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THE FISCAL YEAR 2021 HEALTH AND HUMAN
SERVICES BUDGET AND OVERSIGHT OF
THE CORONAVIRUS OUTBREAK

WEDNESDAY, FEBRUARY 26, 2020

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

The subcommittee met, pursuant to call, at 1:00 p.m., in the
John D. Dingell Room 2123, Rayburn House Office Building, Hon.
Anna G. Eshoo (chairwoman of the subcommittee) presiding.

Present: Representatives Eshoo, Engel, Matsui, Sarbanes, Lujan,
Schrader, Kennedy, Cardenas, Welch, Ruiz, Dingell, Kuster, Kelly,
Barragan, Blunt Rochester, Pallone (ex officio), Burgess, Upton,
Shimkus, Guthrie, Griffith, Bilirakis, Long, Bucshon, Brooks, Hud-
son, Carter, Gianforte, and Walden (ex officio).

Also present: Representatives DeGette and Schakowsky.

Staff present: Joe Banez, Professional Staff Member; Kevin Bar-
stow, Chief Oversight Counsel; Jacquelyn Bolen, Counsel; Jeffrey
C. Carroll, Staff Director; Kimberly Espinosa, Professional Staff
Member; Waverly Gordon, Deputy Chief Counsel, Tiffany
Guarascio, Deputy Staff Director; Stephen Holland, Health Coun-
sel; Zach Kahan, Outreach and Member Service Coordinator; Saha
Khaterzai, Professional Staff Member; Chris Knauer, Oversight
Staff Director; Una Lee, Chief Health Counsel; Kevin McAloon,
Professional Staff Member; Aisling McDonough, Policy Coordinator;
Meghan Mullon, Policy Analyst; Alivia Roberts, Press Assistant;
Tim Robinson, Chief Counsel; Kimberlee Trzeciak, Chief Health
Advisor; Rick Van Buren, Health Counsel; C. J. Young, Press Sec-
retary; Nolan Ahern, Minority Professional Staff, Health; Jennifer
Barblan, Minority Chief Counsel, Oversight and Investigations; S.
K. Bowen, Minority Press Secretary; William Clutterbuck, Minority
Staff Assistant; Jordan Davis, Minority Senior Advisor; Caleb
Graff, Minority Professional Staff Member, Health; Tyler Green-
berg, Minority Staff Assistant; Brittany Havens, Minority Profes-
sional Staff, Oversight and Investigations; Peter Kielty, Minority
General Counsel; Ryan Long, Minority Deputy Staff Director; Kate
O’Connor, Minority Chief Counsel, Communication and Technology;
James Paluskiewicz, Minority Chief Counsel, Health; Kristin
Seum, Minority Counsel, Health; Kristen Shatynsky, Minority Pro-
fessional Staff Member, Health; and Alan Slobodin, Minority Chief
Investigative Counsel, Oversight and Investigations.

Ms. EsH00. The Subcommittee on Health will now come to order.
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I just want all members to know that our witnesses today have
to leave at 5:00 p.m. So the questions for the first panel on the
HHS budget with the Secretary and welcome, Mr. Secretary—are
going to be limited to four minutes. In the second panel, on the
coronavirus response, those questions will be limited to 5 minutes,
which is the usual case, but only ten members are going to be able
to ask questions during that round. So I will have to be strict with
the gavel since the witnesses have a tight timeframe, and I know
that you will all cooperate with that.

And so let us begin.

Welcome, Mr. Secretary. We are glad that you are here. We have
a lot to take up, and every bit of it is, obviously, serious.

The Chair now recognizes herself for 5 minutes for her opening
statement.

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

And let me begin with this, Mr. Secretary: I think that confusion
is the enemy of preparedness. Confusion is the enemy of prepared-
ness. I believe that the administration’s lack of coordination for the
coronavirus response is on full display. We all know that. Markets
are reacting, I think, at least in some part, to the lack of trusted
information, amongst many other factors.

Our government, across the government, has to speak with credi-
bility and authority. Instead, it is like a Greek chorus chanting on
the side of the stage. We have one saying one thing, the President
saying something else, and that adds to the confusion.

I think that there are key questions that need to be addressed
for the American people: What is the plan, the overall plan; should
this virus infect Americans in high numbers?

What is the plan for increasing diagnostic capacity, and what is
the target number for that? Dysfunctional tests, we all know, have
limited our ability to diagnose the virus, and the small number, it
could be said, of U.S. cases may reflect limited testing and not the
virus’s spread. But it is up to our professionals to put out with clar-
ity that kind of information.

What is the plan for protecting our healthcare workers that are
on the?front lines of this? What is the plan to increase hospital ca-
pacity?

Now, in my view, the United States of America has the premier
professional public health professionals in the world—in the
world—our scientists, our doctors, and those that are heading up
the agencies, those that are part of the agencies. I think the prob-
lem rests more with administration people, one saying one thing,
others saying something else.

I think that the briefings that are done for the Congress, if I
might suggest, should be open to the public. There is no reason to
have secrets about this. And I say that because it raises the ele-
ment of fear with people. “There is something going on behind
closed doors that they are not telling us.”

And it is a time for us, if I might use the expression, to give
them an inoculation of confidence. And certainly the virus triggers
fear, and I think the antidote for this is truth and transparency,
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including informing the American people of a coordinated, fully-
funded government plan to keep us safe.

These are not things they can do for themselves. We are the
ones. You are certainly in the driver’s seat on this. And I think
that the funding request—and later in my questions, I will ask you
about that—is wholly inadequate.

Now, before requesting the emergency funding, the President’s
budget contained dangerous cuts that weaken our public health
frontline response, gut the healthcare safety net, and end programs
focusing on increasing our healthcare workforce.

So we are driving in the wrong direction. It is as if there is a
fire and the fire engine is going down the wrong end of the road
instead of to the fire. We need these resources in order to care for
the American people.

As the author of the Pandemic and All-Hazards Preparedness
Act, I know that the best way to fight outbreaks is by preparing
and investing in advance, not by rushing after a pandemic hits.

And while the virus is spreading, the President’s budget cuts al-
most $700 million from the CDC, $430 million from the national
institute focused on infectious diseases, $3 billion from the govern-
ment’s global health program. This is a jaw-dropping $1.6 trillion
cut from the very Federal programs that cover one in three Ameri-
cans. This doesn’t make any sense.

And the President’s budget virtually ends the workforce develop-
ment programs that trained more than a half a million clinicians
each year. I see them every week in my congressional district at
Stanford Medical Center and Lucile Packard Children’s Hospital.

So the budget weakens our public health safety net and it hurts
our country’s resiliency. The CDC, NIH—all of these agencies can-
not run on fumes—cannot run on fumes. And it is not even a Tesla
if it doesn’t have a battery that is going to last.

And if Americans are uninsured or underinsured, they are not
going to seek care, and that will contribute to the spread of the dis-
ease.

So I don’t know what is—the President often has promised
“beautiful” healthcare. I don’t find beauty in what I just said, and
I am sorry that this is a part of it.

So, with that, I will have questions, and thank you again for
being here.

[The prepared statement of Ms. Eshoo follows:]

PREPARED STATEMENT OF HON. ANNA G. ESHOO

Confusion is the enemy of preparedness.

The Administration’s lack of coordination for the coronavirus response is on full
display and the markets are reacting to the lack of trusted information, amongst
many factors.

Our government must speak with credibility and authority.

oThat means answering key questions for the American public:

eWhat is the plan should this virus infect Americans in high numbers?

What is the plan for increasing diagnostic capacity and what is the target num-
ber? Dysfunctional tests have limited our ability to diagnosis the virus. The small
number of U.S. cases may reflect limited testing, not the virus’s spread.

eWhat is the plan for protecting our healthcare workers?
eWhat is the plan to increase hospital capacity?
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The virus triggers fear and I think the antidote for this is truth and transparency,
including informing the American people of a coordinated, fully-funded government
plan to keep us safe.

Instead of taking this situation seriously, the President has sent Congress a
coronavirus funding request that is inadequate for this emergency.

And before requesting the emergency funding, the President’s budget contain dan-
gerous cuts that weakens our public health frontline response, guts the healthcare
safety net, and ends programs focused on increasing our healthcare workforce.

As the author of the Pandemic and All Hazards Preparedness Act, I know that
the best way to fight outbreaks is by preparing and investing in advance, not by
rushing after a pandemic hits.

While the virus is spreading, the President’s budget cuts almost $700 million from
the CDC, $430 million from the National Institute focused on infectious diseases,
$3 billion from the government’s global health program ... and a jawdropping $1.6
trillion from the federal programs that cover one in three Americans.

And the President’s budget virtually ends the workforce development programs
that train more than half a million clinicians each year.

The President’s budget weakens our public health safety net, hurting our coun-
try’s resiliency. If Americans are uninsured or underinsured, then they won’t seek
care and will contribute to the spread of the disease.

The President has often promised “beautiful” healthcare, but his HHS budget
shows an ugly truth.

The people of our country need a swift advancement of a strong, strategic funding
package that addresses the scale and seriousness of this public health crisis.

The Chair now recognizes Mr. Burgess, the ranking member of
our subcommittee, for his 5 minutes for his opening statement.

OPENING STATEMENT OF HON. MICHAEL C. BURGESS, A
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS

Mr. BURGESS. And I thank the Chair.

Thank you, Secretary, for being here. Always great to see you in
our committee. I hope the feeling is mutual; you always are grate-
ful to be here at our committee.

I just have to say, Madam Chair, that two weeks ago I was criti-
cized rather severely for even suggesting that we needed a
coronavirus hearing. The work we were doing that day, which was
a bill that was never going to become law, was so important that
we didn’t need to do that hearing. We did need to do that hearing.
I am grateful we are having it today. I am grateful we have the
Secretary.

Now, this hearing is also being coincidently run with the Presi-
dent’s budget proposal for fiscal year 2021. And that is a lot of stuff
to cover in one hearing, but I guess we will do our best, Mr. Sec-
retary.

So let me just say, I do appreciate the administration’s commit-
ment to healthcare. I appreciate the commitment to lowering
healthcare costs and reducing the complexity of the system so that
patients can more easily access their care.

One thing the administration and, Mr. Secretary, particularly
you led on was advancing kidney health for Americans. That trend
continues in the Health and Human Services budget proposal and
the support for H.R. 5534, the Comprehensive Immunosuppressive
Drug Coverage for Kidney Transplant Patients Act.

As you know, Mr. Secretary, this bill would extend Medicare cov-
erage of immunosuppressive drugs past the current 36-month limit.
A patient with a kidney transplant needs to take
immunosuppressives or their body will ultimately reject the graft,
causing the patient to return for dialysis treatment.
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A kidney transplant is indeed an investment in the future of that
recipient patient, and this bill will help protect that investment. I
have worked on this policy for a decade, and I am thankful it has
been highlighted as a priority by the administration. It is time for
Congress to finally pass this commonsense legislation.

The budget also continues the work of the SUPPORT Act, one of
the major pieces of legislation passed in the last Congress, by mak-
ing clear that the opiate epidemic and programs in the oversight
investigation—and making sure that the opiate epidemic and re-
sponse programs are indeed a priority.

In our Oversight and Investigations Subcommittee, we have
heard from various States about the efforts they are making to
help those with substance use disorder. Funding for these State
opiate response grants is imperative to allow States to find the in-
novative ways to combat this crisis.

I also appreciate the fact that the administration included Hyde
Amendment pro-life protections in all proposed funding language.
It is important to ensure that Federal funds are not used to per-
form abortions. And I hope as this subcommittee moves forward
with reauthorizations and the Appropriations Committee puts to-
gether the bills for fiscal year 2021, they will maintain those pro-
tections.

Other important programs and policies are receiving increased
funding, including: the Maternal and Child Health Block Grant,
the Health Resources and Services Administration’s Maternal
Health in America initiative, and the 340B drug pricing program.
Funding increases for the Centers for Disease Control and Preven-
tion’s influenza program are particularly important as we now face
this worldwide coronavirus outbreak.

Which brings me to the novel coronavirus. And it has infected
over 80,000 individuals worldwide, and proven to be more deadly
than SARS. I appreciate the Trump administration’s vigilance and
rapid response efforts.

Mr. Secretary, let me just say, I was so heartened—I think it
was four Fridays ago when you came on the air and said there was
a limit to people being able to come into this country from China.
And I thought it was important that the administration say that.

And I believe that is one of the central things—my thesis is that
is one of the central things that has provided us at least a little
breathing room as this virus erupts around the world. We are, for-
tunately, not as affected as some other countries. Now it is incum-
bent upon us to make sure that we utilize that time wisely.

Certainly, the Pandemic and All-Hazards Preparedness Act,
which was worked on by this subcommittee in the last Congress
and finally passed at the beginning of this Congress—important
piece of legislation. I would have liked for us to have done real-time
hearings updating, are we doing what was intended with that bill?
Is the stockpile responding appropriately to the authorizations that
we made?

And this is the type of information—rather then the political
rhetoric back and forth that we have heard, this is the type of in-
formation that I think would be helpful and, indeed, reassuring to
the American people.
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You can’t ignore the fact of what has happened to the markets.
Today we are grateful that they have seemed to have rebounded
a little bit. But, look, we all know China has not been forthcoming
with information, and it is that uncertainty—that uncertainty—
that I believe it is one of the negative forces driving the market.

Mr. Secretary, I appreciate you being here today. We will have
multiple questions for you. I certainly look forward to your testi-
mony.

Thank you. I yield back.

[The prepared statement of Mr. Burgess follows:]

PREPARED STATEMENT OF HON. MICHAEL C. BURGESS

Thank you, Madam Chair. I want to thank Secretary Azar for being here today
to discuss President Trump’s Budget Proposal for fiscal year 2021 and the 2019
novel coronavirus, or COVID-19, outbreak.

I appreciate the Trump Administration’s commitment to healthcare, especially
lowering healthcare costs and the reducing the complexity of the healthcare system
so that patients can more easily access care. One thing the Administration, particu-
larly you, Secretary Azar, has led on is advancing kidney health for Americans.
That trend continues in the Health and Human Services Budget Proposal’s support
for H.R. 5534, the Comprehensive Immunosuppressive Drug Coverage for Kidney
Transplant Patients Act of 2019.

This bill would extend Medicare coverage of immunosuppressive drugs past the
current 36-month limit for kidney patients who do not obtain other health coverage.

A patient with a kidney transplant must take their immunosuppressive drugs or
their body will ultimately reject the kidney causing the patient to return to dialysis
treatment. A kidney transplant is an investment into the future of the recipient pa-
tient. This bill will protect that investment. I have worked on this policy for nearly
a decade, and I am thankful that this has been highlighted as a priority by the Ad-
ministration. This Congress is the time to finally pass this common-sense legisla-
tion.

This budget also continues the work of the SUPPORT Act, by making clear that
the opioid epidemic and response programs are a priority.

In the Oversight and Investigations Subcommittee we heard from various states
about the efforts they are making to help those with substance use disorder. Fund-
ing for these State Opioid Response Grants is imperative to allow states to find in-
novative ways to combat the opioid crisis.

I also appreciate that the Administration included Hyde Amendment and pro-life
protections in all proposed funding language. It is important to ensure that federal
funds are not used to perform abortions, and I hope that as this subcommittee
moves forward with reauthorizations and the Appropriations Committee puts to-
gether the bills for fiscal year 2021, that they will maintain those protections.

Other important programs and policies receiving increased funding including the
Maternal and Child Health Block Grant, the Health Resources and Services Admin-
istration’s Maternal Health in America Initiative, and the 340B Drug Pricing Pro-
gram. Funding increases for the Centers for Disease Control and Preparation’s in-
fluenza program is particularly important now as we face a worldwide coronavirus
outbreak.

This novel coronavirus, named COVID-19, has infected over 75,000 individuals
worldwide and has proven to be more deadly than SARS. I appreciate the Trump
Administration’s vigilance and rapid response efforts. The State Department issued
a level 4 travel advisory for China and the Administration has been appropriately
restrictive in allowing non-citizens who had traveled to China within the last 14
days from entering the U.S. It is a relief to know that our country is taking this
outbreak very seriously and has successfully limited the number of cases in the
United States; however, with increased global spread and community spread in
countries such as Italy, COVID-19 will become more difficult to contain.

Our agencies have worked together to protect the American people from this out-
break and have been successful in limiting infection of those in the U.S. This is
proof that the Pandemic and All-Hazards Preparedness and Advancing Innovation
Act of 2019 is working. Thanks to the work of this subcommittee in the last Con-
gress and the leadership of Rep. Susan Brooks and Chairwoman Eshoo, our public
health system is working as intended. I believe that our response efforts thus far
have shown that our public health system has adapted and improved since the Zika
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and Ebola responses. Throughout those responses, Chairman Upton ensured that we
had robust hearings on those responses to ensure proper Congressional oversight
and understanding of the situations. I hope that we will be able to stick to that tra-
dition and hold a standalone hearing on COVID-19.

I do appreciate the CDC and other agencies’ transparency in providing multiple
telebriefings for Congressional staff each week so that Congress can be as informed
with the most up-to-date information as possible. I look forward to learning more
about COVID-19 and the challenges and successes of these response efforts.

Thank you for holding this important hearing. I yield back.

Ms. EsHOO. The gentleman yields back.

I want the ranking member to know the following. On January
30, I requested that, the following week, we have a hearing on the
coronavirus with the heads of the agencies. The Secretary leaned
in and said, “I head up the effort, and I want to be there with that
team.” And here we are today.

So this is not something, Dr. Burgess, that we have just casually
overlooked or ignored. That is far from the fact.

I now would like to recognize the chairman of the full committee,
Mr. Pallone, for his 5 minutes.

Mr. PALLONE Thank you, Chairwoman Eshoo.

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

Today’s hearing serves two critical purposes: first, we will exam-
ine the Trump administration’s proposed budget for the Depart-
ment of Health and Human Services for fiscal year 2021, and, sec-
ond, we will get a crucial update on the administration’s ongoing
response to the coronavirus.

I am disappointed, though not surprised, that the Trump admin-
istration budget proposal completely contradicts the healthcare
promises that the President repeatedly makes to the American peo-
ple.

When it comes to ensuring the American people have access to
affordable and quality healthcare, the Trump administration has
failed them, and this budget proposal continues that record.

Two years after showering the wealthy and large corporations
with major tax breaks, the President’s 2021 budget proposal
slashes $100 billion from the Affordable Care Act, $500 billion from
Medicare, and more than $900 billion from Medicaid over the
course of years. And the President also wants to make it easier for
States to take away people’s coverage, undermine their care, and
cut critical benefits.

And this puts the health and well-being of tens of millions of
children, parents, pregnant women, and people with disabilities at
risk. Medicaid is a lifeline for millions of working-class families,
and it is unconscionable that the president wants to cut it to pay
for tax cuts for millionaires.

Now, these budget cuts also fly in the face of President Trump’s
own words. He promised that, as President, he would not cut Medi-
care or Medicaid. And he promised in his State of the Union Ad-
dress earlier this year that he would continue to protect the more
than 130 million Americans with preexisting conditions. But, as
Secretary Azar knows, this administration is now suing in the Fed-
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eral courts to strike down the ACA and all of its consumer protec-
tions.

Overall, President Trump is proposing a 12-percent cut to the
HHS’s budget, one of the largest cuts to any Federal agency. The
devastating cuts don’t end at Medicare, Medicaid, and the ACA.
The President’s proposal cuts the National Institutes of Health by
$3 billion and the Centers for Disease Control and Prevention by
$675 million. And keep in mind that this is the very agency that
is now responding to the coronavirus.

And I am also concerned by the proposal to move tobacco regula-
tion out of the FDA’s authority altogether. Instead, the administra-
tion would create a new, untested agency to oversee tobacco prod-
ucts while we are in the midst of a youth tobacco epidemic.

After years of regulatory uncertainty, the Tobacco Control Act
clearly and unambiguously ensured that FDA would regulate to-
bacco products for the protection of public health, and, over the last
decade, the agency has worked to develop the expertise, workforce,
and scientific basis to effectively regulate these products.

So I am concerned that this proposal would only serve to further
politicize tobacco regulation by stripping away FDA’s sound, sci-
entific, and evidence-based approach and replacing it at the whims
of political appointees. And it is nothing more than a gift, frankly,
to big tobacco companies.

Now, let me just move to the second topic at hand. After we dis-
cuss the budget, we will ask questions of the Secretary and other
top public health officials on the administration’s efforts to address
the coronavirus outbreak. It is critical that we get an update on the
scale of the outbreak, its repercussions in the U.S., and how we can
work together to ensure the safety of all Americans.

I think we have one of the strongest public health infrastructures
in the world, and it is more than capable of coming to an effective
solution. And we should be supporting that system with all avail-
able resources.

So, again, Madam Chair, I thank you. And I think—well, actu-
ally, I have time left, if anybody wants it, but—everybody gets
time, or should—does anybody want my time? I guess not.

All right. Thanks a lot. I yield back.

PREPARED STATEMENT OF HON. FRANK PALLONE, JR.

Today’s hearing serves two critical purposes. First, we will examine the Trump
Administration’s proposed budget for the Department of Health and Human Serv-
ices for fiscal year 2021. And second, we will get a critical update on the Adminis-
tration’s ongoing response to the coronavirus.

I am disappointed, though not surprised, that the Administration’s budget pro-
posal completely contradicts the healthcare promises that President Trump repeat-
edly makes to the American people.

When it comes to ensuring the American people have access to affordable and
quality healthcare, the Trump Administration has failed them, and this budget pro-
posal continues that sorry record.

Two years after showering the wealthy and large corporations with major tax
breaks, the President’s 2021 budget proposal slashes $100 billon from the Affordable
Care Act (ACA), $500 billion from Medicare and more than $900 billion from Med-
icaid over the course of ten years. The president also wants to make it easier for
states to take away people’s coverage, undermine their care, and cut critical bene-
fits. This puts the health and well-being of tens of millions of children, parents,
pregnant women, and people with disabilities at risk. Medicaid is a lifeline for mil-
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lions of working-class families, and it’s unconscionable that the president wants to
cut it to pay for tax cuts for millionaires.

These budget cuts also fly in face of President Trump’s own words—promising
that, as president, he would NOT cut Medicare or Medicaid. And promising in his
State of the Union Address earlier this year that he would continue to protect the
more than 130 million Americans with pre-existing conditions. As Secretary Azar
well knows, this Administration is now suing in the federal courts to strike down
the ACA and all of its consumer protections.

Overall, the President is proposing a 12 percent cut to HHS’s budget—one of the
largest cuts to any federal agency. The devastating cuts don’t end at Medicare, Med-
icaid and the ACA, the President’s proposal, cuts the National Institutes of Health
(NIH) by $3 billion, and the Centers for Disease Control and Prevention (CDC) by
$675 million. Keep in mind this is the very agency that is now responding to the
coronavirus.

I'm also concerned by the proposal to move tobacco regulation out of the Food and
Drug Administration’s (FDA) authority altogether. Instead, the Administration
would create a new, untested agency to oversee tobacco products while we are in
the midst of a youth tobacco epidemic. After years of regulatory uncertainty, the To-
bacco Control Act clearly and unambiguously ensured that FDA would regulate to-
bacco products for the protection of public health. Over the last decade, the agency
has worked to develop the expertise, workforce, and scientific basis to effectively
regulate these products. I'm concerned that this proposal would only serve to further
politicize tobacco regulation by stripping away FDA’s sound scientific and evidence-
based approach and replacing it at the whims of political appointees. This is nothing
more than a gift to big tobacco companies.

Now, let me move to the second topic at hand today. After we discuss the budget,
we will ask questions of the Secretary and other top public health officials on the
Administration’s efforts to address the coronavirus outbreak. It is critical that we
get an update on the scale of the outbreak, its repercussions in the United States,
and how we can be working together to ensure the safety of all Americans. We have
one of the strongest public health infrastructures in the world, and it is more than
capable of coming to an effective solution. We should be supporting that system with
all available resources.

Thank you, and I yield back.

Ms. EsHOO. The gentleman yields back.
Pleasure to recognize the ranking member of the full committee,
Mr. Walden, for his 5 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 Chair. Good afternoon.

And, Mr. Secretary, thank you for being here today. It is not the
first time we have seen you here, I think, this year probably, but
certainly, we appreciate the work you and your team have done
dealing with the coronavirus.

I think I have been in every one of the roundtables and hearings
that you and your team have provided for this committee and other
committees. Chairman Pallone and I were the co-moderators of the
first one in the Visitor Center, where every Member of Congress
was invited, and I was at the last one, and I was at the Situation
Room at the White House before the break. And, you know, I think
you all have been very forthcoming with the facts.

And for whatever reason, we haven’t had a hearing here. Maybe
we wanted to wait until this one. But I think it is important that
we hear from you and the team that you are leading.

And I think it is important to recognize the work that Mrs.
Brooks did on reauthorizing the Pandemic and All-Hazards Pre-
paredness Act in the last Congress. We had big fights about that,
but thank goodness it is in place, because it is designed to do ex-
actly what we are encountering today: have a lead person in the
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administration—that is you—that is designated by the President,
and a team ready to go.

And so I guess I have been to enough of those briefings that I
saw Members kind of yawning at some point in those, quote/un-
quote, “closed-door briefings” because we were hearing it for the
third time.

Now, we were gone a week, and a lot has changed. And we know
what is happening in China is probably worse than we are being
told. And I think the big issues there are the supply chain as well
as public health.

We know it is spreading around the world, and we are trying to
cope. And we know, and you have warned us, and Dr. Fauci has
warned us, and others, expect it to—you know, this could well mu-
tate, but that doesn’t mean end of world. It can well expand; we
should be ready for that. But, as Mr. Pallone said, we have a ter-
rific public health system here in the United States.

A lot of that is driven at the local level. And it is important we
have those communication links in place so that when we identify
something, somebody coming in through an airport, the local health
officials know about it at home and we are able to deal with it. And
I think it is good to get this out in the public.

I would just point-out that we will hear from you and the CDC,
FDA, and ASPR and NIAID to give us an update on the sidecar
hearing. We have had now, what, 80,000 confirmed cases world-
wide, 2,700 deaths. The outbreak has become a significant global
health concern. Yesterday, Italy announced 300 individuals have
been affected by the coronavirus; 11 have died.

There is still much we do not know about the outbreak, and so
we will learn more, I guess, after this budget hearing.

But it is essential that we do everything we can and provide you
the assistance. And I know, in the meetings I have been in with
everybody else on this committee that was there to attend, you
have made it clear, if you need more money, you will ask us, and
we have made it clear, if you need more money, tell us, and we will
work with you.

Now, we will want to get the specifics, obviously, but I know you
have sent up a supplemental request for, I think, a total of a little
over $2 billion, $2.5 billion. Some of that is reprogramming; some
of it is additional money. No sooner had that left your office than
some politicians were on the air, criticizing you for not asking for
enough. And so we will be interested to get your response to that.

I do think it is also essential to look at perspectives in terms of
what Americans are facing today with the traditional flu and that
we have probably lost, what, 10,000 or more Americans have died
from the annual flu. And we have vaccines for that and treatments
for that. And so we have to think about that, as well, and practice
good public health.

I was in Japan with a couple of other of my colleagues on the
committee, and you can’t go anywhere in Japan without the hand
sanitizer being squirted in your hands. And it was a good lesson,
I think, for all of us. But we ought to be doing a little bit more of
that here and we would probably help with the traditional seasonal
flu and spread of other diseases.
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And so there is a lot we can learn from you; there is a lot we
can learn from your team. And we will look forward to hearing
from you directly on that, on the record here in the public.

So, with that, Madam Chair, I yield back.

[The prepared statement of Mr. Walden follows:]

PREPARED STATEMENT OF HON. GREG WALDEN

Madame Chair, thank you for holding this important hearing. Secretary Azar,
welcome back. Thank you for taking the time to be here today and the work you
and your team continue to do.

Providing funding to essential health programs has been one of the priorities of
this committee. Last year, we passed several important bills that reauthorized re-
search funding for autism and the Emergency Medical Services for Children pro-
gram. We also included provisions in the end-of-the-year spending bill that provide
additional protections for CRT wheelchairs provided to Medicare beneficiaries.
These provisions—that are now law—directly and positively impact the American
people and show we are a committee that can continue to reach bipartisan agree-
ments to help the public.

The President’s budget continues to build on a number of proposals that increase
health access to rural communities, combat the HIV epidemic, and provide states
greater flexibility to engage in innovative programs—such as implementation of the
Money Follows the Person demonstration, giving consumers the choice of where they
live and receive services.

As the opioid epidemic continues to claim lives and other drug epidemics are aris-
ing, the budget also keeps vital grants in the budget for substance use disorder
treatment.

The budget also integrates proposals that members of this committee have pre-
viously supported, such as providing lifetime coverage for immunosuppressive drugs
for kidney transplant recipients as well as an extension of the Independence at
Home demonstration program. These are good, bipartisan proposals that continue
to build on the work this committee has done.

The budget also reiterates the President’s commitment to providing greater price
transparency, so patients know the cost of their services. Additional provisions re-
move regulatory barriers that hinder the ability to have more value-based care, such
as modernizing the Stark Law and making site-neutral payment changes so that
costs can be uniform for all Medicare beneficiaries.

It should also be noted that we are quickly approaching the May 22nd deadline
to fund community health centers and other essential programs for the rest of the
year. These are important programs and we need to make sure they are fully fund-
ed; it’s also an opportunity to act on legislation to end surprise medical bills - a key
priority of not only this committee, but also President Trump. Of course, the Presi-
dent’s budget also emphasizes the need to engage in drug pricing reform to lower
the cost of prescription drugs for consumers. I hope that we can work on bipartisan
proposals that will do so and I continue to believe the Lower Costs, More Cures Act,
that I introduced, has a path to the President’s desk. This would provide savings
to the American people, place the first out-of-pocket cap on America’s seniors’ drug
costs, and prioritize innovation without sacrificing lifesaving cures—unlike Speaker
Pelosi’s alternative with estimates that up to 15 or even 100 fewer cures would be
developed.

After we hear from Secretary After we hear from Secretary Azar, we’re going to
hear from representatives of the CDC, FDA, NIAID, and ASPR to give us an update
on the coronavirus outbreak and responses to combat it. I thank Doctors Redfield,
Hahn, Fauci, and Kadlec for taking the time to appear before us today. With over
80,000 confirmed cases and over 2,700 deaths, the outbreak has become a significant
global health concern. Yesterday, Italy announced over 300 individuals had been af-
fected by the coronavirus and 11 had died. There is still much we do not know about
the outbreak given that public health authorities have been given limited access to
Chinese patients. It is important to make sure that the CDC and other agencies
have the necessary funding to further research and manage this outbreak. Earlier
this week, the Administration requested emergency funds to combat the coronavirus
outbreak and I think this Committee should do everything it can to assist public
health officials with this crisis.

I thank both panels for taking the time to appear and I look forward to hearing
from each of you.
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Ms. EsHOO. The gentleman yields back.

I now would like to introduce our witness for today’s first panel.
One person, one person alone: the Nation’s Secretary of Health and
Human Services.

Welcome to you, Secretary Azar. You certainly are familiar with
the lighting system around here, so you are now recognized for 5
?inutes for your statement to the committee. Thank you for being

ere.

STATEMENT OF ALEX AZAR

Secretary AZAR. Great. Thank you very much.

Chairwoman Eshoo, Chairman Pallone, Ranking Members Wal-
den and Burgess, thank you for inviting me to discuss the Presi-
dent’s budget for fiscal year 2021.

I am honored to appear before the committee for budget testi-
mony as the HHS Secretary for the second time, especially after
the remarkable year of results that the HHS team has produced.

With support from this committee, this past year, we saw the
number of drug overdose deaths decline for the first time in dec-
ades, another record year of generic drug approvals from FDA, and
historic drops in Medicare Advantage, Medicare Part D, and Af-
fordable Care Act exchange premiums.

The President’s budget aims to move toward a future where
HHS’s programs work better for the people we serve, where our
human services programs put people at the center, and where
America’s healthcare system is affordable, personalized, puts pa-
tients in control, and treats them like a human being and not like
a number.

HHS has the largest discretionary budget of any nondefense de-
partment, which means that difficult decisions must be made to
put discretionary spending on a sustainable path.

The President’s budget proposes to protect what works in our
healthcare system and make it better. I will mention two ways that
we do that: first, facilitating patient-centered markets; and, second,
tackling key, impactable health challenges.

The budget’s healthcare reforms aim to put the patient at the
center. It would, for instance, eliminate cost-sharing for
colonoscopies, a lifesaving preventive service. We would reduce pa-
tients’ costs and promote competition by paying the same for cer-
tain services regardless of the setting.

The budget endorses bipartisan, bicameral drug pricing legisla-
tion. And I want to thank this committee for your bipartisan work
to pass legislation such as the CREATES Act to cut patient costs
and save taxpayer dollars through lower drug prices.

The budget’s reforms will improve Medicare and extend the life
of the Hospital Insurance Fund for at least 25 years.

We propose investing $116 million in HHS’s initiatives to reduce
maternal mortality and morbidity. And we propose reforms to tack-
le America’s rural healthcare crisis, including telehealth expan-
sions and new flexibility for rural hospitals.

The budget increases investments to combat the opioid epidemic,
including SAMHSA’s State Opioid Response Program. This success-
ful grant program grew out of this committee’s creation of the State
Targeted Response grants in the Cures Act, and we were pleased
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to work with Congress to provide flexibility on the SOR grants for
States to address stimulants like methamphetamines.

We request $716 million for the President’s initiative to end the
HIV epidemic in America by using effective, evidence-based tools.
Thanks to support from Congress, we have already begun imple-
mentation of the initiative.

The budget reflects how seriously we take the threat of other in-
fectious diseases, such as the novel coronavirus, by prioritizing the
funding for CDC’s infectious disease programs and maintaining in-
vestments in hospital preparedness.

As of this morning, we still had only 14 cases of the novel
coronavirus detected in the United States involving travel to or
close contacts with travelers. Coming into this hearing, I was in-
formed that we have a 15th confirmed case, the epidemiology of
which we are still discerning. Three cases also exist among Ameri-
cans repatriated from Wuhan, and 42 cases exist among American
passengers repatriated from the Diamond Princess cruise ship in
Japan.

While the immediate risk to the American public remains low,
there is now community transmission in a number of countries, in-
cluding outside of Asia, which is deeply concerning. We are work-
ing closely with State, local, and private-sector partners to prepare
for mitigating the virus’s potential spread in the United States, as
we expect to see more cases here.

On Monday, OMB sent a request to make at least $2.5 billion in
funding available for preparedness and response, including for
therapeutics, vaccines, personal protective equipment, State and
local public health department support, and surveillance. I look for-
ward to working closely with Congress on that proposal.

This year’s budget aims to protect and enhance Americans’ well-
being and deliver Americans a more affordable, personalized
healthcare system that works better rather than just spends more.
I look forward to working with this committee to make that com-
monsense goal a reality.

Thank you very much.

[The prepared statement of Secretary Azar follows:]
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PREPARED STATEMENT OF MR. AZAR

Sec. Azar Written Budget Testimony

The President’s Fiscal Year (FY) 2021 Budget (Budget) is built around a vision for HHS and a
vision for American healthcare. We are building toward a future where HHS’s programs work
better for the people we serve; where America’s healthcare system is affordable, personalized,
and puts patients in control, and where our human services programs put people at the center.

The Budget reflects the Administration’s commitments to delivering on this vision and other
important themes of HHS’s work: advancing a patient-centered healthcare system, protecting the
lives of the American people, promoting independence, and making HHS the healthiest
organization it can be.

Over the past year, under President Trump’s leadership, the men and women of HHS have
delivered remarkable results. Beginning in 2018 and through 2019, the number of drug overdose
deaths in America began to decline for the first time in nearly two decades, thanks to huge
expansions, assisted by HHS, in access to evidence-based addiction treatment. The Food and
Drug Administration (FDA) approved a record number of generic drugs and biosimilars in FY
2019. We launched new payment models in Medicare that pay for health and outcomes, rather
than sickness and procedures. We finalized a requirement, effective January 2021, that hospitals
provide patients with useful price information, and proposed measures to give patients control
over their own health data through interoperability. We launched President Trump’s initiative to
end the HIV epidemic in America within ten years, and worked with Congress to secure funding
for it. The Department played a vital role in responding to an Ebola outbreak in the eastern
Democratic Republic of the Congo and the humanitarian crisis in Latin America. We took
unprecedented steps to expand access to treatment for Americans with serious mental illness and
worked to help seniors remain in their homes. The latest data from the Administration for
Children and Families shows a record number of adoptions with child-welfare-agency
involvement, and reductions in the number of children entering foster care. The Budget proposes
to continue work on these priorities, while also identifying new areas for action, such as maternal
and rural health.

The Budget proposes $94.5 billion in discretionary budget authority and $1.3 trillion in
mandatory funding. Within our discretionary programs, it prioritizes funding for programs that
have demonstrated effectiveness, proposes to end programs that have not, and focuses on direct
services provided to the American people. On mandatory spending, the Budget proposes
commonsense reforms that will pave a path to fiscal sustainability and make these important
programs work better for the people they serve.

FACILITATE PATIENT-CENTERED CARE

Providing Price and Quality Transparency

President Trump’s Executive Order on Improving Price and Quality Transparency in American
Healthcare to Put Patients First directs HHS to make healthcare prices transparent, laying the
foundation for a patient-driven and value-based health system. HHS has acted swiftly to require
hospitals to publish the prices they negotiate with insurers and is working to do the same for
issuers, so patients can understand their own out-of-pocket costs. CMS has also required Part D

1 Putting America’s Health First
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prescription drug plans to develop tools that allow beneficiaries to determine plan benefits and
formularies.

The Executive Order calls for the development of a Health Quality Roadmap that aligns and
improves reporting on data and quality measures across Medicare, Medicaid, the Children’s
Health Insurance Program, and other Federal health programs. The Roadmap will include a
strategy for establishing, adopting, and publishing common quality measures; aligning hospital
inpatient and hospital outpatient measures; and eliminating low-value or counterproductive
measures.

HHS legislative proposals increase price and quality transparency in Medicare. For instance, the
Budget would eliminate coinsurance or copayments for a screening colonoscopy when a polyp is
found, saving lives and supporting the President’s policy to reduce out-of-pocket costs for this
common procedure.

The Budget also invests funding in programs that promote transparency. The Budget requests
$51 million for the Office of the National Coordinator for Health IT, which includes funding to
develop, promote, and adopt common standards to integrate health information and product
transparency while protecting privacy. In addition, the new National Institute for Research on
Safety and Quality within the National Institutes of Health (NIH) supports the Administration’s
efforts to move healthcare organizations from volume to value by focusing on improving
outcomes, reducing cost, and expanding choices for consumers. Research investments will focus
on developing knowledge, tools, and data needed to improve the healthcare system.

Lowering the Cost of Prescription Drugs

The United States is first in the world in biopharmaceutical investment and innovation. But too
often, this system has not put American patients first. We have access to the greatest medicines
in the world, but access is meaningless without affordability. The Budget supports quick
Congressional action to pass comprehensive legislation to address these flaws in our current drug
pricing system and provide needed relief to the American people.

The Budget delivers on President Trump’s promise to bring down the high cost of drugs and
reduce out-of-pocket costs for American consumers by pursuing policies that align with the four
pillars of the President’s American Patients First Blueprint. increased competition, better
negotiation, incentives for lower list prices, and lowering out-of-pocket costs.

The Budget includes an allowance for bipartisan drug pricing proposals. The Administration
supports legislative efforts to improve the Medicare Part D benefit by establishing an out-of-
pocket maximum and reducing out-of-pocket costs for seniors. The Administration also supports
changes to bring lower cost generic and biosimilar drugs to patients. These efforts would
increase competition, reduce drug prices, and lower out of pocket costs for patients at the
pharmacy counter.

The Budget includes an allowance for savings of $135 billion over ten years to support the
President’s commitment to lower the cost of prescription drugs.

2 Putting America’s Health First
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Protecting and Improving Medicare for our Nation’s Seniors

Over 60 million American seniors are in the Medicare program, and they are overwhelmingly
satisfied with the care they receive through traditional Medicare and Medicare Advantage. The
President is continuing to strengthen and improve these programs.

The Budget continues to implement the President’s Executive Order on Protecting and
Improving Medicare for Our Nation’s Seniors, building on those aspects of the program that
work well, while also introducing market-based approaches to Medicare reimbursement. The
Administration seeks to protect and reform Medicare with proposals that strengthen fiscal
sustainability and deliver value to patients. To drive reform, the Centers for Medicare &
Medicaid Services (CMS) is modernizing the Medicare Advantage program, unleashing
innovation, expanding telehealth options, and driving competition to improve quality among
private Medicare health and drug plans. The Administration is expanding flexibility for these
Medicare Advantage plans to maximize choices for seniors, and taking action to ensure fee-for-
service Medicare is not promoted over Medicare Advantage.

President’s Health Reform Vision Allowance

While Americans have the best healthcare options in the world, rising healthcare costs continue
to be a top financial concern for many Americans. President Trump’s Health Reform Vision will
protect the most vulnerable, especially those with pre-existing conditions, and provide the
affordability, choice, and control Americans want and the high-quality care that all Americans
deserve.

The President’s Health Reform Vision would build on efforts outlined in the Executive Order,
“Improving Price and Quality Transparency in American Healthcare To Put Patients First” to
provide greater transparency of healthcare costs and enshrine the right of a patient to know the
cost of care before it is delivered. It focuses on lowering the price of medicine, ending surprise
medical bills, breaking down barriers to choice and competition, and reducing unnecessary
regulatory burdens. The Health Reform Vision will also prioritize Federal resources for the most
vulnerable and provide assistance for low-income individuals. Medicaid reform will restore
balance, flexibility, integrity, and accountability to the state-federal partnership. Medicaid
spending will grow at a more sustainable rate by ending the financial bias that currently favors
able-bodied working-age adults over the truly vulnerable.

The Budget includes savings of $844 billion over ten years for the President’s Health Reform
Vision Allowance.

Paying for Qutcomes

The Administration is committed to advancing a personalized and affordable healthcare system
that puts the patient at the center by ensuring Federal health programs produce quality outcomes
and results at the lowest possible cost.

In part, this will be achieved by our continued focus on paying for outcomes rather than
procedures. For instance, the Budget seeks to improve Medicare primary care services by
ensuring payments more accurately reflect clinician time, resources, and outcomes. The Budget
also implements a value-based purchasing program for hospital outpatient departments,

3 Putting America’s Health First
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ambulatory surgical centers, and post-acute care facilities, offering incentives to improve quality
and health outcomes. Finally, the Budget proposes a set of reforms that improve the physician
experience and participation in the Quality Payment Program by eliminating reporting burdens
for clinicians participating in the Merit-Based Incentive Payment System, CMS’s largest value-
based care payment program.

The Administration issued proposed rules to modernize key regulations that advance the
movement to value-based care and paying for outcomes. Specifically, the Administration
proposed reforms to the Anti-Kickback Statute, the Physician Self-Referral regulations (Stark
Law), and 42 CFR Part 2. These proposed rules are part of HHS’s Regulatory Sprint to
Coordinated Care, which aims to reduce regulatory barriers and accelerate the transformation of
the healthcare system into one that better pays for value and promotes care coordination. These
proposed rules reduce unnecessary regulatory burden on physicians and other healthcare
providers while reinforcing their statutory intents of protecting patients from unnecessary
services, and limiting fraud waste and abuse. This includes adding flexibilities with respect to
outcomes-based payments and part-time arrangements. These rules would allow physicians and
other healthcare providers and suppliers to design and enter into value-based arrangements that
improve quality outcomes, produce health system efficiencies, and lower costs.

The CMS Center for Medicare and Medicaid Innovation (Innovation Center) launched a number
of innovative payment and service delivery models to test ideas to shift our healthcare system
toward payment for outcomes and health rather than sickness and procedures. This effort
includes Direct Contracting and Primary Care First, a new suite of payment model options that
will transform primary care to deliver better value for patients throughout the healthcare system.
In addition, the Emergency Triage, Treat, and Transport Model provides greater flexibility to
ambulance care teams to address emergency healthcare needs of Medicare beneficiaries
following a 911 call, rather than delivering them to the hospital or emergency department for an
unnecessary and expensive visit.

PROTECT LIFE AND LIVES

Combating the Opioid and Methamphetamine Crisis
In 2018, drug overdose deaths declined for the first time since 1990. A reduction in deaths from
prescription opioid painkillers is almost entirely responsible for this decline. To maintain and
build on this progress, HHS continues to advance the department’s five-point strategy to:

e Improve access to prevention, treatment, and recovery services, including the full range
of medication-assisted treatments;
Better target the availability of overdose-reversing drugs;
Strengthen our understanding of the crisis through better public health data and reporting;
Provide support for cutting edge research on pain and addiction; and
Improve pain management practices.

The Budget requests $5.2 billion to address the opioid overdose epidemic and methamphetamine
use, including $169 million in new resources. Funding expands State Opioid Response grants in
the Substance Abuse and Mental Health Services Administration (SAMHSA) to provide
treatment, recovery support services, and relapse prevention. The Budget provides funding to

4 Putting America’s Health First
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the Health Resources and Services Administration (HRSA) for Addiction Medicine Fellowships
to support approximately 60 fellows annually in underserved, community-based settings that
integrate primary care with mental health and substance use disorder prevention and treatment
services.

While opioids have been at the forefront of the drug landscape, the crisis continues to evolve and
many public health experts believe we are entering into the fourth wave of the crisis, which is
underscored by increases in overdose deaths involving cocaine and methamphetamine.

HHS is leveraging current efforts to address the opioid epidemic to combat the rising mortality
and morbidity associated with methamphetamines and other stimulants. To allow flexibility to
most effectively combat substance use in whatever form it takes, SAMHSA’s State Opioid
Response grant program has the flexibility to also address stimulants. HHS would direct

$50 million within NIH for research to develop medication-assisted treatment and evidence-
based psychosocial treatment for methamphetamines and other stimulants.

Ending the HIV Epidemic: A Plan for America
In the 2019 State of the Union, President Trump announced a bold new initiative to reduce new
HIV infections by 75 percent in the next 5 years and by 90 percent in the next 10 years, averting
more than 400,000 HIV infections in that time period. This initiative focuses on four key
strategies:
e Diagnose all individuals with HIV as early as possible after infection;
e Treat the infection rapidly and effectively after diagnosis, achieving sustained viral
suppression;
Protect individuals at risk for HIV using proven prevention approaches; and
Respond rapidly to detect and respond to growing HIV clusters and prevent new HIV
infections.

The Budget invests $716 million in dedicated funding for the second year of the Ending the HIV
Epidemic: A Plan for America initiative, an increase of $450 million from FY 2020. This
funding expands activities in the 57 target jurisdictions to increase HIV testing and access to
prevention and treatment services.

With $371 million, the Centers for Disease Control and Prevention (CDC) transitions from
planning to implementation and intensifies work begun in FY 2020 in the 57 target jurisdictions.
CDC grants to affected communities will drive additional testing with the goal in the second year
of doubling the number of new HIV diagnoses rapidly treated with antiretroviral therapy to
maintain health and prevent additional HIV transmissions. Funded jurisdictions will use
pharmacy data, telehealth, mobile testing, and new science-based networks to ensure individuals
enter and adhere to care.

With $302 million, HRSA expands HIV prevention services to all community health centers in
the targeted initiative areas and serves 28,000 additional HIV positive people through the Ryan
White Program. HHS also requests $27 million for the Indian Health Service (IHS) to enhance
HIV testing and linkages to care for American Indians and Alaska Natives.
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NIH directs $16 million to leverage pilot data from 17 Centers for AIDS Research to design and
evaluate effective, sustainable systems to implement HIV prevention and treatment interventions
and rapidly implement strategies at scale that will be most effective.

These investments build on ongoing HIV activities supported across the Department and an
announcement in 2019 to make pre-exposure prophylaxis medication available free of charge for
up to 200,000 uninsured individuals each year for up to 11 years. The donation by Gilead
Sciences, in partnership with HHS, will help reduce the risk of HIV infections, particularly for
individuals that may be at the highest risk.

Improving Maternal Health

Approximately 700 women die each year in the United States from pregnancy-related
complications and more than 60 percent of these deaths are preventable. In fact, women in the
United States have higher rates of maternal mortality and morbidity than in any other
industrialized nation — and the rates are rising. In addition to rising mortality rates, severe
maternal morbidity affects more than 50,000 women and adds significant costs to the healthcare
system.

Cardiovascular disease is now the leading cause of death in pregnancy and the postpartum
period, constituting nearly 30 percent of pregnancy-related deaths. Chronic hypertension —
which is diagnosed or present before pregnancy or before 20 weeks gestation — may result in
significant maternal, fetal, and neonatal morbidity and mortality. The rate of chronic
hypertension increased by 67 percent from 2000 to 2009, with the largest increase (87 percent)
among African American women. CDC points to hypertensive disorders, cerebrovascular
accidents, and other cardiovascular conditions as some of the leading causes of maternal deaths,
all potentially preventable conditions. It is imperative to identify risk factors prior to pregnancy
in order to prevent poor pregnancy and postpartum outcomes.

HHS’s Improving Maternal Health in America initiative is addressing this significant public
health problem. This initiative focuses on four strategic goals:
e Achieve healthy outcomes for all women of reproductive age by improving prevention
and treatment;
e Achieve healthy pregnancies and births by prioritizing quality improvement;
e Achieve healthy futures by optimizing postpartum health; and
e Improve data and bolster research to inform future interventions.

The Budget provides a total of $116 million for this initiative across the National Institute for
Research on Safety and Quality (NIRSQ), CDC, HRSA, and IHS. This includes $7 million for
NIRSQ to improve service data, advance data evaluation, and expand medical expenditure
surveys to ensure policy makers have timely and accurate data. The Budget also invests

$24 million in CDC to expand the Maternal Mortality Review Committees to all 50 states and
D.C. to ensure every case of pregnancy-related death is examined. The Budget provides

$80 million in HRSA to improve the quality of maternal health services, expand access to care,
and reduce disparities in care. The Budget invests $5 million in IHS to help improve health
outcomes by standardizing care, increasing cultural awareness, and improving care for pregnant
women.
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Advancing American Kidney Health

Today’s status quo in kidney care carries a tremendous financial cost. In 2016, Medicare fee-
for-service spent approximately $114 billion to cover people with kidney disease, representing
more than one in five dollars spent by the traditional Medicare program. In July 2019, the
President signed an Executive Order launching an initiative to transform care for the estimated
37 million Americans with kidney disease. The Advancing American Kidney Health initiative
tackles the challenges people living with kidney disease face across the stages of kidney disease,
while also improving the lives of patients, their caregivers, and family members.

The Budget includes $39 million across multiple HHS agencies and requests new legislative
authority in support of the initiative’s three goals:
e Reduce the number of Americans developing End-Stage Renal Disease (ESRD) by 25
percent by 2030.
e Have 80 percent of new ESRD patients in 2025 receive dialysis at home or a transplant.
e Double the number of kidneys available for transplant by 2030.

This funding also supports transplantation activities for other organs.

To achieve these goals, HHS is scaling programs nationwide to optimize screening for kidney
disease and educate patients on care options. HHS is also supporting innovation and
groundbreaking research to inform the next generation of targeted therapies and accelerate
development of innovative products such as an artificial kidney. New and pioneering payment
models are also being developed to increase both value and quality of care for the patient.

The Budget also targets new funding towards HRSA’s Organ Transplantation Program to
remove financial disincentives for living organ donors. The Budget invests $31 million in
HRSA for the Organ Transplantation program, including $18.3 million for the Organ
Procurement Transplantation Network, Scientific Registry of Transplant Recipients, and public
and professional education efforts to increase public awareness about the need for organ
donation. In addition, the proposed rule to increase accountability and availability of the organ
supply — announced in December 2019 — would improve the donation and transplantation rate
measures, incentivize Organ Procurement Organizations (OPOs) to ensure all viable organs are
transplanted, and hold OPOs to greater oversight, transparency, and accountability while driving
higher OPO performance.

HHS is working to accelerate innovation in the prevention, diagnosis, and treatment of kidney
disease through the Kidney Innovation Accelerator (KidneyX), a public-private partnership
between HHS and the American Society of Nephrology. The HHS Office of the Chief
Technology Officer will continue the KidneyX competition in FY 2021 by challenging
individuals, teams, and companies to build and test prototype solutions, or components of
solutions, that can replicate normal kidney functions or improve dialysis access.

The Budget proposes to establish a new program within the Office of the Assistant Secretary for

Preparedness and Response (ASPR) that will advance kidney health. The Preparedness and
Response Innovation program will support advanced research and development, prototyping and
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procurement of revolutionary health security products, technologies and other innovations. The
program’s first project will focus on portable dialysis equipment for emergency response. This
will ensure that individuals with kidney failure have access to dialysis during a disaster.

The Budget also advances legislative proposals to revolutionize the way patients with chronic
kidney disease and kidney failure are diagnosed, treated, and supported. This effort includes
extensions of both the NIH Special Diabetes Program and IHS Special Diabetes Program for
Indians to address chronic conditions, such as diabetes, that can lead to kidney disease.

For patients who lose Medicare coverage at 36 months post-transplant and who do not have
another source of healthcare coverage, the costs of continuing immunosuppressive drug therapy
may be prohibitive. Without these drugs, the patient’s body rejects the transplant, reverts to
kidney failure, and requires dialysis. To prevent transplant rejection and reversion to dialysis,
the Budget proposes to establish a new federal program that provides lifetime coverage of
immunosuppressive drugs for certain kidney transplant recipients until they are otherwise
eligible for Medicare coverage. The Budget also proposes to increase competition among, and
oversight over, Organ Procurement Organizations to improve performance and increase the
supply of organs for transplant. In addition, the Budget advances new innovative kidney care
payment models to encourage home dialysis, increase access to kidney transplants, and
incentivize clinicians to better manage care for patients with kidney disease.

Transforming Rural Health

There are 57 million Americans living in rural communities. Rural Americans face many unique
health challenges, including hospitals that are closing or in danger of closing; difficulty
recruiting and retaining physicians, nurses, and other providers; and increased likelihood of
dying from many leading causes of avoidable death such as cancer and heart disease.

HHS’s 4-Point Strategy to Transform Rural Health builds on current HHS initiatives in the
following areas:

e Build a Sustainable Health Model for Rural Communities;

e Leverage Technology and Innovation;

e Focus on Preventing Disease and Mortality; and

e Increase Rural Access to Healthcare.

The Budget supports rural communities through programs such as the Rural Communities
Opioids Response Program and the Telehealth Network Grant Program at HRSA, which
supports substance use prevention, treatment, and recovery services, and promotes telehealth
technologies for healthcare delivery in rural communities. Project AWARE (Advancing
Wellness and Resiliency in Education) will increase mental health awareness training in rural
communities. In response to American Indian and Alaska Native communities’ demand for
telebehavioral services, IHS expands the Telebehavioral Health Center of Excellence with
funding for new space, updated equipment, and additional behavioral health providers.

Telehealth services strive to make rural health programs more effective, increase the quality of

healthcare, and improve health outcomes. The Budget seeks to remove barriers to telehealth
services in rural and underserved areas through a proposal to expand telehealth services in
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Medicare fee-for-service advanced payments models with more than nominal financial risk.
This proposal broadens beneficiary access to Medicare telehealth services and addresses
longstanding stakeholder concerns that the current statutory restrictions hinder beneficiary
access. The proposal expands the telehealth benefit in Medicare Fee-for-Service and provides
authority for Rural Health Clinics and Federally Qualified Health Centers to be distant site
providers for Medicare telehealth services. It also permits IHS and tribal facilities to be
originating and distant site providers, even if the facility does not meet the requirements for
being located in certain rural or shortage areas, and allows for coverage across state lines. The
Budget also proposes to modernize payments to Rural Health Clinics to ensure equitable
payment for these health clinics and help rural communities maintain access to these crucial
services. Finally, the Budget proposes to allow Critical Access Hospitals to voluntarily convert
to an emergency hospital that does not maintain inpatient beds.

Addressing Tick-borne Diseases

Tick-borne diseases, of which Lyme Disease is the most common, account for 80 percent of all
reported vector-borne disease cases each year and represent an important emerging public health
threat in the United States. With 59,349 reported cases in 2017, the annual number of reported
cases has more than tripled over the last 20 years; due to under-reporting, this number
substantially under-represents actual disease occurrence. The geographic ranges of ticks are also
expanding, which leads to increased risk for human exposure to the bites of infected ticks. Most
humans are infected through bites from very small young ticks, hosted by deer or mice.

To address critical gaps in knowledge, diagnostics, and preventive measures for tick-borne
diseases, HHS is proposing an action plan that will prioritize and advance the most promising
candidates and technologies for diagnosing and preventing Lyme and other tick-borne

diseases. This plan, led by the Office of the Assistant Secretary for Health in partnership with
NIH, CDC, and FDA, will address four primary areas: innovations in diagnosis and advanced
detection, developing vaccine-based prevention, ensuring robust domestic surveillance of vector
borne diseases, and providing additional knowledge to advance the best treatment and prevention
options. These efforts will improve outcomes for those affected by Lyme Disease

symptoms. This plan builds on the Kay Hagan Tick Act, enacted through the Consolidated
Appropriations Act for 2020, to improve research, prevention, diagnostics, and treatment for
tick-borne diseases.

The Budget requests $189 million, an increase of $58 million, to address tick-borne diseases.
This amount includes $115 million for NIH to expand its research on of tick-borne disease,
including in the prevention, diagnosis, and treatment; and $66 million for CDC to address vector-
borne diseases, focusing on tick-borne diseases, including tick surveillance, insecticide resistance
activities, and development of improved diagnostics. FDA will ensure the safety and efficacy of
products developed to prevent, diagnose, and treat vector-borne diseases.

Focusing on Influenza

Influenza is a serious disease that can lead to hospitalization and sometimes death, even among
healthy people. In the United States, millions of people are sickened, hundreds of thousands are
hospitalized, and tens of thousands die from influenza every year. In September 2019, the
President signed Executive Order 13887, Modernizing Influenza Vaccines in the United States to
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Promote National Security and Public Health. The Executive Order recognized influenza as a
public health threat and national security priority, and directed HHS to prepare and protect the
nation.

The Budget invests $998 million to continue on-going influenza activities as well as targeted
increases to support this directive. This amount includes $306 million for ASPR to modernize
influenza vaccine manufacturing infrastructure and advance medical countermeasure research
and development. Activities include additional clinical studies on licensure of pre-pandemic
recombinant-based influenza vaccine and the advanced development of novel diagnostics,
respiratory protective devices, and alternative vaccine delivery technology. The Budget also
funds the Office of Global Affairs to support US leadership of international efforts on pandemic
influenza preparedness.

The Budget requests $216 million for CDC’s Influenza program, an increase of $40 million.
CDC will expand influenza vaccine effectiveness monitoring systems and develop and
characterize candidate vaccine viruses for vaccine manufacturers, and efforts to improve the
evidence-base on non-egg-based vaccines. CDC will support whole genome characterization of
more than 10,000 influenza viruses. All of these activities help build domestic capacity. CDC
will also increase influenza vaccine use by removing barriers to vaccination and enhance
communication to healthcare providers about the performance of influenza vaccines.

The Executive Order also calls for the development of novel technologies to speed seed vaccine
development, targeted development of vaccines that protect against multiple types of virus for
multiple years, and to improve adjuvants. In support of this goal, the Budget includes

$49 million for FDA to support regulatory science research and clinical assessments to promote
development and access to safe and effective influenza vaccines, and $423 million for NIH to
accelerate influenza research, including universal flu vaccine development.

Emergency Preparedness

HHS plays a key role in supporting domestic and international preparedness and response to
ensure our nation’s safety. The Budget invests $2.6 billion in ASPR to expand efforts to prevent,
prepare for, respond to, and recover from, the adverse health effects of public health
emergencies. This amount includes $562 million for the Biomedical Advanced Research and
Development Authority to maintain a robust pipeline of innovative medical countermeasures that
mitigate health effects of infectious diseases and chemical, biological, radiological, and nuclear
agents. It also includes $535 million for Project BioShield to support procurement of medical
countermeasures against these threats, and $705 million for the Strategic National Stockpile to
sustain and increase inventory of high-priority countermeasures such as antibiotics to treat
anthrax exposure and vaccine to prevent smallpox. These investments will help HHS advance
progress towards national preparedness goals.

NIH supports a robust research portfolio to develop vaccines and therapeutics that enable rapid
response to public health threats including emerging microbial threats, such as extensively drug-
resistant tuberculosis, emerging viral strains such as Zika, and viral hemorrhagic fevers such as
Ebola. The Budget continues investments in NIH in scientific research on these new threats, and
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invests $120 million in FDA to facilitate medical countermeasure development and availability
to respond in the event of a microbial or other public health threat.

Strengthening the Indian Health Service

The Administration is committed to improving the health and well-being of American Indians
and Alaska Natives. This population continues to experience significant health disparities, and
the Budget includes key investments to ensure quality of care. The Budget invests $6.2 billion in
THS, which includes $125 million for electronic health record modernization, provides funding to
support IHS Services, Ending the HIV Epidemic, and Maternal Health, and includes

$125 million for high-priority healthcare facilities construction projects. The Budget proposes a
new, indefinite discretionary appropriation and reforms for IHS to address Indian Self-
Determination and Education Assistance Act section 105(/) lease costs.

Reforming Oversight of Tobacco Products

The Budget proposes to move the Center for Tobacco Products out of FDA and create a new
agency within HHS to focus on tobacco regulation. A new agency with a mission focused on
tobacco and its impact on public health would have greater capacity to respond rapidly to the
growing complexity of new tobacco products. Additionally, this reorganization will allow the
FDA Commissioner to focus on its traditional mission of ensuring the safety of our nation’s
drug, food, and medical products supply.

Providing Shelter and Services for Unaccompanied Alien Children

The Administration for Children and Families (ACF) provides shelter, care, and support for
unaccompanied alien children apprehended by the Department of Homeland Security or other
Federal Government department or agency. The number of unaccompanied alien children
requiring care is inherently unpredictable. In FY 2019, ACF cared for 69,488 children, the
highest number in the program’s history. To ensure adequate shelter capacity and care in FY
2021, the Budget requests a total of $2 billion in discretionary funds to support capacity of
16,000 licensed permanent beds, depending on operational needs, and includes a mandatory
contingency fund to provide up to $2 billion in additional resources if needed.

PROMOTE INDEPENDENCE

Promoting Upward Mobility

In the human services work at HHS, the overarching goal is to promote personal responsibility,
independence, and self-sufficiency—to help Americans lead flourishing, fulfilling, independent
lives. HHS programs for low-income Americans achieve this goal by supporting work,
marriage, and family life. HHS seeks to better align our social safety net programs with the
booming economy, and focus on work as the means to lift families out of poverty.

Many Americans are joining the workforce as the Administration’s policies continue to
strengthen the economy and produce historically low unemployment rates. The Administration
supports working families by investing in child care, an important work support that helps
families achieve independence and self-sufficiency. The Administration is working to
implement policies that increase access to high-quality, affordable child care.
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The Budget proposes to improve the Temporary Assistance for Needy Families (TANF) program
by restoring its focus on employment and work preparation, and by targeting funds to low-
income families. The proposal fundamentally changes the way the program measures success by
moving to measures that focus on employment outcomes, phasing out the ineffective work
participation rate. In addition, the Budget establishes Opportunity and Economic Mobility
Demonstrations that allow for the streamlining of funding from multiple safety net programs to
deliver coordinated and effective services. The Budget also seeks to improve consistency
between work requirements in TANF and Medicaid by requiring that able-bodied individuals
participate in work activities at least 20 hours per week in order to receive welfare benefits.

Supporting Child Care

Child care is an investment in both present and future generations of the workforce. However, it
is also one of the biggest expenses for families and can be a barrier to work. Funding plays a
critical role in helping families achieve self-sufficiency by providing parents access to a range of
child care options. In FY 2018, the most recent year for which preliminary data are available,
over 1.3 million children from about 813,000 low-income families received a monthly child care
subsidy from the Child Care and Development Fund. The Budget provides $5.8 billion for the
Child Care and Development Block Grant and $4.2 billion in mandatory child care funding for a
total investment of $10.0 billion in child care. The mandatory funding includes a one-time

$1 billion fund for competitive grants to states to increase child care services for underserved
populations and stimulate employer investment in child care. The Budget will serve 1.9 million
children.

Promoting Adoption

Adoption gives children stability and love during their childhood, and also a safe and stable
environment in which to grow into responsible adults who flourish. Approximately 20,000
youth exit or “age out” of foster care each year without the safety net of a forever family, and
their outcomes are often concerning. A longitudinal study found that only 58 percent graduated
from high school, and only half found employment by age 24. More than a third of youth in one
study had experienced homelessness at least once by age 26. Children and young adults in foster
care cannot be expected to achieve the independence they need to thrive and flourish on their
own—but finding them a loving forever family could change all that.

According to ACF, the number of children adopted with help from public child welfare agencies
rose from 59,000 in FY 2017 to more than 63,000 in FY 2018. To sustain this momentum, ACF
has launched a Call to Action for states and other stakeholders, which aims to develop and
sustain key partnerships across public and private groups, including faith-based groups, with the
goal of reducing the number of children in foster care and increasing the number of children who
find a forever family, through adoption or otherwise.

The Adoption Assistance and Guardianship Assistance programs will provide $4.1 billion in
FY 2021 in mandatory funding to provide monthly support payments to families adopting sibling
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groups or other children with special needs. Under existing law, Adoption Assistance funding
will keep pace with the number of qualifying children adopted each year.

HHS promotes adoption through administrative actions and funding incentives to promote
adoption, and to identify and address barriers to adoption. Initiatives include family-finding
programs, focusing on identifying the barriers that exist in the recruitment and development of
foster and adoptive families, and the development and dissemination of court-related practice
improvements addressing barriers to timely adoptions.

Supporting Families and Preventing the Need for Foster Care

Helping families receive the care and services they need before the involvement of a child
welfare agency can help prevent a child from entering foster care. The Administration has
focused on primary prevention, as well as adoption, and we are starting to see better results.
HHS is implementing the Family First Prevention Services Act (Family First Act), which
supports services to prevent child maltreatment and the need for foster care. This
groundbreaking new legislation provides the opportunity for substantial improvements in
outcomes for children and families. The Budget proposes to streamline the process for
evaluating evidence-based prevention services programs under the Family First Act to give states
and tribes access to more programs that help prevent the need for foster care and assist kinship
caregivers.

The Budget invests $510 million for discretionary child welfare activities in ACF, including
services that allow children to remain safely with their families and education and training
vouchers for youth aging out of foster care. In collaboration with CMS, the Budget proposes that
Qualified Residential Treatment Programs (QRTPs) be exempted from the institution for mental
diseases (IMD) payment exclusion allowing children in foster care to have Medicaid coverage in
these placements even if a QRTP qualifies as an IMD.

The Budget provides $197 million to ACF for child abuse prevention grants. These grants
support increased use of evidence-based prevention programs, allowing states to explore new
research opportunities and to adapt more rigorous evaluations of existing programs;
demonstration projects to test the effectiveness of partnerships that strengthen family capacity
and prevent child abuse through the co-location of services; and state plans for safe care of
infants affected by substance use disorders.

The Budget also proposes to expand the Regional Partnership Grant program by $40 million
each year, which will increase funding for grants that help courts, child welfare agencies, and
other government and community entities work together and improve practices to address the
impact of substance abuse, including opioids, on child welfare. The Budget proposes an increase
of $30 million each year for the Court Improvement Program to help courts improve practices
and comply with new mandates in the Family First Act.
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Strengthening Efforts to Treat Serious Mental Illness and Serious Emotional Disturbances
In 2018, more than 11 million adults in the U.S. were living with a serious mental illness. More
than 7 million children and youth experienced a serious emotional disturbance. They faced a
greater risk of suicide and life expectancy 10 years shorter than the general population.

The Budget provides $1.1 billion to SAMHSA for serious mental illness and serious emotional
disturbances, which includes funding to support Assertive Community Treatment for Individuals
with Serious Mental Illness, Community Mental Health Services Block Grant, and Children’s
Mental Health Services. These programs provide comprehensive and coordinated mental health
services for some of the nation’s most vulnerable populations and increases access to mental
health services in schools. The Budget will also provide targeted flexibility for states to provide
inpatient mental health services to Medicaid beneficiaries with serious mental illness.

The Budget also invests in programs that address the nation’s alarming rates of suicide. Suicide
is the 10™ leading cause of death in the United States — responsible for more than 47,000 deaths
in 2017 — and suicide rates have increased steadily for individuals of all ages. The Budget
provides $93 million for suicide prevention activities, including additional funding to expand
Zero Suicide initiatives to focus on adult suicide prevention and allow communities and states to
tailor strategies to prevent suicide in their local jurisdictions.

Supporting Independence for Older Adults and People with Disabilities

The Administration prioritizes community living for older adults and people with disabilities to
ensure that they can maintain independence and live fully integrated in their communities. The
Budget invests $1.5 billion in the Administration for Community Living for critical direct
services that enable seniors and people with disabilities to live independently, such as senior
meals, in-home chore assistance, independent living skills training, employment training, and
information and referral services. These programs empower older adults and people with
disabilities to live independently and make critical choices about their own lives.

PROMOTE EFFECTIVE AND EFFICIENT MANAGEMENT AND STEWARDSHIP

HHS is responsible for more than one-quarter of total federal outlays. The Department
administers more grant dollars than all other federal agencies combined. HHS is committed to
responsible stewardship of taxpayer dollars, and the Budget continues to support key reforms
that improve the efficiency of Departmental operations.

Advancing Fiscal Stewardship

The Administration recognizes its immense responsibility to manage taxpayer dollars wisely.
HHS ensures the integrity of all its financial transactions by leveraging financial management
expertise, implementing strong business processes, and effectively managing risk.

As the Department overseeing Medicare and Medicaid, HHS is committed to exercising proper

oversight of these programs to protect the millions of impacted beneficiaries and the taxpayers in
general. In accordance with the direction in the Executive Order on /mproving and Protecting
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Medicare, HHS is investing in the newest technological advancements, such as Artificial
Intelligence, to enhance our ability to detect and prevent fraud, waste, and abuse.

The Department is committed to reducing improper payments in Medicare, Medicaid, and
Children’s Health Insurance Program (CHIP). HHS continues to enhance existing program
integrity tools to address improper payments and prevent fraud, including provider screening,
prior authorization, and auditing providers and plans. New methods and technologies will allow
HHS oversight to reduce improper payments and adapt to the changes in healthcare as we shift
from a fee-for-service to a value-based healthcare payment system.

The Budget advances new legislative and administrative proposals to strengthen the
Department’s ability to address weaknesses in Medicaid beneficiary eligibility determination
processes, while providing tools to facilitate the recovery of overpayments made by states. HHS
also continues to support updates to Medicaid information systems that offer critical support to
program integrity efforts, including the Transformed Medicaid Statistical Information System
(T-MSIS) and a new Medicaid drug rebate system. In addition, HHS includes proposals that
enhance oversight of Medicare Advantage and Part D plans, increase the period of enhanced
oversight on new providers, and expand Medicare fee-for-service prior authorization.

Implementing Relmagine HHS

HHS supports the President’s Management Agenda through Re/magine HHS, the Department’s
robust reform and transformation effort, organized around core goals to streamline processes,
reduce burden, and realize cost savings. The effort takes an enterprise approach, affecting
activities across the Department. For example, the Buy Smarter initiative plans to use new and
emerging technologies to leverage the enormous purchasing power of HHS and streamline the
end-to-end procurement process. The Maximize Talent initiative addresses modern-day human
capital management and human resources operational challenges, resulting in key achievements:
HHS’s simplified recruitment process resulted in a significant increase in the number of new
hires on-boarded since implementation, and HHS was rated the “Best Place to Work in the
Federal Government” out of all executive departments in 2019. As part of the Bring Common
Sense to Food Regulation initiative, FDA is working to increase collaboration between food
regulatory programs to minimize dual jurisdiction and improve state product safety. As a result,
48 states and territories participate in the Produce Safety Implementation Cooperative
Agreement Program, which increased state large farm inspections over 400 percent in FY 2019.

Relmagine HHS efforts are also making HHS more innovative and responsive. Under the
Optimizing Regional Performance initiative, HHS developed a Regional Facilities Utilization
Model with $150 million in potential savings and a footprint reduction of more than 62 percent
within ten years. For the first time since 1974, HHS completed a comprehensive assessment of
regions to better align with Administration priorities and improve HHS’s ability to serve
Americans across the country. In addition, under the Optimize Coordination Across HHS
initiative, HHS configured a new cloud environment for an administrative data hub to provide
dashboarding capabilities for Operating Divisions, bringing together human resources, travel,
and facilities data to inform better decision-making across the enterprise.
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In FY 2021, all Re/magine HHS projects will reside in their permanent offices within HHS. This
ensures that their work can sustainably continue going forward.

Grants Management

HHS continues to drive change for grants management government-wide. Leveraging the efforts
and success of the HHS Relmagine Grants Management initiative. The Office of Management
and Budget pre-designated HHS as the Grants Quality Services Management Office (QSMO) to
create and manage a marketplace of solutions for grants management; govern its long-term
sustainability; institute a customer engagement model; and drive the implementation of standards
and solutions to modernize grants management processes and systems. Guided by a
government-wide governance board, QSMOs are tasked with offering solutions that, over time,
will improve quality of service and customer satisfaction; modernize and automate processes and
supporting technology; standardize processes and data; and achieve efficiencies in government-
wide operations and maintenance.

In FY 2018, the government awarded over $750 billion in grants to approximately 40,000
recipients across more than 1,500 programs.

Full designation as the Grants QSMO is contingent upon approval of a 5-Year Implementation
Plan and budget estimate in alignment with the published QSMO Long-term Designation
Criteria. HHS is developing a vision and strategy to inform the Grants QSMO 5-Year
Implementation Plan, with significant engagement with stakeholders to ensure the Grants QSMO
can meet their diverse needs.

Regulatory Reduction

HHS is committed to streamlining the regulatory process and evaluating necessary steps to
eliminate or change regulations that impose unnecessary burden. Burdensome regulations can
drive up costs of healthcare, while poorly designed regulations can come between doctors and
patients, reducing the quality of care and the essential trust to that relationship. From FY 2017 to
FY 2019, HHS succeeded in cutting the economic burden of its regulations by $25.7 billion
through 46 deregulatory actions. HHS had the largest deregulatory impact of any Cabinet
agency during this time period.

HHS is using the power of new cognitive technologies for greater operational effectiveness and
research insights, including regulatory reduction. HHS used an Artificial Intelligence-driven
regulation analysis tool and expert insight to analyze the Code of Federal Regulations, seeking
potential opportunities to modernize regulations. HHS since launched a Department-wide
Regulatory Clean-Up Initiative to implement changes based on these findings, by reviewing and
— where a change is warranted — addressing incorrect citations and eliminating the submission of
triplicate or quadruplicate of the same citation.

HHS is working to implement the provisions of the Executive Order on Promoting the Rule of
Law through Improved Agency Guidance Documents. This Executive Order will accomplish
important policy goals that will improve HHS guidance practices in the long term. Prior to the
issuance of this Executive Order, several Federal agencies issued internal memoranda regarding
the appropriate use of guidance. The Executive Order requires agencies to now go a step further
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and codify certain good guidance practices and policies into Federal regulations. By August 27,
2020, each agency must finalize regulations to set forth processes and procedures for issuing
guidance documents. In addition, by February 28, 2020, Federal agencies must establish a
single, searchable database on its website that contains, or links to, all of the agency’s guidance
documents currently in effect. Any guidance document not included in the guidance website is
deemed rescinded. HHS is committed to meeting the President’s timelines.
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Ms. EsHOO. Thank you, Mr. Secretary.

And we will now move to member questions. And I will recognize
myself for 4 minutes, which will be the limit for questions to the
Secretary.

Mr. Secretary, we know that on February 24, the Acting Director
of OMB—what was requested, the appropriation of $1.25 billion for
emergency funding for the virus. Is that what you requested of
OMB?

Secretary AZAR. So the actual total supplemental authorization
would be $2.5 billion. We proposed

Ms. EsHOO. That I know, but——

Secretary AZAR [continue]. Half of that to be covered——

Ms. ESHOO [continue]. The new funding is 1.25.

Secretary AZAR. I do want to emphasize, as I have told the ap-
propriators, that was meant as a suggestion of a way to fund half
of it. But if Congress decides there are other approaches, we are
not wed to that.

Ms. EsHOO. And what exactly does that cover? And is it antici-
patory?

Now, yesterday, the CDC said we need to be prepared—essen-
tially, we need to be prepared for a much larger spread of this
virus in the United States. So is what has been requested in emer-
gency funding to cover a broader plan, or is it on the figures that
you just gave us?

Secretary AZAR. So it is to cover expenses that we believe are ap-
propriate for 2020. So this would go through the end of 2020’s fiscal
year. And then we would work with appropriators on any adjust-
ments to 2021 appropriations in the weeks and months ahead as
we continue to learn on a daily basis about the spread of the dis-
ease.

Core investments. First, surveillance, expanding our surveillance
system for novel——

Ms. EsHOO. Yes. I have some other questions, so——

Secretary AZAR. Oh, sure. But

Ms. EsHOO. All right.

Secretary AZAR [continue]. I am happy to walk you through the
five key basic

Ms. EsHOO. And I read the entirety of your printed statement.

I want to turn to the status of drug pricing policy proposals. If
you could just say “yes” or “no,” it would be great.

Have you finalized a policy ending drug rebates to middlemen in
Medicare?

Secretary AZAR. We did not move finally with that rule.

Ms. EsHOO. OK.

Have you finalized a policy tying drug prices to the lower costs,
the reference pricing?

Secretary AZAR. We had an advance notice of proposed rule-
making, so that was not an actual formal proposal yet.

Ms. EsHOO. All right.

Have you finalized a proposal to make drug manufacturers put
list prices in television advertisements?

Secretary AzZAR. We did. And much to their shame, the pharma
industry sued. And Congress has not passed explicit authorization
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fior that list price requirement in the statute that I wish they would
0.

Ms. EsHOO. Are you planning to finalize or pursue any of these
policies in the near future?

Secretary AzAR. We plan to finalize as soon as we can the impor-
tation program implementing section 804 of the Food, Drug, and
Cosmetic Act to allow low-cost importation from Canada.

Ms. EsH0O. You know that the House passed H.R. 3. You also
know that the President said that we are going to “negotiate, nego-
tiate, negotiate so hard,” or something like that. “We are going to
negotiate like crazy.” Do you support direct negotiations?

Secretary AzAR. We do not support H.R. 3 because we don’t be-
lieve the negotiation framework in there is either a negotiation or
actually practical and implementable. And it also just has no
chance of passing in the Senate. The bipartisan package of Grass-
ley-Wyden is struggling even to get to the floor there.

Ms. EsHoo. Well, H.R. 3 caps out-of-pocket, as you know, pre-
scription costs for seniors. Do you support the capping of out-of-
pocket costs for them?

Secretary AZAR. We have an important opportunity here——

Ms. EsHOO. Yes or no?

Secretary AZAR [continue]. Bipartisan——

Ms. EsHOO. Yes or no?

Secretary AZAR [continue]. To cap out-of-pocket spending and re-
duce what seniors

Ms. EsHOO. Yes or no?

1 Secretary AZAR [continue]. Are you paying for Part D. So, yes, we
0.

Ms. EsHO0. OK. Good.

Well, I think that I have asked all—let me just—well, H.R. 3 also
limi%s drug price hikes to inflation. Do you support the inflation
caps?

Secretary AZAR. So that is part of the Grassley-Wyden package
also in the Senate, and we——

Ms. EsHO0. Do you support it?

Secretary AZAR [continue]. Have made clear that that is a pack-
age we can support it. It is not the only bipartisan package, but
the price inflation penalties in Part D and B are acceptable to us
as a means of getting list prices under control.

Ms. EsHOO. Thank you.

My time has expired. I now would like to recognize the ranking
member of the subcommittee for his 4 minutes of questions.

Mr. BURGESS. Thank you.

Mr. Secretary, in December of 2018, the President signed two im-
portant bills into law that addressed maternal health and maternal
mortality. The first bill, Representative Jaime Herrera Beutler’s
Preventing Maternal Deaths Act, established a grant program for
States to establish or expand maternal mortality review commit-
tees. The other bill, Improving Access to Maternity Care Act, re-
quired HRSA to identify maternity care health professional target
areas.

So how have you used these bills? How is your agency building
on the success of those two laws to ensure access to quality mater-
nity care and prevent maternal mortality?
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Secretary AZAR. First, could I thank you for your leadership on
immunosuppressive drugs? I hope you saw that we put in the
buggethwhat you have long advocated for in terms of that coverage.

n this

Mr. BURGESS. Yes. Yes, you may say thank you. You are wel-
come.

Secretary AZAR. And on maternal mortality also, the work of
Congress really focusing on this critical issue. Too many women are
dying either in childbirth, preterm, at childbirth, or postpartum.
And so we have made this a serious part of the President’s agenda,
with a $116 million initiative, with the $74 million increase, that
focused on improving prevention, quality improvement, postpartum
health, and improving the data collection on that, so a four-part
strategy that we look forward to working with Congress on coming
out of the budget.

Mr. BURGESS. Well, I thank you for that.

You know, Republicans on this subcommittee in 2017 sent your
predecessor, Secretary Price, a letter asking for HHS to update and
release the Pandemic Flu (Influenza) Plan. And it previously had
not been updated since 2005.

Can you describe how you are using the Pandemic Influenza
Plan as a guide in preparing for your response to this current out-
break of the coronavirus?

Secretary AZAR. So, as you know, I was one of the architects of
the original pandemic plans back in the Bush administration. That
work is foundational. That is what has set up our entire State,
local, and Federal preparedness program for any type of viral out-
break like this.

And so it is really the blueprint for how we are operating today,
including my role, leading through the Emergency Support Func-
tion 8 under the National Response Plan, which is the doctrine
that we have had in place now for 15 years.

Mr. BURGESS. Let me just say, this committee did do work on
H.R. 3 last October. There was concern from many of us that the
negative effects on innovation and development would really be
profound. And now we find ourselves confronted with this
coronavirus outbreak, where we know we need new antivirals, we
know we need new vaccines, we know we need new monoclonal
antibodies to help people who become ill.

Can you just speak to the fact of, is innovation still important?
Because we have heard several times in this subcommittee and in
the full committee that maybe innovation wasn’t so important as
getting cheaper drugs into people’s hands.

Secretary AZAR. Innovation is vitally important, and that is why
two of the key legs of the supplemental request are to develop vac-
cines and therapeutics for this novel virus.

One of the challenges with H.R. 3 is the sheer amount of money
it would pull out of the system. And I am not a believer that if you
pull any money out of the drug industry

Mr. BURGESS. Right.

Secretary AZAR [continue]. It is catastrophic or impossible. But
the sheer amount would materially impact the bringing forward of
drug therapies for Alzheimer’s, for arthritis—just go through the
list of therapies that you need to incent, or you won’t get them.
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Mr. BURGESS. Yes. And, you know, interestingly enough, the Alz-
heimer’s drug that was withdrawn a year ago, I am reading, is now
getting a new look at different dosing schedules. And, again, work
like that, that is not going to happen if we don’t value innovation.

Mr. Secretary, I thank you for being here and certainly look for-
ward to the second part of this hearing.

I yield back.

Ms. EsH00. The BARDA biodefense budget has also been cut.

Now, glad to recognize the chairman of the full committee for his
4 minutes of questions.

Mr. PALLONE. Thank you, Chairwoman Eshoo.

Mr. Secretary, I thank you for appearing before our sub-
committee today. But I continue to be upset by the Trump adminis-
tration’s decision to ask the court to strike down the ACA in the
Republican lawsuit that is seeking to declare the entire law invalid.

If the district court ruling is upheld, then the Trump administra-
tion will be responsible for the largest coverage loss in U.S. history.
Over 20 million Americans would lose their coverage, raising con-
sumer costs and making lifesaving healthcare unaffordable for
American families. And it would eliminate protections for pre-
existing conditions, adversely impact the Medicare program, and
end Medicaid expansion.

So I have sent you three letters now, including one in April of
last year, requesting any analysis, study, assessment, or reports re-
garding the potential impact if the entire ACA is found to be un-
constitutional. And for almost two years now, I have repeatedly
asked for any documents relating to any contingency plans in place
in the event the ACA is found unconstitutional.

Only last week, I received a 1- and 1.5-page response that an-
swers none of my questions, frankly. And the documents produced
so far to the committee answer none of these questions.

So I would like to submit, Madam Chair, my letters and the De-
partment’s response in the record. I would ask for unanimous con-
sent.

Ms. EsHOO. So ordered.

[The information appears at the conclusion of the hearing.]

Mr. PALLONE. So, really—I have 2.5 minutes here, Mr. Sec-
retary—I think the American people have the right to know what
the administration’s contingency plans are, given the President is
asking that this entire law be declared invalid. Maybe you just
have to answer “yes” or “no.” We will see. I only have two minutes.

Secretary, has the Department conducted an analysis to evaluate
the impact on individuals with preexisting conditions and their ac-
cess to affordable health insurance if the ACA is found unconstitu-
tional, yes or no?

Secretary AZAR. Well, of course, it is not going to be left just like
that. We would replace it with something that would actually deal
with preexisting conditions

Mr. PALLONE. But have you done any kind of contingency plans
for what would happen if the court struck down the ACA, yes or
no?

Secretary AzAR. We are always considering different options, but
it will depend on the nature of any ultimate court decision

Mr. PALLONE. All right.




35

Secretary AZAR [continue]. If it even agrees with striking down
all or part of the ACA.

1\{{1‘. PALLONE. All right. Well, it doesn’t sound like there is such
a thing.

Has the Department conducted an analysis to evaluate the im-
pact on premiums and access to coverage in the individual market,
particularly for individuals with preexisting conditions, if the ACA
is found unconstitutional, yes or no?

Secretary AZAR. Well, it depends on what would be struck down,
whether all of it is struck down, part of it, or none of it.

Mr. PALLONE. OK.

Secretary AZAR. We are years, possibly, away from a final court
decision on all of these elements.

Mr. PALLONE. All right. Well, let me ask you this. Are there any
contingency plans to ensure that the 20 million people who are cov-
ered under the ACA do not lose coverage? Anything at all? Any
contingency plans?

Secretary Azar. Well, first, we have been emphatic that we are
changing nothing about how we administer this program during
the pendency of the litigation. And at the time that there—if there
is a final court decision striking down all or part of it, it will de-
pend on the context of that decision and the politics, frankly, of
who is in Congress and what we can work with to ensure the

Mr. PALLONE. Well, I am trying to

Secretary AZAR [continue]. Protection of preexisting conditions.

Mr. PALLONE. It sounds like the answer is, no; you don’t have
anything yet.

I would just like a commitment from you, basically, to respond
to my request to provide any documents to the committee that re-
late to contingency plans in the event that the ACA is struck down.
Can you give me that commitment?

Secretary AZAR. I am sure you will understand that deliberative
processes regarding potential legislative proposals are some of the
core of the internal executive departments’ functions.

Mr. PALLONE. So it sounds like the answer is no. Well, I just
think that it is unfortunate because, you know, our oversight re-
sponsibility is to make sure that, in the event we have this terrible
situation, that there is some kind of contingency plan. And I don’t
think you have it. So I don’t believe the administration has any
kind of comprehensive plan to address the fallout that will occur
if this Republican suit is successful in court.

Thank you, Madam Chair.

Ms. EsHOO. The gentleman yields back.

The Chair recognizes the ranking member of the full committee,
Mr. Walden, for his 4 minutes.

Mr. WALDEN. Thank you, Madam Chair.

Mr. Secretary, again, thanks for being here.

I want to make a couple of points.

One is, on the opening day of this Congress, I led the effort on
the House floor, now in the minority, trying to move an effort to
protect people with preexisting conditions pending this lawsuit’s
decision.

Congress could act. This House could move legislation to put into
law certainty to protect people with preexisting conditions, in addi-
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tion to the laws that are already on the books dealing with pre-
existing conditions. But my colleagues have chosen not to do that.

So they could. And we would probably find common ground here
on a preexisting severability language. There is a lot that could be
done here.

Second, it was the Congressional Budget Office—independent,
nonpartisan—that said, I believe 8 to 15 new medicines would
never be invented because of H.R. 3, Speaker Pelosi’s partisan drug
pricing bill. As you said, that could be a cure for Alzheimer’s. It
could be a cure for the coronavirus. We don’t know.

And that is just the first ten years. The further out you look, the
more future innovation will be lost. California Life Sciences said
upwards of 85 percent of what they invest in would go away.
Eighty thousand U.S. jobs, 80,000 is what California Life Sciences
said. We would lose the R&D. We would lose the innovation.

Now, no President that I have been around, Republican or Demo-
crat, has ever leaned in harder on these issues of cost of care than
President Trump. And I was with you and him when he announced
the effort to get transparency in the hospital system. And before we
got from the news conference to the Oval Office, I believe the hos-
pitals had sued you. Is that correct?

Secretary AZAR. I believe it is, yes.

Mr. WALDEN. Yes.

And you talked about the drug disclosure in advertising. And
what happened there?

Secretary Azar. Rather disgustingly, the pharmaceutical indus-
try sued us to conceal their list prices from their consumers.

Mr. WALDEN. And so then I want to talk about Medicare Part D.
We were all working together on this committee, which we have a
great reputation of doing—occasionally we fight, and that is all
right; we know it. But we were working together to cap the out-
of-pocket costs for seniors under Medicare Part D and modernize
Medicare Part D when all that, unfortunately, came to an abrupt
halt, driven, I am going to say, from the Speaker’s office. Those dis-
cussions ceased.

But we agreed that we needed to cap out-of-pocket costs. We put
that in our bill, H.R. 19. They put that in their partisan H.R. 3.
But we all agree that it is time to cap the out-of-pocket costs for
seniors in Medicare.

Does the administration support capping the out-of-pocket costs
for seniors in Medicare?

Secretary AZAR. Absolutely.

Mr. WALDEN. Did the administration opposes H.R. 3?

Secretary AZAR. We do oppose H.R. 3.

Mr. WALDEN. Did the administration support the concepts of
H.R. 19, our alternative?

Secretary AZAR. We support the elements of it, absolutely, includ-
ing the notion of capping out-of-pockets and saving seniors money.

Mr. WALDEN. One of the big issues we have dealt with here, or
tried to, is the high cost of insulin, not just for seniors but for oth-
ers. But in our alternative, H.R. 19, that was all bipartisan legisla-
tion, we capped cost of insulin, I believe, at $50 a month was the
maximum.

Does the administration support that concept?
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Secretary AZAR. I believe so, yes.

Mr. WALDEN. So, going forward, are you hopeful that Congress
and the administration can get together on a plan the President
can sign, that can become law, that would actually reduce the costs
of pharmaceutical drugs in America without driving innovation
away?

Secretary AZAR. Yes. I have said the administration is the most
flexible party here—Republicans, Democrats, Senate, House. Get
list prices under control, lower out-of-pockets, and give the drug
plans the real incentive to get drug prices down.

Mr. WALDEN. H.R. 19 contains about 80 or 90 percent of the
Wyden-Grassley bill. We think we are with you, we think we can
get there, if we can just put the partisan weapons away.

Thank you, Mr. Secretary.

And I yield back.

Ms. EsHOO. The gentleman yields back.

Pleasure to recognize the gentleman from New York, Mr. Engel,
for his 4 minutes of questions.

Mr. ENGEL. Thank you, Madam Chair.

Secretary Azar, the State of New York was extremely dis-
appointed to hear that CMS has denied the State’s request for a
renewal of its Delivery System Reform Incentive Payment Pro-
gram, known as DSRIP.

When the program was first approved, CMS and HHS insisted
that New York include targets for the State’s Medicaid program
that would incentivize providers to move away from fee-for-service,
toward value-based payments.

New York’s healthcare community has made progress in doing
just that, receiving double-digit reductions in preventable hospital
feadmissions, while saving the Federal Government billions of dol-
ars.

The request for additional time and continued investment of
those savings in DSRIP was to move closer to exactly what CMS
and HHS have been saying the Federal Government wants every-
one to be doing. So, in light of that, why would CMS and HHS
want to stop supporting these successful efforts to achieve the very
goals that the Trump administration has been saying that it has
for healthcare?

So will your department commit to meeting with the State of
New York to discuss how these reforms are sustained into the fu-
ture? And I would like a “yes” or “no” answer if I could get it.

Secretary AZAR. Yes. I am not familiar with that particular pro-
gram, but you are right, we do support value-based transformation
in our programs. I don’t know the particulars of why CMS has had
difficulty with New York, but, yes, we will be happy to sit with
New York.

Mr. ENGEL. OK. And I would be happy to sit with you as
well—

Secretary AZAR. Thank you.

Mr. ENGEL [continue]. And discuss it.

Mr. Secretary, we have mentioned it here, other members have
mentioned it here, and you know it far too well, that Americans are
suffering from the current epidemic of skyrocketing prescription
drug prices. My constituents always tell me they are having to
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make unconscionable choices between paying for food or filling a
lifesaving prescription such as insulin.

The House has taken bold, decisive action to lower drug prices
through H.R. 3, which provides a commonsense solution to this cri-
sis by allowing the government to negotiate drug prices. That is a
policy that the President supported as a candidate in 2016, say-
ing—and I quote—“When it comes time to negotiate the cost of
drugs, we are going to negotiate like crazy,” unquote. That is from
the President.

The administration has yet to deliver any meaningful solutions
for the health crisis. In May 2018, your Department released a
blueprint to lower drug prices, but many of those policies failed to
materialize or provide minimal relief to patients. Other ideas, such
as the International Pricing Index, have been shelved.

Despite these failures, President Trump claims to have reduced
drug prices, when, in fact, a recent report showed that, on average,
drug prices increased by over five percent at the start of this year.

Mr. Secretary, can you commit to me today that you will deliver
on the President’s promise to negotiate drug prices? I would like
a “yes” or “no” also.

Secretary AZAR. So we support bicameral, bipartisan legislation
that would get through. And there are many principles in H.R. 3
the President is supportive of, but it has to pass both houses of
Congress, and, at the moment, H.R. 3 doesn’t have a chance of see-
ing the light of day in the Senate. And so we need to work together
to see if something can get through both chambers.

Mr. ENGEL. Well, I am sure if the President asked Mitch McCon-
nell to put it on the agenda, he would.

Secretary AZAR. I don’t think so.

Mr. ENGEL. There are plenty of things that we have passed in
this House that, unfortunately the other body hasn’t done, and the
President seems to be right along with it.

So I just think it is another example of the administration’s bro-
ken healthcare promises to the American people. I just think that
we need to get those prices of drugs down, and we need to have
not empty rhetoric but true facts.

And I yield back the balance of my time.

Ms. EsHOO. The gentleman yields back.

Pleased to recognize the gentleman who was the former chair-
man of the full committee, Mr. Upton of Michigan, for his 4 min-
utes.

Mr. UpTON. Thank you, Madam Chair.

Mr. Secretary, welcome. Big time.

So, as you know, this committee, on a unanimous vote, passed
21st Century Cures—“Cures,” as we call it. When I was chair, we
expedited the approval of drugs and devices, and I would suspect
strongly that your testimony that we had a record number of ge-
neric approvals is a direct result because of what this committee
did.

We also added some $45 billion in health research over a 10-year
span. And, frankly, we asked the question of the agencies, as we
worked on this legislation, what is it that we could do to help you
make sure that we hit these targets of faster approvals of drugs
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and devices. And so, whether it was the FDA, the CDC, and others,
the NIH obviously, they gave us an answer, and we delivered.

And at the end of the day, for this crisis, we are going to find
a vaccine to solve coronavirus. I know that we are. And I would
like to think that what we did in this committee and then passed
on the House floor will be a direct result of that.

And, frankly, it prompts all of us, I think, to ask the questions
of what more can we do to get on a faster pace to find that vaccine
and that cure. And, in fact, as you may know, Diana DeGette and
I are again working on a 2.0 Cures bill, where we can take these
three years since President Obama signed the bill into law and ask
those questions to see what, constructively, we can do so that all
hands are on deck. And I know—I don’t have to ask you—I know
that you will help us with ideas to do that.

A question that I have is: A containment is the very first step
in responding to any outbreak of coronavirus. We have seen that
around the world now. And statements from yesterday indicate
that the CDC said it really isn’t if but when it gets to larger num-
bers here in the United States.

I have always believed in the adage that if you are going to do
something, you better do it right the first time because you are not
going to find a second. And you want to make sure that—pay me
now or pay me later. So we need to have the right numbers as it
relates to fighting this terrible disease.

Is the $2.5 billion, is that a floor? Is that a suggestion, the $2.5
billion that you requested?

Secretary AZAR. We have described the request as at least $2.5
billion for 2020 money and then work on 2021 money as we see the
situation develop over the weeks and months ahead.

Mr. UpTON. So I know that we are waiting to see the precise de-
tails of where it is going. Are any of those dollars envisioned to in-
clude the contingency of what China has done as it relates to re-
gional quarantines?

Secretary AZAR. No, we don’t envision that as a, kind of, practical
step here in the United States. As Dr. Messonnier spoke about yes-
terday, in the event that we had community-level outbreaks, which
might be small, just a town, a city, if we had that, we would take
the pandemic playbook, which is community-based mitigation
steps, social distancing.

It is very rare that those types of—that “cordon sanitaire” efforts
around cities are effective. They usually promote more panic and
cause people to actually leave and spread.

Now, China is a different government and culture than we have
here.

Mr. UpTON. Of the 14,000 Americans that have died this flu sea-
son, do you know what percentage of those were not vaccinated?

Secretary AZAR. I do not have the numbers. Historically, our
youth who die tend to not to have been vaccinated, which is a real
tragedy.

Mr. UPTON. And last question: Has there been any query of those
55 Americans who currently have been diagnosed with the
coronavirus—did any of them have the flu vaccine, do you know?
Was that question asked of any of the 55?
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Secretary AZAR. I don’t know that that would have been asked.
We don’t, of course, have any evidence that the flu vaccine would
have any properties related to the novel coronavirus. But I don’t
know if that was asked as part of the intake for the patients.

Mr. UptoON. OK.

I yield back.

Ms. EsHOO. The gentleman yields back.

It is a pleasure to recognize the gentlewoman from California,
Ms. Matsui, for her 4 minutes of questions.

Ms. MATsuUL Thank you, Madam Chair, for holding this impor-
tant hearing.

And welcome, Mr. Secretary.

Before I get into my line of questioning, I do want to express my
deepest concerns about the Medicare, Medicaid, and other cuts in-
cluded in the budget. At a time when we are dealing with the
coronavirus outbreak, an addiction crisis, and a lawsuit that
threatens ACA protections for preexisting conditions, the adminis-
tration’s cuts to critical safety-net programs target the most vulner-
able in our communities and aim to further erode access to vital
healthcare services.

We should be prioritizing primary comprehensive care, particu-
larly in the mentally ill and people with addiction. I believe mental
health is the area where we have an opportunity to work together
and make progress.

Mr. Secretary, I appreciate the Department’s strong support of
the Certified Community Behavioral Health Clinic Medicaid dem-
onstration. As you know, Representative Markwayne Mullin and I
are working to further scale the program with our bipartisan legis-
lation, the Excellence in Mental Health and Addiction Treatment
Expansion Act.

For the eight States currently participating in the Excellence
demonstration, we have studies showing that quality mental health
services, outpatient care, and addiction treatment provided at these
facilities are saving lives and money. People are avoiding jails and
emergency rooms; instead, getting the comprehensive care they
need in their communities.

We have 11 additional States that are ready to participate in an
expanded Excellence program. Our bill has a bipartisan group of 88
cosponsors who support this full expansion, and the House has al-
ready voted to extend the program longer-term.

I was very pleased to see that the budget this year explicitly en-
dorses extending this Excellence demonstration. And I believe we
do all agree, Mr. Secretary, that adequate Medicaid resources
around substance abuse treatment are essential to fighting the
opioid and addiction epidemic.

Mr. Secretary, I have a question: Under the leadership of Chair
DeLauro, $200 million was made available to HHS in fiscal year
2020 to help States prepare for eventual participation in the Excel-
lence demonstration. How does HHS plan to obligate these re-
sources?

Secretary AZAR. First, thank you for your personal leadership on
the Certified Community Behavioral Health Clinic issue. You are
right, the data is showing really positive results today, so thank
you for that.
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In terms of your work with Chairwoman DeLauro, SAMHSA is
now accepting applications from States for these grants to increase
access to and improve the quality of community mental and sub-
stance use disorder treatment services through the expansion of
CCBHCs, and the deadline for States to apply is March 10.

Ms. MATsuIL. OK. Thank you. The positive impacts of the dem-
onstration make it clear that there is room to improve mental
health and addiction care in this country by scaling this program.

In California, our county hospitals, public academic medical cen-
ters, and public children’s hospitals rely upon financial arrange-
ments that leverage public funds and partnerships as essential
means of providing healthcare to the most underserved commu-
nities and patient populations in the State.

I have concerns about the administration’s recent proposal to
eliminate these sources of funding, particularly supplement pay-
ments. I worry that, if finalized, the Medicaid accountability rule
would destabilize the whole system of care provided under Medi-
Cal. Medicaid supplemental payments are an integral component of
total Medicaid reimbursement that providers rely on for adequate
reimbursement and financial stability.

Mr. Secretary, have you weighed the restrictions on supple-
mental payments against the adequacy of these base payments?
Are there plans to make any corresponding adjustments to base
payments for these providers?

Secretary AZAR. So we are hearing the very important feedback
from you and others about that regulation, and we want to take
that in as we look at how and whether to finalize at CMS the rela-
tionship of these intergovernmental transfers to supplemental pay-
ments and, also, if there are ways we can work with States to re-
structure payments in a way that would be consistent with the law.
So \ivle want to work with the States, not be adversarial to them,
on this.

Ms. MaTsul. OK. Well, thank you, Mr. Secretary.

And I yield back.

Ms. EsHOO. The gentlewoman yields back.

Pleasure to recognize Mr. Shimkus of Illinois for his 4 minutes
of questions.

Mr. SHIMKUS. Thank you, Madam Chairman.

Thank you, Mr. Secretary, for being here.

Coronavirus is a novel pathogen, as a lot of us know, but in your
testimony you also mention emerging microbial threats.

And, Madam Chairman, I ask to submit in the record this news
release from the World Health Organization on the 17th of January
2020.

Ms. EsHOO. So ordered.

[The information appears at the conclusion of the hearing.]

Mr. SHIMKUS. And in the 114th Congress, I joined with Gene
Green on what we called the ADAPT Act. Last Congress, it was
Tony Cardenas and I, with the help of the now-chairman of the
subcommittee, Anna Eshoo, who joined, and technical assistance by
HHS, on what we call the REVAMP Act. And it is an attempt to
address how, if you have this antimicrobial resistance, how public
funding may not be the only way you can address this.

Can you talk about that challenge?
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Secretary AZAR. Yes, I am very concerned about the drug devel-
opment around antimicrobial resistance in terms of creating a sus-
tainable market.

You know, we have had, actually, tremendous success from the
efforts you have led and the Congress has led and BARDA at my
agency have supported. We have supported the development of 16
novel antibacterial projects. I believe three have actually come to
market.

What we are finding, though, is there is a market failure ques-
tion here, where you are basically asking a company to develop a
drug but then not to have it used much. And that is not a usually
sustainable business model.

So I have actually commissioned my team to work on how we can
possibly solve that; is that more like a bioterrorism chemical coun-
termeasure and the approaches that we need there. Quite con-
cerned about this.

Mr. SHIMKUS. And that is what we have tried to do legislatively,
and, at sometime, one was the tradeable vouchers debate, which I
think should have legs, especially in this concern of, as you put it,
trying to have something on the shelf that you don’t want to use.
That is the key.

Scott Peters and I are also working on legislation that we call
Ending the Diagnostic Odyssey. And it is an attempt to help DNA
sequencing so that when there is a disease or some event you don’t
have to test, test, test; you can go just through the sequencing as-
pect of that.

Do you have any thoughts on or comments of what you all may
be doing that we don’t know about in trying to push more DNA
identification?

Secretary AZAR. So I have not studied that particular issue. We
are happy to get back to you on that. It certainly is at the fore
right now as we deal with novel coronavirus and have the CDC di-
agnostic, but also hope that commercial innovators will develop
physician bedside diagnostics for rapid insight testing.

Mr. SHIMKUS. Yes. And this is timely—well, it obviously is timely
because of the threat that we are all concerned about now, but it
is also Rare Disease Week. And a lot of that community is, you
know, looking for this as a novel way, especially on what we call
that diagnostic odyssey. And we see that with people who are
struggling with just types of cancer and trying to identify the right
treatment early versus what I would say sometimes is a trial-and-
error method that is very damaging to the health of the patient.

And with 30 seconds left, I wanted to just briefly—and it has
been asked a little bit before. You all do support Medicare D re-
form; is that correct?

Secretary AzAR. Oh, absolutely. It is a real opportunity for sen-
iors.

Secretary AZAR. Well, you would cap catastrophic payment, the
limit at $3,100. So a patient would never pay more than $3,100.
And then, at least the Grassley-Wyden plan, the senior could actu-
ally opt into a program where they would pay no more than $258
a month for their drugs, no matter what their expenses are.

Ms. EsHOO. The gentleman yields back.
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The gentleman from Maryland, Mr. Sarbanes, is recognized for
his four minutes of questions.

Mr. SARBANES. Thank you, Madam Chair.

Secretary Azar, you certainly know that the popularity of e-ciga-
rettes has recently led to an unprecedented surge in youth tobacco
use, and it is bringing back a vengeance the tobacco epidemic in
this country we have worked so hard to curb. It shows why we
have to improve the law and something this committee has been
working on.

Unfortunately, the Trump administration is now proposing, as I
understand it from the budget, removing FDA’s oversight of tobacco
products in favor of an untested agency that will take years to get
off the ground, which threatens to set us back even further. I am
perplexed that the administration would decide to do this, remove
FDA’s authority, alter the agency’s public health mission, which in-
cludes making, quote, “tobacco-related death and disease” part of
America’s past, not America’s future, and by doing so, ensuring a
healthier life for every family.

This latest move is kind of breathtaking. It makes no sense. It
is a crazy thing to do by the administration, which unfortunately,
hasn’t taken significant action against big tobacco as more of our
Nation’s youth are becoming addicted.

In January, after heavy lobbying from big tobacco, as we under-
stand it, and the vaping industry, and listening to partisan political
consultants like Trump campaign manager Brad Parscale, the ad-
ministration reversed course. We were on a trajectory where we
thought everybody was on the same page.

The administration reversed course, and announced a policy
which failed to ban all flavored e-cigarettes, allowing popular men-
thol cartridges to stay on the market, and allowing all flavored dis-
posable e-cigarettes and open tank e-cigarettes to proliferate
through our Nation’s schoolyards, which is exactly what they are
doing.

And I am concerned that removing this authority from the FDA,
which is a part of the proposal, could lead to even more loopholes
and more industry influence.

My question is this: When formulating the budget proposal to re-
move the FDA’s tobacco oversight authority, did you, your agency
staff, White House staff, or staff of the Office of Management and
Budget, speak or meet with any lobbyists or other representatives
of the tobacco industry, or, for that matter, political operatives who
work for or are contracted by the President’s reelection campaign?

Secretary AZAR. Well, I certainly—I can’t speak for others. I am
not aware of any such deliberations. The idea was that if we move
the tobacco center out from under FDA, first, if it were a politically
appointed—a presidential-appointed, Senate-confirmed leader, they
would be more accountable to Congress. Second, as a direct report
to me, or whoever is Secretary, elevating the role of tobacco control
there.

It has always been a little bit of an odd connection. FDA is about
safe and effective, whereas the tobacco center is about regulating
a product that is undeniably bad. And so there is a——

Mr. SARBANES. It doesn’t make any sense, does it?
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hSecretary AZAR. It would be subject to Congress if it was some-
thing

Mr. SARBANES. I mean, we are at the height of it. We are at this
tipping point on this epidemic when it comes to vaping.

I mean, there does reside, however you want to sort of carve up
what you consider the appropriate mission of the FDA to be; there
certainly exists, resides within the FDA now significant expertise
and experience in terms of dealing with this issue. Why you would
propose, at this moment in time, when this epidemic risk in a
sense overtaking the dimensions of the previous tobacco epidemic
we saw in this country, by zeroing out that authority and moving
it to an untested new agency, which, by the way, I think would be
more susceptible to political influence of the kind I was just re-
counting than it is now. It doesn’t make any sense to me. I urge
you to reconsider that. We are in the midst of this crisis, and we
have to use every tool available to us here in the government to
respond to it.

With that, I yield back.

Ms. EsHOO. The gentleman yields back.

There is 5 minutes and 22 seconds left on the clock. Any member
that would like to leave to vote, when we get to—you can leave
now. When we—when the clock goes to zero, they will hold the vote
open for those that have not arrived from our subcommittee, and
at that point, we will take a 20-minute break.

But now I would like to recognize the gentleman from Kentucky,
Mr. Guthrie, for his 4 minutes of questions.

Mr. GUTHRIE. Thank you, Mr. Secretary.

I look forward to getting into the coronavirus. I will do that in
my second rounds of questions. So the SUPPORT Act we passed
last year included my bill, the Comprehensive Opioid Recoveries
Act, to establish treatment centers that offer FDA-approved medi-
cations, and assistance treatments, all of them comprehensively.
Currently, SAMHSA has the grant application open for entities to
apply and I am glad HHS is moving fast in implementing the pro-
gram. But my question is: How is HHS implementing other parts
of the SUPPORT Act? And does HHS conduct any oversight on how
the funds are actually being used?

Secretary AZAR. So, first, thank you for the SUPPORT Act, and
it is so comprehensive we actually established a SUPPORT Act im-
plementation leadership committee to track all of the different
work streams needed under the SUPPORT Act. It is really enhanc-
ing our work across all five elements of our strategy on opioids, and
so, we are just—we are driving forward, making progress on the
opioid epidemics. We have got—the overdose deaths are down for
the first time in decades as a result of our collaborative bipartisan
efforts here, and we are implementing and using the SUPPORT
Act authority. So thank you for those.

Mr. GuTHRIE. OK. Thank you.

And also, in 2018, Congress passed my bill, the bipartisan BOLD
Infrastructure for Alzheimer’s Act. Can you please provide an up-
date on how this law is being implemented across the country?

Secretary AZAR. So, with that Act, I want to, if I could get back
to you in writing on that, I don’t have all the details on that par-
ticular program. I apologize, but if I could get back to you.
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Mr. GUTHRIE. OK. Thank you.

And this is kind of technical from my role as ranking Republican
on the Oversight and Investigations Subcommittee on this com-
mittee. This committee and Oversight and Investigations conducted
extensive oversight, cybersecurity at HHS, including through tech-
nical audits conducted by GAO of cybersecurity controls at HHS
operational divisions. So, as I said, it is very technical.

Last Congress, the Subcommittee on Oversight and Investiga-
tions held a closed hearing, in part, because HHS failed to properly
identify and address certain vulnerabilities. We recently received
preliminary results from the most recent audit of another HHS
agency, though I can’t go into details in this setting.

So my question is: Does HHS have a point person who coordi-
nates corrective actions on cybersecurity among all HHS agencies,
and, if so, will you direct that person to continue to work with the
committee on improving enterprise cybersecurity at HHS, and en-
suring that mitigations applied in one setting are consequently ap-
plied through all of HHS?

Secretary AZAR. Yes, we do. Our chief information officer, Jose
Arrieta, who works directly with me, absolutely is in charge of
those issues. If T could go back to your previous question, I had
misheard on the BOLD Act.

Mr. GUTHRIE. On the BOLD Act, yes.

Secretary AZAR. So I apologize on that.

For fiscal year 2020, CDC will have two funding opportunities to
carat ck word. I can’t find it as a verb actions under the BOLD Act.
So first, there will be the public health programs to address Alz-
heimer’s disease and related dementias; and second, there will be
the centers of—the Health Centers of Excellence to Address Alz-
heimer’s Disease and Related Dementias. We expect both of those
funding opportunities to be out in the coming month. And for fiscal
year 2021, the President’s budget for CDC includes $3.493 million
to continue to support these Alzheimer’s activities.

Mr. GUTHRIE. Because by 2050—that is when I will be 86, I be-
lieve—they believe it is going to be a trillion, estimated to be $1
trillion spent on Alzheimer’s disease. Not only is it devastating to
the individual who has it, the family that cares for that person, but
also it would be devastating to the deficit and the budgets of our
country. So this is something very important. Thanks for your lead-
ership and effort, and I appreciate working with my colleagues
here to move the BOLD Act forward and address it.

And I yield back.

Ms. EsHOO. The gentleman yields back.

A pleasure to recognize the gentleman from New Mexico, Mr.
Lujan, for his 4 minutes, and I will wait right here with you and
then we will run over.

Mr. LUJAN. Thank you, Madam Chair.

Secretary Azar, when Donald Trump was running for office four
years ago, he famously said that he wouldn’t cut Medicaid. He
didn’t say it once or twice, but claimed it at least five separate oc-
casions, that he would not cut Medicaid but, in reality, no Presi-
dent and no administration in the last 50 years has done more to
undermine Medicaid than Donald Trump.
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In fact, his first major legislative effort to repeal the Affordable
Care Act would have ended Medicaid as we know it, and put the
healthcare of 70 million Americans at risk. And if my colleagues
from the other side of the aisle want to protect people with pre-
existing conditions, they should drop the lawsuit. That could hap-
pen tomorrow.

After President Trump failed to cut Medicaid legislatively, he de-
cided to try the same thing administratively, even though the law
clearly does not allow it.

Secretary Azar, there has been some misreporting that the block
grant guidance is limited to adults in the expansion population, but
under the administration’s guidance, States could block grant Med-
icaid for more than just expansion adults. Isn’t that true?

Secretary AzAR. Congressman, I don’t—I don’t believe that is the
case. I will ask did CMS administrator to get back to you on that,
but my understanding was that it would be an optional demonstra-
tion for adults only, and that it would actually not affect coverage
for our most vulnerable, our pregnant women, children, elderly
adults, people on eligible on the basis of disability. But I will ask
Administrator Verma to get back to you on that, because that is
not my understanding.

Mr. LUJAN. Let me jump into this. I am glad that you pointed
that out, because I think that there is a concern here, and I hope
that you would agree with me that, if that is your understanding,
that you do something about it, Mr. Secretary, because the Center
on Budget points out that people that are low-income parents,
women who are pregnant, and people with disabilities who are cov-
ered through Medicaid expansion could be included in what I will
describe as the President’s illegal block grant guidance.

Is that something that you would agree with if that is the case?
Would you stop it if, in fact, the guidance does allow for those vul-
nerable populations to be discriminated against?

Secretary AzZAR. So I have been under the view that it does not
affect coverage for our most vulnerable populations. It doesn’t allow
them to strip benefits, or strip eligibility. Essential health benefits
{1ave to be covered. You can’t change eligibility. You can’t cap or
imit,

Mr. LUJAN. Mr. Secretary, if I may, just for clarification, because
it sounds like we are on the same page.

Secretary AZAR. What you are saying I am not—the concerns you
are expressing——

Mr. LUJAN. Mr. Secretary——

Secretary AZAR [continue]. I don’t believe we are in the HOA, but
we will get back to you on that.

Mr. LUJAN. Let me ask you this pointed question.

Secretary AZAR. Yes.

Mr. LUuJANN. If, in fact, the President’s Medicaid block grant pro-
gram does allow for those folks to be thrown off and get caught up
in this, will you stop it?

Secretary AzAR. Well, we are not going to approve plans that
allow people to be thrown off, because it can’t change eligibility. I
can’t change eligibility.

Mr. LUJAN. Let me ask it one more time, because it sounds like
you are getting there.
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Mr. Secretary, if, in fact, vulnerable populations like pregnant
women, families, and those that are disabled, are subject to this
rule where they could be block granted, will you stop it?

Secretary AzAR. I don’t believe we would—I will not approve a
plan that removes coverage for our most vulnerable citizens.

Mr. LUJAN. So that is enough for me. You said you will not ap-
prove a plan.

Secretary AZAR. I will not approve—with very low-income par-
ents, children, pregnant women, elderly adults, or people eligible
on the basis of disability should not be affected in terms of their
Medicaid coverage, is what I am informed. I will get back to you
from Administrator Verma to confirm all of those details. I want
to make sure that I am right on that, but that has been my under-
standing of the HOA program.

Mr. LUuJAN. What I am looking for is assurance that if what my
comments are associated with being consistent with the Center on
Budget points out, you, in fact, will not approve that plan and you
will not allow for Medicaid block grant cuts, devastating cuts go
into a place that will be subjected to pregnant women, families,
and those with disabilities?

Secretary AZAR. The categories that I mentioned before are ones
that I do not believe are subject to it, plans should not be approved
if they would harm eligibility for those individuals.

Mr. LuJAN. So if the Center on Budget’s assessment is correct,
you will not allow that to go into effect?

Secretary AZAR. I do not believe their assessment or description
of the program is correct, and I have said I don’t expect that I
would approve any plan that would harm our vulnerable popu-
lations. It is a healthy adult opportunity under Medicaid expan-
sion, but we will get you any clarification on that afterwards.
Thank you for raising that to me.

Mr. LUJAN. There is a reason that most of us in this Congress
has—have opposed Medicaid block grants. These are devastating
programs. It i1s another effort to undermine Medicaid, and to con-
tinue to cut the program which President Trump promised he
would not. This is another example of where he is.

And with that, I yield back.

Ms. EsHOO. The committee will now recess for approximately 20
minutes. So hold on to your seats while you stand up and stretch
and we race over and come back.

It sounded like the Secretary said yes, Ben Ray.

[Recess.]

Ms. EsHOO. The subcommittee will come to order. Thank you.
Thank you, Dr. Azar, for your patience.

And I now would like to recognize the gentleman from Virginia,
Mr. Griffith, for his—is it 4 minutes—4 minutes of questions.

Mr. GrIFFITH. Thank you, Madam Chair.

I appreciate you being here. Thank you so much. The President
and your agency have expressed concerns with the middlemen in
the drug supply chain, pharmacy benefit managers, PBMs. Over
time, PBMs have morphed into under-regulated entities with op-
portunities to exploit their position in the middle of the drug trans-
actions in the U.S. For example, according to a new report from
XIL Consulting, which is run by former Express Scripts’ executive,
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PBMs benefit from an obscure fee known as direct and indirect re-
muneration, DIR—I know you are familiar with that—at a rate ex-
ceeding 500 percent per prescription as compared to the average
administration fee. Last year, the administration proposed a rule
to address these DIR fees, but later withdrew it.

Do you still have plans to implement accountability measures for
PBMs?

Secretary AZAR. No.

Mr. GRIFFITH. And if so, what does that regulation look like?

Secretary AZAR. So I remain very concerned about the DIR fees
and their impact, especially on America’s community pharmacists,
as well as independent specialty pharmacies.

So, the reason that we did not finalize that rule—and we were
very transparent at the time—was the concern that by—if we
forced the DIR fees to basically go through to the benefit of the pa-
tient, that that could cause an increase. The middlemen would jack
up the part D premiums for our seniors, and that was the concern
and the President just has been adamant that he does not want to
run the risk of part D premiums going up.

We—so it remains a priority for the administration to deal with
this issue. If we ever could legislatively, that would be useful also.

Mr. GRIFFITH. And as you know, I would love to have a legisla-
tive solution, but we thought this might be a good test case to do
it with that.

Secretary AZAR. Maybe even through, if we could get bipartisan,
bicameral drug pricing legislation, that might be a vehicle to have
that in there.

Mr. GRIFFITH. It might be.

And let me ask you this: There has been some mention earlier
today of H.R. 3. I raised the concern, and then later, it was raised
by the Congressional Research Service that the bill, as written, is
just blatantly unconstitutional. Have your lawyers advised you that
that is the case in their opinion as well?

Secretary AZAR. I have not had anyone study the constitu-
tionality issues on H.R. 3 about the penalty amounts and whether
that would work. So I haven’t seen any analytics on that.

Mr. GRIFFITH. Any time they want a discussion on it, I am more
than happy to facilitate one.

Let’s talk about opioids, because I only have a little bit of time
left. Over the past few years, there has been a lot talk about how
they are prescribed in America, and how pain is medically man-
aged in general. And I will tell you, that I thought we were on the
track of getting our healthcare professionals to back off of giving
out so many opioids for pain, but I have a friend who is currently
undergoing some procedures, and we were talking yesterday about
how they had given her opioids, how she took it in the initial day
after some painful procedures, but that after that, she turned it
away but they—you know, she has got it sitting in her house. What
has this administration and HHS done to reduce the overpre-
scribing of opioids?

Secretary AZAR. So we have actually, through the CDC, put out
guidance to professionals on appropriate prescribing. We continue
to work on even further titrated by different pain areas on what
the best guidance is to do that.
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It is distressing to hear that. We have seen, though, an over-25
percent, I believe, decrease, maybe 30-percent decrease in the
opioid prescribing of illegal opioids to date since the President took
office. So we are making progress, but, of course, it is disturbing
to hear any pockets like that.

Mr. GrIFrFITH. Well, and—look, it is going take time but we
can’t—just because we have started to solve the problem, we can-
not think it is solved, and we cannot take our foot off the gas pedal
in trying to make sure that we don’t overprescribe, and that we
deal with this issue. It is very serious in my district and many oth-
ers.

I thank you very much, and I yield back.

Ms. EsHOO. The gentleman yields back.

The Chair is pleased to recognize the gentleman from Oregon,
Mr. Schrader, for his 4 minutes.

Mr. SCHRADER. Thank you very much, Madam Chair.

Thanks for being here, Secretary Azar. I appreciate it very, very
much. I am going to leave my coronavirus questions to the next
panel, but we do want to make sure the CDC is fully funded, and
a little concerned about the original budget. Glad to see some
changes coming forward.

My question, the first question, is on Medicare Advantage. It is
a huge program in Oregon and many, many States. It leverages our
Federal tax dollars to maximum advantage. Most Oregonians, most
seniors get a lot of their prescription drug coverage from Medicare
Advantage. Very concerned that this administration, and frankly,
others, have tended to try and cut Medicare Advantage programs.
I think that is foolhardy. The whole goal here is to actually make
sure that the savings from the Medicare Advantage are plowed
back into making sure there are more benefits that are covered,
better prescription drug coverage, and expanding it to a larger uni-
verse.

So could you give me some assurance you are going to continue,
this administration? You will try and continue to improve the
Medicare Advantage program and not take away the savings that
could be plowed into more benefits for folks.

Secretary AZAR. No, absolutely. So I am actually under direct or-
ders of the President in his Medicare executive order to enhance
and protect Medicare Advantage, exactly the things you are talking
about: Offer more supplemental benefits, make sure people—make
those plans as attractive as options for people as possible.

Mr. SCHRADER. Just saw guidelines on reducing caps and that
sort of thing that made me nervous about what the intent was.

The second question is on the proposed Medicaid rule. Hear a lot
about that back home. In many States, I was budget chair for my
State back in the day, and it seemed like a great opportunity for
our States to, again, leverage Federal dollars with State tax dol-
lars, actually with private hospital dollars and long-term care dol-
lars. So it was a really smart use, I thought, of taxpayers’ limited
ability to finance programs they want. This really made great use
of the dollars.

I am very concerned with this new MFAR rule that you are going
to—ostensibly it is, with all due respect, framed in the guise of
transparency, when, indeed, it is a backdoor attempt to take away
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matching funds, the ability for the provider tax to be leveraged in
many States, including ours.

So, I guess, given the fact the executive order requires Federal
agencies to perform this regulatory impact analysis to determine
the effect of the impact of the proposed rule, but the proposed rule
says the fiscal impacts of the Medicaid program from the imple-
mentation of the proposed rule is unknown. Do you consider that
to be a comprehensive regulatory impact analysis?

Secretary AZAR. I haven’t looked at the reg impact analysis
there. So I just I don’t know the specifics on that, but, certainly,
I do want to assure you we are hearing the feedback from you and
others and governors about this. We are looking at this not to be
penal, but, rather, to make sure that those intergovernmental
transfers are genuine State money that is getting matched and not
funny money or schemes—that is really the intent—and to also be
more prospective, not penal, looking backwards, as much as we
can.

So we are—I appreciate getting this feedback. We are hearing a
lot of it, and we are taking that in.

Mr. SCHRADER. Well, what some people would call funny money
schemes, others would call smart financing in using the accounting
system the way it has been established for decades to maximum
advantage. It would really put a huge hundreds-of-million-dollar
hole in the Oregon State HHS budget. So I would urge you to back
down on that a little bit, or at least give it some more serious
thought.

I yield back. I thank you, Madam Chair.

Ms. EsHOO. The gentleman yields back.

It is a pleasure to recognize the gentleman from Florida, Mr.
Bilirakis, for his 4 minutes of questions.

Mr. BILIRAKIS. Thank you. Thank you, Madam Chair. I appre-
ciate it very much.

Secretary Azar, thank you, first of all, for your leadership. I ap-
preciate it very much. And thank you for your responsiveness to a
lot of my constituents’ concerns as well.

Again, we have begun to make progress, in tackling our Nation’s
opioid crisis, and HHS has played a key role in that effort. Thank
you for your continued support, of course.

Do you feel—and this is a budget question; do you feel HHS has
the necessary resources to continue to implement provisions of the
2018 SUPPORT Act and the 2019 HHS Pain Management Task
Force recommendations?

Secretary AZAR. I do believe so. In fact, we have increased fund-
ing for opioids in this budget.

Mr. BiLirAKIS. OK. Very good.

Also, next, the community house centers, as you know, do a won-
derful job. The funding is expiring soon. Now, we reauthorized it
for an additional seven years, and that is a great thing. But, again,
how do community health centers serve as a gateway to integrated
care for individuals with mental illness and substance use dis-
order?

Secretary AZAR. You know, more than 28 million people rely on
HRSA’s community health centers that we fund. They are a critical
part of our primary care network, of preventive care for individ-
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uals, and they deliver high-quality service. And we are using them
also as part of the Ending the HIV Epidemic program to reach the
underserved and reach people that we need to bring into treatment
and prevention.

You know, more than 93 percent of our 1,400 health centers pro-
vide mental health counseling and treatment. Sixty-seven percent
of them provide substance abuse services. I believe the—I think the
number 60 percent of the clients at the community health centers,
I believe, are ethnic and racial minorities. I am always just so im-
pressed when I visit them, the quality of care and the quality of
service there.

Mr. BILIRAKIS. Absolutely. Do you have anything to add? Because
I wanted to give you an opportunity to add, because this is a big
issue affecting our constituents, obviously, on the insulin pricing.
I know that this has been mentioned in the committee, but if you
could maybe elaborate on that, I would appreciate it very much.

Secretary AZAR. I appreciate that. I did want to clarify one thing
from Mr. Walden’s question earlier regarding a piece of legislation.
I misheard about, I guess, it is a proposal to cap out-of-pockets at
$50 for insulin. The administration does not have a formal state-
ment of administration position on that piece of legislation yet. Of
course, we want to get out-of-pockets down. We want to deal with
the insulin issue, and get insulin pricing down for everybody, but
we don’t have a formal statement yet on that issue.

The part D reforms the committee has worked on and that has
a lot of bipartisan support though, that could be such a benefit to
people, that catastrophic cap at $3,100, spreading that cap over 12
months, where no senior would ever pay more than 258 bucks a
month for their prescriptions if they opted into that. What an in-
credible thing we could deliver for America’s seniors if we could get
bicameral, bipartisan action on that.

Mr. BILIRAKIS. Absolutely.

Well, thank you for clarifying that, and, of course, we will follow
up with you, because, again, this is a big issue affecting our con-
stituents.

How does the budget address school safety? I don’t have much
time, do I? How does the budget address school safety and the
mental health needs of our students?

Secretary AZAR. So we fund Project AWARE in here, which is a
really important school-based school safety program for those for
mental health services. We have Healthy Transitions funded,
which improves access to mental disorder treatment and related
support services for youth. We have the Safe Schools Framework
Implementation Toolkit to help educate teachers and administra-
tors to identify kids in crisis who need mental health intervention.
That is part of it.

Mr. BiLiraKIS. OK. Thank you very much.

I appreciate it, Madam Chair.

Ms. EsHOO. The gentleman yields back.

It is a pleasure to recognize the gentleman from Massachusetts,
Mr. Kennedy, for his 4 minutes of questions.

Mr. KENNEDY. Thank you, Madam Chair.

Mr. Secretary, thank you for being here.
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This week, DHS implemented their well test for immigrants na-
tionwide. The earlier estimates show that the rule could lead to 4.7
million people withdrawing—excuse me—from Medicaid and CHIP
alone, many of whom are legal immigrants, the children of immi-
grants, asylum seekers, and refugees. Yes or no, sir, nearly five
million people are forced to forego their health coverage; is that a
success?

Secretary AZAR. We do not believe that individuals who come to
this country should be dependent on public taxpayers for
healthcare or other services.

Mr. KENNEDY. So refugees having access to healthcare is a suc-
cess?

Secretary AzAR. We do not believe that individuals who should
come to this country to be dependent on public welfare programs.
That is the—that is the—that is the basis for that

Mr. KENNEDY. So, sir, you have frequently told the story of your
grandfather arriving at Ellis Island from Lebanon as an impover-
ished teenager who spoke no English. You talk about him being
met by a member of the United States Public Health Service. You
speak proudly of that story. Under this rule, based on your own
telling of that story, your grandfather would have been turned
avsiay.?So I ask you, yes or no, are you proud of this public charge
policy?

Secretary AZAR. So my grandfather came and worked his way
through his bootstraps.

Mr. KENNEDY. Would he have gone—would he have had access
to healthcare under this policy?

Secretary AZAR. No, he would not have.

Mr. KENNEDY. And do you

Secretary AZAR. And he wouldn’t have asked for it, because he
would have wanted to make his own way.

Mr. KENNEDY. And so you are proud of this policy.

Secretary AzAR. I am proud of my grandfather and 100 years
ago, he came to the United States——

Mr. KENNEDY. That was not the question.

Secretary AZAR [continue]. In Ellis Island.

Mr. KENNEDY. That was not the question. Are you proud——

Secretary AZAR. We supported this policy. It is—we

Mr. KENNEDY. I am going to take that as a no.

Secretary AZAR. The American people don’t support the idea that
people should be coming to this country to be——

Mr. KENNEDY. Mr. Secretary, next question. Are you aware that
under your leadership, the number of Americans without health in-
surance has risen for the first time in a decade in 2018 by roughly
two million people?

Secretary AzAR. So actually, the numbers on the uninsured re-
quire a bit more depth than that. The—what is happening on the
uninsured is actually the ACA has—most of the growth of unin-
sured is because the ACA priced individuals out of the individual
markets.

Mr. KENNEDY. Sir, I am almost out of my 4 minutes.

Are you aware, sir, Mr. Secretary, that the percentage of unin-
sured children rose by .6 percent under your leadership? Would you
consider fewer children with access to healthcare a success?
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Secretary AZAR. So actually, in terms of children and coverage,
we have SCHIP. We have reauthorized that for a long period of
time. We have got the Medicaid program

Mr. KENNEDY. So you contest the numbers?

Secretary AZAR. So in terms of the uninsured numbers there, the
children that are uninsured are likely part of the coverage gap left
by the ACA, as well as the pricing out of nonsubsidized——

Mr. KENNEDY. Sir, do you believe that it is the—so last month,
we held a hearing here about an opioid epidemic where a rep-
resentative from the Department of Health and Human Services of
North Carolina stated that if North Carolina had expanded Med-
icaid, 415 more people would be alive in North Carolina today. Do
you believe that this administration’s opposition to Medicaid expan-
sion that, according to that individual, has cost lives; is that a good
policy choice?

Secretary AZAR. I am not going to validate that politician’s state-
ments. I don’t know who it was——

Mr. KENNEDY. It was a representative of the Department of
Health and Human Services of North Carolina.

Secretary AzAR. I don’t know who they are. I don’t know the
basis for that. I haven’t seen the evidence.

Mr. KENNEDY. So you are unaware of the fact that Medicaid has
saved lives in North Carolina?

Secretary AZAR. No——

Mr. KENNEDY. The absence of Medicaid expansion

Secretary AZAR. That is not what I am saying. I am saying I
haven’t seen the evidence basis for the assertions you are making
and that he made.

Mr. KENNEDY. One last question for you. You have spoken about
this administration’s efforts to combat coronavirus and the so-
called increased choice for healthcare. For one man, Osmel Mar-
tinez Azcue, those two things recently converged when he tried to
be prepared after developing flu-like symptoms following a trip to
China. He was left with a bill of well over $1,000, and a demand
of proof that the flu he was tested for wasn’t related to any pre-
existing condition, or else he would be forced to pay a few thousand
dollars more.

So, please explain to me as we are staring down a potential pan-
demic, and the CDC is warning about fundamental changes to our
way of life because of it, do millions of people that have signed up
for junk insurance plans pushed by this administration, do they
really have a choice?

Secretary AZAR. So the short-term limited duration plans are an
option for individuals. We have been very clear that they may be
the right choice for some, but they may not be the right choice for
others who have preexisting conditions.

Mr. KENNEDY. Even people with thousands of dollars of unin-
sured claims in the midst of a potential pandemic, that is a good
choice?

Secretary AZAR. So if an individual, if it is a choice between no
insurance and some insurance at 60 percent lower than what the
Affordable Care Act has priced them out of the market at, it is at
least an option for individuals provided.

Mr. KENNEDY. Unless they expanded Medicaid.
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I yield back.

Ms. EsHOO. The gentleman yields back.

It is a pleasure to recognize the gentleman from Indiana, Dr.
Bucshon, for his 4 minutes of questioning.

Mr. BucsHON. Thank you very much.

And thank you, Mr. Secretary, for being here today.

I am going to switch gears a little bit. 340B is a critical program,
especially for rural hospitals, and I am just interested in what you
think should be done, if anything, to continue to ensure that the
340B program, given its significant growth, is helping more pa-
tients get access to care?

Secretary AZAR. You put your finger right on it there when you
mentioned the growth. It has grown from $7 billion of pharma-
ceutical sales in 2012 to $19.3 billion in 2017, and we believe in
the 340B program, but we do believe those savings need to actually
make their way to patients, not just subsidizing hospitals, but actu-
ally make their way to patients.

I mean, imagine, for instance, just take the issue of insulin. Hos-
pitals often acquire their insulin at an extremely low price, but
they don’t have to necessarily pass those savings on to the patient
that they are serving as an outpatient. That is partly why we
would, part B, propose the changes and have tried to implement
the changes that would reduce what seniors have to pay for part
dB—for—would have to pay in the Medicare program for their

rugs.

Mr. BucsHON. Do you think that more transparency in the 340B
program would be part of the solution?

Secretary AzAR. Absolutely. We support transparency i