areas such as labor,
communications, health care, and international taxes. In the United States, it is used to establish
payment rates within health care in limited circumstances. For example, the states of New York
and New Jersey use baseball-style arbitration to settle disputes about surprise medical bills
between providers and payers at the individual claim level.

Germany provides the primary example of using arbitration to establish prices for new drugs and
biologics at a national level. Beginningin 2011, Germany instituted a new system of
establishing payment rates for drugs across insurers. Under that system, when new innovative
products enter the market, the manufacturer and an organization representing health insurers
have 6 months to negotiate a price, and if negotiations fail, they enter arbitration. The arbitration
board includes five members, three neutral parties (including the chairman), one representative
of insurers, and one representative of the manufacturer. When a product enters arbitration, the
manufacturer and health insurers each offer a price, and the arbitration board chooses a price in
the range between the two offers. (This differs from final offer (or “baseball”) arbitration, where
each side must present its single, best offer and the arbitrator selects one or the other.) In
Germany, the arbitration price goes into effect the 13th month the product is on the market.

The Commission staff would be happy to assist your office with any additional questions you
have about arbitration.
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