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(1)

NOMINATIONS OF DR. MARK B. McCCLELLAN,
TO BE ADMINISTRATOR, CENTERS FOR
MEDICARE & MEDICAID SERVICES; BRIAN
ROSEBORO, TO BE UNDER SECRETARY, DE-
PARTMENT OF THE TREASURY; DONALD
KORB, TO BE CHIEF COUNSEL, INTERNAL
REVENUE SERVICE AND ASSISTANT GEN-
ERAL COUNSEL, DEPARTMENT OF THE
TREASURY; AND MARK J. WARSHAWSKY, TO
BE ASSISTANT SECRETARY, U.S. DEPART-
MENT OF THE TREASURY

MONDAY, MARCH 8, 2004

U.S. SENATE,
COMMITTEE ON FINANCE,

Washington, DC.
The hearing was convened, pursuant to notice, at 2:05 p.m., in

room SD–215, Dirksen Senate Office Building, Hon. Charles E.
Grassley (chairman of the committee) presiding.

Also present: Senators Hatch, Snowe, Kyl, Thomas, Frist, Bau-
cus, Rockefeller, Breaux, Graham, and Jeffords.

OPENING STATEMENT OF HON. CHARLES E. GRASSLEY, A U.S.
SENATOR FROM IOWA, CHAIRMAN, COMMITTEE ON FINANCE

The CHAIRMAN. Good afternoon, everybody. You can tell from the
audience that this is a very important nomination hearing. We wel-
come everybody to it as well. We are here this afternoon to consider
four nominations. One is for administrator for the Center of Medi-
care and Medicaid Services, and three others for the U.S. Depart-
ment of the Treasury. I would welcome all of our nominees to the
committee.

First, we have Dr. Mark McClellan, nominee for the adminis-
trator of Centers for Medicare and Medicaid Services. Dr. McClel-
lan, of course, is no stranger to members of this committee because
he served on the President’s Council of Economic Advisors 2001–
2002. There he developed a strong working relationship with the
Congress, providing expertise on a number of domestic economic
issues, including creating a prescription drug benefit for Medicare.

He is uniquely qualified for CMS, holding both M.D. degrees with
board certification in internal medicine and a Ph.D. in economics.
In recent years, Dr. McClellan has focused his research on meas-
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uring and improving quality of care, particularly health care. Im-
proving the quality of health care is what we will be talking about
here today as you all know.

One of the most important issues facing this committee is over-
seeing the implementation of the Prescription Drug bill that we
passed last year. After years of debate, after years of inaction, Con-
gress followed through on its promise to our Nation’s seniors to
strengthen and improve the Medicare program by adding prescrip-
tion drugs. It will be critical to have an experienced leader at the
helm of CMS to ensure the agency is preparing to carry out the de-
tails of this new program.

We look forward to your testimony, Dr. McClellan, and on the
programs, anything else that you might have to tell us or to answer
questions.

We also have on our panel this afternoon Brian Roseboro. Presi-
dent Bush nominated him for Under Secretary for Domestic Fi-
nance at the Department of Treasury. He holds an MBA from Co-
lumbia. He currently serves at the Treasury Department as Assist-
ant Secretary of Financial Markets, a position that he has served
in with distinction since 2001. In this position, Mr. Roseboro was
responsible for advising the Secretary on Federal credit policies,
and government lending, and privatization activities.

We will also hear from Mr. Donald Korb who has been nomi-
nated to serve as chief counsel for the Internal Revenue Service,
and also as assistant general counsel of Treasury. Mr. Korb is a na-
tive of Ohio, holding a masters of law in taxation from Georgetown.
He has also an impressive 30-year record of tax lawyer, including
service in the Office of Chief Counsel of IRS and 2 years as assist-
ant to the IRS commissioner.

Finally, we will hear testimony from Mark Warshawsky who has
been nominated to serve as Assistant Secretary of Economic Policy,
Department of Treasury. Mr. Warshawsky holds a Ph.D. from Har-
vard, and has extensive experience as an economist, since 2002,
serving the Department of Treasury as Deputy Assistant Secretary
for Microeconomic Analysis.

Again, finally, I would like to welcome all of you and look for-
ward to hearing your testimony.

We have an opportunity to have with us the Secretary of Health
and Human Services, Tommy Thompson. He is with us today, as
I understand it, to introduce. I am glad to have him here because
I think it highlights two things: the importance of the position of
CMS within the Department, but more importantly I hope to em-
phasize the importance of getting the prescription drug program up
and running very quickly.

Senator Baucus is ready to speak.

OPENING STATEMENT OF HON. MAX BAUCUS, A U.S. SENATOR
FROM MONTANA

Senator BAUCUS. Thank you, Mr. Chairman.
Today is a pretty important day. We have four people who wish

to serve, and they all have very tough jobs. We live in I think
somewhat uncertain times. Since December 2000, for example, as
a country we have lost more than 3 million private sector jobs; that
is no small matter. A lot of people are struggling to try to make
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ends meet. Some are doing okay, but many not. Some businesses,
particularly small business, are having a tough time retaining ben-
efits, particularly health benefits, for their employees.

I saw an article in today’s paper where it is much more expen-
sive to build a car in the United States than it is in neighboring
Canada due almost entirely to the much higher healthcare cost for
American automobile manufacturers constructing autos in the
United States compared to other countries, which has a very direct
effect on the number of good high-paying jobs that we have in this
country.

I must say to all four of you that the President has nominated
you to work on these programs. They include access to affordable
health care; our National debt is no small matter either; faith in
our tax system; and the economic policies of our country. These are
big issues.

Dr. McClellan, you have a record of public service and a reputa-
tion as a thoughtful policymaker. And because you have a reputa-
tion for caring more about sound policy than ideological rhetoric,
you have good relationships with both sides of the aisle. If anyone
is up to the job of administering the Centers for Medicare and Med-
icaid Services and implementing the groundbreaking Medicare bill
that Congress passed last year, you may be the man. You have a
huge job ahead of you.

Last year, Congress finally passed legislation to provide drug
coverage under Medicare. The new law is long. It is complicated.
It includes many new and untested ideas. I was proud to help pass
that law. It is not perfect as I have often said, but neither is it as
bad as some claim. And, frankly, I have been disappointed by how
some on both sides of the issue have tried to criticize the bill. Rath-
er, we should be working on how to implement it, and we should
view it as something that we can build on and something that we
can work together to improve upon.

For the next several months, much of that work will fall on your
shoulders, Dr. McClellan, and those at CMS. And by my count, the
new law contains 598 uses of the word/words ‘‘The Secretary shall’’
or ‘‘the CMS Administrator shall.’’ You will, of course, be con-
strained by the terms of the law and congressional intent. But
many of those ‘‘shall’’ provisions will require judicious interpreta-
tion by you within the law and attentive oversight by Congress. I
for one plan to exercise vigilant oversight of Medicare implementa-
tion. And so as we move forward on this process together, my main
message to you is to urge you to maintain transparency, maintain
communication and maintain access. If we are to administer this
law properly and provide the benefits to our seniors in the manner
that they deserve, Congress and CMS must work together openly
and honestly.

You might know that I am concerned that access to the CMS ca-
reer actuaries has been restricted by this administration. Re-
stricted access is contrary to the legislative history in the 1997 Bal-
anced Budget Act, which sought to get Congress and the Adminis-
tration to work together as legislation is formulated. If Congress
had been given open access to the CMS actuaries during last year’s
debate, we would have had a much more full picture of the cost im-
plications and operational workings of the new Medicaid law.
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In Medicaid, I am also concerned about what are called 1115
waivers, experimental projects or demonstrations that you or the
Secretary can approve that go against one or more of the require-
ments in the Medicaid statute. I believe that it is inappropriate for
the administration to use these waivers to undermine fundamental
underpinnings of the Medicare program, like the individual entitle-
ment, and the states’ entitlement to matching payments for serv-
ices they provide. The administration’s continuing push to use
these waivers to cap allotments for state Medicaid programs is
wrong as a matter of policy and wrong as a matter of process. Iron-
ically, hard caps on Medicaid spending reduce the flexibility of the
program, not increase it.

I oppose block grant proposals for Medicaid. I also believe that
changes to Medicaid should be legislative, not simply done through
the 1115 waiver process. Congress designed this waiver authority
to allow demonstrations and experimentation, not wholesale
change of an entitlement program that provides health security to
40 million low income and disabled Americans. If the administra-
tion does promulgate these waivers, it should put them forth in the
light of day, with all stakeholders, including Congress involved.

Dr. McClellan, thanks for being here. You have proven yourself,
as I mentioned, to be an able public servant, and I appreciate your
contribution to our nation’s healthcare programs. As head of the
largest healthcare buyer in the world, and as steward of programs
assuring tens of millions of Americans, you have important tasks
ahead of you. I look forward to working with you as you take on
these tasks, and I urge my colleagues to support your nomination.

Brian Roseboro, you have served the Treasury since 2001 as As-
sistant Secretary for Financial Markets. In that capacity, you have
been responsible for managing the debt of U.S. Treasury, which un-
fortunately has been growing by leaps and bounds. This is a critical
job, and you have done it well. We know that you are going to have
to increase the ceiling on debt yet again this year, and I want to
find out from you today how soon you will need to act. The Presi-
dent has nominated you to the higher position of Under Secretary
for all domestic finance, and I feel that you are well-qualified to
take on these additional responsibilities.

Mark Warshawsky, you have served at the Treasury since 2002
as Deputy Assistant Secretary for Microeconomic Analysis at
Treasury and the Acting Assistant Secretary for Economic Policy.
And now the President has nominated you to be the Assistant Sec-
retary for that Treasury office. I believe that you are also well-
qualified.

This is a critical time for determining the economic policy of this
country. We have lost more than 3 million private sector jobs since
December 2000, and things are not getting much better. Last Fri-
day, we learned that the economy created just 21,000 new jobs in
February. That is not enough. The private sector created no new
jobs last month. All the new jobs came from the government, and
manufacturing jobs declined for the forty-third straight month. We
have to do better, and, Mr. Warshawsky, you have an important
role.

Finally, Donald Korb, you are a well-regarded pick to be the
country’s next IRS chief counsel. In the past few years, we have
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witnessed more than enough corporate accounting scandals. Con-
sumer investor confidence has been shaken. At the same time, the
integrity of our voluntary tax system is under attack by those en-
gaged in the promotion of abusive tax transactions.

We are also witnessing growth in outright tax fraud. Everyday
there are press reports describing ways in which unscrupulous ac-
tors are cheating the tax collector and their fellow taxpayers. Just
as the Congress has taken steps to restore accountability and
transparency in the markets, it must take similar steps to ensure
the integrity of our tax system.

Actions speak louder than words. I know the administration has
made some progress in the area of issuing regulations to address
tax shelters, but they have not been enough. It has been almost 2
years since Enron, and the Congress has yet to enact major tax
shelter legislation and response. We need the Baucus-Grassley
Shelter bill in the law. The bill includes these provisions. It is time
to get them signed into law. And, Mr. Korb, I am looking forward
to hearing from you today about how we are going to better enforce
our tax laws, and more precisely, if not eliminate, substantially re-
duce that $311 billion tax gap.

Again, thank you for your willing to serve. It is a tough job all
of you have, and I know a lot of Americans very much appreciate
the time and dedication you are going to put in to serving them.
Thank you.

The CHAIRMAN. I apologize to our distinguish ranking member.
I almost forgot to call on him. That is a tradition, and I should not
have done that.

But, Mr. Secretary, you are going to have to wait just a minute
because we also have another tradition. If leaders, Democrat or Re-
publican, come, we usually let them speak or ask questions because
they have other obligations. So I call on Senator Frist. And if Sen-
ator Daschle comes, I will also break in for anything he has to say.

OPENING STATEMENT OF HON. WILLIAM FRIST, A U.S.
SENATOR FROM TENNESSEE

Senator FRIST. Thank you, Mr. Chairman. I do want to thank the
chairman and the ranking member for holding this important nom-
ination hearing, and want to recognize all four of the nominees,
and thank them for their willingness to serve at a very important
time in the history of this country.

Mr. Roseboro, Mr. Korb, Mr. Warshawsky, I, again, wanted to
welcome you in particular. I know much will be said about them.

Mr. Secretary, thank you for being here, as always, and your
commitment to big issues, big issues before the United States of
America and big issues in particular to the field that I care very,
very much about as a physician. I am extremely pleased to join my
colleagues in welcoming all of you.

And then, in particular, Dr. Mark McClellan, the current com-
missioner of the Food and Drug Administration and future admin-
istrator of the Centers for Medicare and Medicaid Services.

It was a real delight for me, as I was preparing for all of our
nominees today, to go back to Dr. McClellan’s bibliography and
read such things as Risk and Cost of End Stage Renal Disease
after Heart Transplantation. Those are sort of the articles, in par-
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ticular, that I focused on. I doubt that anybody else in the panel
with me spent a lot of time. Or Trends in Hospital Treatment for
Ventricular Arrhythmias Among Medicare Beneficiaries. I found
that in particular of interest.

The CHAIRMAN. We are glad we only have one of you.
[Laughter.]
Senator FRIST. That is right.
So anyway, you are going to have a very complete look today as

we look at, both the responsibilities of CMS, and in particular, your
qualification for this particular position. It is in this day and time
one of the most crucial positions in our U.S. Government, especially
in light of the fact that we have just passed really landmark legis-
lation, in large part, by members on this particular committee. The
administrator also oversees programs that provide health coverage
for nearly 80 million people, health care which does affect every
American. But these programs oversee the health care for 80 mil-
lion individuals. That is seniors, individuals with disabilities, low-
income children, pregnant women, and the list goes on.

The challenges that CMS faces today are perhaps greater than
at any other time in the agency’s history, not just because of the
numbers, but the unique challenges that face us today in interpre-
tation and implementation of what we have just passed in this
landmark legislation and facing issues such as the uninsured, 40
million individuals that over the course of a period of time do not
have health insurance.

It is important that we act quickly. And again, I thank the chair-
man and the ranking member for holding this hearing, particularly
for the nomination of Dr. McClellan, in an expeditious way because
of the issues that we have laid out in that most recent legislation.

Dr. McClellan is well known to members of this committee. He
has held a series of high-level executive branch positions in both
the current administration and in the past administration through-
out his service and throughout the years. He has really provided
invaluable, objective insight that we might not otherwise have ac-
cess to. I say this having personally benefitted from his thoughtful-
ness, for the care with which he has approached very, very complex
issues. He is a clear-headed thinker, a superb policy analyst, a bold
leader, and, yes, a physician who has traveled through that eye of
the needle of the very best residency programs in the United States
of America, in Boston, and having been on the faculty at Stanford
on the West Coast, again, an outstanding academic healthcare cen-
ter. Again and again, he has demonstrated this objectivity, this
hard work, this discipline way of thinking that we all have been
able to benefit from.

Mr. Chairman, I will put the remainder of my remarks in the
record because I know that there are a number of people who
would like to speak and want to hear from the Secretary. But I do
want to close by saying that Mark’s unique background in coupling
and understanding of economics, and we know that the cost issues
of health care are first and foremost on everybody’s mind, with that
aspect of personalization, doctor-patient relationship, having spent
time with patients, knowing the importance of prescription drugs,
of appropriate counseling, of trust in the doctor-patient relationship
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That background makes him uniquely qualified to serve as the ad-
ministrator.

So I look forward to hearing the testimony this afternoon. I look
forward to the confirmation itself. And look forward, especially, in
working with Dr. McClellan in the coming weeks, months, and
years as we all together try to develop and foster an environment
where we can deliver the highest quality health care possible.

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

The CHAIRMAN. Thank you. I have already introduced the Sec-
retary, so we would receive your testimony now.

STATEMENT OF HON. TOMMY G. THOMPSON, SECRETARY, U.S.
DEPARTMENT OF HEALTH AND HUMAN SERVICES, WASH-
INGTON, DC

Secretary THOMPSON. Thank you very much, Mr. Chairman, Sen-
ator Baucus, and other members of the Finance Committee. Thank
you for giving me this opportunity to introduce Mark McClellan.

I have heard all of your comments, and, like you, I am very im-
pressed by this very wonderful young man. I am delighted to be
able to have this opportunity to present a brilliant economist, a
compassionate doctor, and our enthusiastic choice to lead the Cen-
ters for Medicare and Medicaid Services, Dr. Mark McClellan. You
all know Dr. McClellan and his stellar background and qualifica-
tions. I do not know anyone who has a better grasp or more thor-
ough understanding of healthcare economics.

Over the past year and a half, Dr. McClellan’s leadership has
been critical in transforming the FDA into a more responsive, more
transparent, and more consumer-oriented agency. These character-
istics are exactly what should define the Centers for Medicare and
Medicaid Services as they tackle the new challenges and priorities
which are presented by the Medicare Modernization Act.

Mr. Chairman, this is a critical time for CMS, and an incredibly
hopeful time for American seniors. CMS is working hard to imple-
ment the reforms that this Congress has enacted, and to help sen-
iors understand the generous benefits you and your colleagues have
given them. As a result of the Medicare Modernization Act, seniors
will save money on their prescription drugs, receive greater pre-
ventative benefits, and experience more flexibility in care. We are
close to realizing the promise of a modern Medicare system, but
some challenges remain in implementing these reforms.

To navigate these exciting new waters, CMS will need a new
leader with bold vision, a wealth of experience in health care, and
a depth of insight into complex economic issues. Ladies and gentle-
men, Dr. McClellan is absolutely that leader. I urge this committee
to quickly send his nomination to the floor. And thank you for giv-
ing me this opportunity to present Dr. Mark McClellan.

The CHAIRMAN. Thank you, Secretary Thompson. And I would
ask now Dr. McClellan and the three nominees from the Depart-
ment of Treasury both to come to the table at this point.

I think what we will do is ask each of you to introduce any fam-
ily members you want to introduce. That is a custom of this com-
mittee, any supporters you have here with you. And then we will
go back and receive any opening statements you want to make.
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First of all, could I have you, Mr. Korb, introduce anybody you
would like to introduce to the committee?

Mr. KORB. Yes, Mr. Chairman. With me today are my wife, Patri-
cia, who is an American history teacher at the Lee Burneson Mid-
dle School in a suburb of Cleveland, Ohio; my son, Patrick, who is
a junior at MIT; and my daughter Laurel who is an 11th grader
at Hathaway Brown School for Girls, also in Ohio. And they are
sitting right here in the second row.

The CHAIRMAN. Please stand, will you? Thank you.
All right. Now, Mr. Warshawsky.
Mr. WARSHAWSKY. Thank you, Senator.
With me today is my wife, Laura, and my son, David.
The CHAIRMAN. Please stand. Thank you.
And now you, Mr. Roseboro.
Mr. ROSEBORO. Thank you, Mr. Chairman.
With me today is my best friend of 30 years and godfather to my

children, the chief of the Uniform Division of the Secret Service,
Curtis Eldridge.

The Chairman. Would you please stand? Congratulations.
And now you, Dr. McClellan.
Dr. MCCLELLAN. Mr. Chairman, I would like to introduce my

wife, Stephanie McClellan, who is a prosecutor from our time in
California, and right now is spending a lot of time with our daugh-
ters, 5-year-old twin girls, who are busy doing more important
things right now, like sharing time and learning about the Mars
rover at Annie Elementary.

Senator BAUCUS. I might say to all of you that stood to take a
good look, because that is the last you are going to see of them.

[Laughter.]
The CHAIRMAN. All right. Now, each of you in the order that we

previously have introduced you, would you give us any opening
statements you have, and then we will go to questions.

Mr. KORB. Thank you, Mr. Chairman.
The CHAIRMAN. Let me say to each of you, if you have a longer

statement, it will be included in the record without your asking.
Mr. KORB. Thank you.

STATEMENT OF DONALD L. KORB, A NOMINEE TO BE CHIEF
COUNSEL, INTERNAL REVENUE SERVICE AND ASSISTANT
GENERAL COUNSEL, U.S. DEPARTMENT OF THE TREASURY,
WASHINGTON, DC

Mr. KORB. Good afternoon, Mr. Chairman, Senator Baucus, and
members of the committee. It is an honor to appear here today be-
fore this committee as President Bush’s nominee for the position of
Chief Counsel for the Internal Revenue Service. Before taking your
questions, I would like to discuss two subjects: why I want to as-
sume the post for which you are considering me today, and the
brief summary of the goals that I have set for myself if I am con-
firmed.

This opportunity for public service is a great honor. I am hum-
bled by the confidence that the President, Secretary Snow, and
Commissioner Everson have placed in me by giving me the oppor-
tunity to serve my country in this capacity. The opportunity for
public service at the national level is a rare privilege and one that
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I gratefully welcome. I believe that all Americans should find some
time during their lives to serve their country and their fellow citi-
zens. The extraordinary sacrifices of our armed forces in Iraq and
Afghanistan immediately come to mind. However, there are other
ways to use one’s talents and experiences for the benefit of the
American people, and President Bush has given me such an oppor-
tunity by nominating me to be the Chief Counsel for the Internal
Revenue Service.

If I am fortunate enough to be confirmed by the Senate, I will
begin my third tour of duty with the IRS. Thirty years ago this
past January, I began my legal career there as an attorney-advisor
in the Office of Chief Counsel, in Washington. In the mid-1980’s I
served again, this time for 2 years as an Assistant to Commissioner
Roscoe Edgar. So in a real sense, I would be returning home to the
IRS if I am confirmed for this position. More importantly, I believe
that the experience and institutional knowledge that I gained dur-
ing these two stints with the IRS will be invaluable to me as Chief
Counsel.

In the late 1990’s, this committee identified serious concerns re-
garding the operations of the IRS. I commend the committee be-
cause the reforms instituted at that time are having a positive im-
pact, both in the way the Service conducts its operations and on
compliance by the taxpaying public with our tax laws. In line with
these reforms, Commissioner Everson has set three goals for this
service: (1) continue to enhance the service that the IRS provides
the taxpayers; (2) to modernize the information technology systems
of the service; and (3) strengthen the integrity of our Nation’s tax
system through enhanced enforcement activities. If confirmed, my
top priority as Chief Counsel will be to help Commissioner Everson
achieve these three goals.

This committee has also identified serious compliance issues that
confront our tax system, particularly with respect to tax shelters.
My predecessor in this position accomplished a great deal to help
the Service enhance its enforcement efforts. Just like my prede-
cessor, I want taxpayers and tax petitioners to have a healthy re-
spect for the Internal Revenue Service. I also want to help bring
the struggle against abusive tax shelters to a successful conclusion,
and I look forward to working with this committee to achieve that
goal.

Let me conclude by assuring that if I am confirmed, I will do my
utmost to successfully carry out the responsibilities entrusted to
me as chief counsel. Thank you.

The CHAIRMAN. Thank you. And now, Mr. Warshawsky.
Mr. WARSHAWSKY. Thank you, Mr. Chairman.

STATEMENT OF MARK J. WARSHAWSKY, A NOMINEE TO BE AS-
SISTANT SECRETARY, U.S. DEPARTMENT OF THE TREASURY,
WASHINGTON, DC

Mr. WARSHAWSKY. Chairman Grassley, Ranking Member Baucus,
and members of the committee, thank you for the opportunity to
appear before you today. I am honored to President Bush’s nominee
to be Assistant Secretary of the Treasury for Economic Policy, and
I am grateful to Secretary Snow for his confidence in me. And I am
most grateful to my family for their support and encouragement.
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Growing up in Chicago, the son of an immigrant factory worker
with little formal education, I have realized in a direct and per-
sonal way that the United States is a great country of opportunity,
growth, innovation, and openness. My parents stressed the impor-
tance of a good education, and indeed, I have had the great fortune
of receiving an excellent education through a formal course of study
in economics and mathematics at Northwestern and Harvard uni-
versities at the undergraduate and graduate levels respectively.
Along the way, including a stint as an actuary at an insurance
company, I developed a particular interest in insurance and asset
markets and the public policies pertaining to them, including their
combined ability to allow the transfer of economic risk and the re-
duction in overall risk exposure.

My career started with the Federal Government, first at the Fed-
eral Reserve Board, and then at the Employee Plans Division at
the IRS, where I gained an understanding of the operation of mon-
etary policy and the enforcement of our tax laws, respectively. I
also deepened my interest in pensions and health benefits. And so
after the civil service, I moved my family to the New York area in
order to work at TIAA–CREF, a large private sector pension and
insurance provider. There I saw firsthand how savings can be effi-
ciently collected and funneled into productive investments, and how
risks can be insured.

For the last 2 years, I have been privileged to be Deputy Assist-
ant Secretary at the Treasury for Microeconomic Analysis, and for
the last several months I have been Acting Assistant Secretary. In
these positions, I have worked on a variety of economic issues with
the talented and dedicated career staff at the Department, and
with the talented and dedicated people President Bush has chosen
to lead his administration. I am proud to play a part in imple-
menting President Bush’s vision and policy agenda for protecting
and enhancing the economic prosperity and security of our Nation.

Thank you again, Mr. Chairman, for the privilege of appearing
before this committee. If confirmed, I can assure you I will work
closely and enthusiastically with you and members of this distin-
guished committee. I would be pleased to respond to your ques-
tions.

The Chairman. Thank you, Mr. Warshawsky.
Now, we go to Mr. Roseboro.

STATEMENT OF BRIAN ROSEBORO, A NOMINEE TO BE UNDER
SECRETARY, OFFICE OF DOMESTIC FINANCE, U.S. DEPART-
MENT OF THE TREASURY, WASHINGTON, DC

Mr. ROSEBORO. Chairman Grassley, Ranking Member Baucus,
and members of the committee, thank you for this opportunity to
appear before you today. It has been my privilege to have served
President Bush for the past two and a half years as Assistant Sec-
retary of the Treasury for Financial Markets, and I am greatly
honored that the President has nominated me to serve as Under
Secretary of the Treasury for Domestic Finance. If confirmed, I look
forward to the opportunity to work in this new role with Secretary
Snow, the Treasury staff, others in the administration, and the
Congress, on the broad range of issues addressed by the Office of
Domestic Finance.
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The past few years have been an especially important time for
public service, and the future expects to be just as demanding. The
Treasury Department will continue to play a vital role in working
to develop and implement policies that promote the economic well-
being of our nation. I hope to have the opportunity to continue to
work with this committee on formulating policy and legislation in
the areas of public debt management, capital markets, financial in-
stitutions, government financial management services, Federal
lending, and fiscal affairs.

Serving as Assistant Secretary for Financial Markets, I am quite
proud of the progress we have made in the management of our
Federal debt. We have taken significant steps to broaden our inves-
tor base: we have built and are improving systems to make the op-
portunity to invest in the best credit in the world more available
to the average American; we have greatly improved the trans-
parency of our financing plans of the financial markets; and we
have made ourselves accountable by clearly defining our objective
of achieving the lowest cost of financing over time for the American
taxpayer.

Mr. Chairman, thank you again for the opportunity to appear be-
fore the committee, and I hope the members of the committee will
again support me. I promise to work diligently and with an open
mind on all matters that this committee may wish to raise with my
office. I hope to continue the strong working relationship I have
had the pleasure to experience with this committee over the past
two and a half years.

Finally, I would like to thank Secretary Snow for the confidence
he has shown in me by supporting me for this office. I would like
to thank the career staff of the Department of Treasury for their
support, hard work, and diligent efforts on behalf of the American
taxpayers. I would like to thank my wife, Valerie; daughter, Cleo;
and son, Brian, for their continued sacrifices as I seek to continue
my public service. And I would like to especially thank in remem-
brance, my grandparents, Cleo Duncan Roseboro and James Ben-
jamin Roseboro, Jr., who instilled in me the values of hard work,
personal responsibility, perseverance and faith, which has led me
to be here today.

The CHAIRMAN. Thank you, Mr. Roseboro.
Now, Dr. McClellan.

STATEMENT OF MARK McCLELLAN, M.D., A NOMINEE TO BE
ADMINISTRATOR, CENTERS FOR MEDICARE AND MEDICAID
SERVICES, U.S. DEPARTMENT OF HEALTH AND HUMAN
SERVICES, WASHINGTON, DC

Dr. MCCLELLAN. Mr. Chairman, Senator Baucus, distinguished
members of this committee, it is great to be here with you today.
Thank you for your consideration of my nomination as Adminis-
trator of the Centers for Medicare and Medicaid Services. I espe-
cially want to thank my wife, Stephanie, who you met a few min-
utes ago, who has been with me every step of the way. I have been
working for the Federal Government for most of the lives of our 5-
year-old twin daughters, and public service definitely means a
number of sacrifices, and Steph made them for us.
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Helping Americans get the most out of Medicare, Medicaid, the
State Children’s Health Insurance Program, and other CMS-admin-
istered programs is one of the most critical functions of the Federal
Government. These programs have a daily and profound impact on
well over 70 million seniors, persons with disabilities, and many
other of America’s most vulnerable citizens. I am proud and hon-
ored that the President has chosen me for this duty, and should
you concur, I assure you that I will not let you down.

The main reason I am confident is that if confirmed, I expect to
work in partnership with the members of this committee and the
Congress. In my previous jobs in government, in medicine, and in
academic research, I have appreciated the opportunity to work with
you on a range of healthcare issues.

Since my nomination was announced, I have especially appre-
ciated the time that you all have made to let me know about crit-
ical health concerns for the new administrator to address. I am also
looking forward to hearing more from the many individuals and
groups outside of this Congress who care about these programs, in-
cluding people who may not agree on everything about Medicare or
Medicaid, but who share our goal of affordable and vibrant health
care. It includes working with our partners in the state and local
governments, health professionals and providers, and, most impor-
tantly, the beneficiaries of these programs. My help would also
come from the professional staffs of CMS, HHS, and the adminis-
tration who are working full steam on implementing the newly en-
acted Medicare Prescription Drug Improvement and Modernization
Act of 2003.

CMS is staffed with very smart, talented people who are dedi-
cated to the agency’s mission, which I believe includes a critical
public health role. It is a public health agency. I am honored to
have the opportunity to join the CMS workforce, particularly at a
time when the challenges and rewards of working at CMS have
never been greater.

Thanks to this committee, the Congress, and the President, we
have a new Medicare law that provides new drug benefits,
strengthens Medicare’s managed care programs, and provides more
preventive care. This act calls on Secretary Thompson and CMS to
act quickly to do many things to improve benefits for beneficiaries,
sick and healthy, urban and rural. But Medicare needs to do more
than keep up with modern medicine. If confirmed, I intend to help
Medicare and CMS drive modern medical care forward. Our new
laws allow us to take bold, new steps to help patients get higher
quality and safe and effective treatments delivered at the right
time and without errors.

In closing, I want to renew a promise that I made when I was
before the Senate during my confirmation for FDA commissioner.
If confirmed as administrator, I pledge to listen and to act on what
I hear from all of our partners in achieving the goal of affordable,
innovative, high-quality health care for the beneficiaries of CMS
programs, and for all Americans. As at FDA, I will work to ensure
that careful analysis, based on the facts and the science, integrity
and thoughtful decision-making, are the foundation for all of our
work. We will not always agree, but I hope to make it possible for
us to work together effectively to meet the challenges ahead.
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My mother, who spent her career in public service, likes to say,
‘‘It’s not the dollars you make; it’s the difference you make.’’ As
CMS administrator for the sake of patients today and the patients
of tomorrow, I will take prompt and decisive steps necessary to
help make our medical future brighter, healthier, and more secure
than ever. Thank you for your consideration of my nomination. At
this historic time, I have some expanded remarks I would like to
have read into the record. And I, like everyone else up here on this
panel, would be happy to answer the questions that you might
have.

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

The CHAIRMAN. This would be my plan. I have a few house-
keeping questions I have to ask, and then Senator Baucus and I
will take our five-minute turn. And then we will go to every other
member for their five-minute turn. I have been notified by our staff
that keeps track of this that it will Grassley; Baucus; Hatch;
Rockefeller; Graham; Thomas; Breaux; Jeffords; Frist; Snowe; and
Kyl, in that order. If Senator Frist needs to go, then just notify me.

The first housekeeping thing would be to the members of the
committee. Because of the recess next week and the desire to move
these nominees along, I am asking, if it is not too much of a bur-
den, if any questions for response in writing would be submitted
to my office by 6:00 today, if that is possible. And then for each of
the nominees, we have three questions that we ask a nominee that
comes before the committee. I will read the question, and then I
would ask each of you to give me your separate answer.

First, is there anything that you are aware of in your background
that might present a conflict of interest with the duties of the office
to which you have been nominated? Mr. Korb?

Mr. KORB. No.
The CHAIRMAN. Mr. Warshawsky?
Mr. WARSHAWSKY. No.
The CHAIRMAN. Mr. Roseboro?
Mr. ROSEBORO. No, sir.
The CHAIRMAN. And Dr. McClellan?
Dr. MCCLELLAN. No, sir.
The CHAIRMAN. Thank you. The second question. Do you know

of any reason, personal or otherwise, that would in any way pre-
vent you from fully and honorably discharging the responsibilities
of the office which you have been nominated? Mr. Korb?

Mr. KORB. No, sir.
The CHAIRMAN. Mr. Warshawsky?
Mr. WARSHAWSKY. No, sir.
The CHAIRMAN. Mr. Roseboro?
Mr. ROSEBORO. No, sir.
The CHAIRMAN. Dr. McClellan?
Dr. MCCLELLAN. No, Mr. Chairman.
The CHAIRMAN. All right. Do you agree, without reservation, to

respond to any reasonable summons to appear and testify before
any duly constituted committee of Congress if you are confirmed?
Mr. Korb?

Mr. KORB. Yes.
The CHAIRMAN. Mr. Warshawsky?
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Mr. WARSHAWSKY. Yes.
The CHAIRMAN. Mr. Roseboro?
Mr. ROSEBORO. Yes, sir.
The CHAIRMAN. And Dr. McClellan?
Dr. MCCLELLAN. Yes, sir.
The CHAIRMAN. And then, for Dr. McClellan I have an additional

followup on the last question. I want to particularly note for you
the importance of the commitment to testifying before Congres-
sional hearings. I recently received a letter from a number of
House Members, both Republican and Democrat, that expressed
concern that you had not agreed to testify before an oversight hear-
ing. I am going to place that letter in the record, and so I will just
do that now.

[The letter appears in the appendix at page 50.]
The CHAIRMAN. In addition, Senator McCain has asked you to

testify before the Senate Commerce Committee on the issue of re-
importation. I recognize that you had a difficult job at the FDA,
and have had an even tougher job before you coming up at CMS;
however, our Constitution gives Congress a vital role of oversight
of the Executive Branch. The truth is that we do not do enough of
this here on the Hill. That is my personal opinion. I am not con-
demning any of my colleagues about that, but that is why I do so
much oversight.

I want to make certain that you will be responsive to all com-
mittee and subcommittee requests for testimony, and, in particular,
that you would work to satisfy the concerns of Congressman Bur-
ton who is the person that talked to me about the letter from the
House, as well as Senator McCain. And specifically, would you
agree today, on the record, that after we complete the nomination
process this week that you would appear before the Commerce
Committee on the subject of reimportation?

Dr. MCCLELLAN. Mr. Chairman, I know how deeply you care
about the interactions between the agencies and the members of
Congress who care deeply about what we do in turn. I absolutely
want to be responsive to any kinds of requests that members of
Congress have. In fact, under my leadership at FDA, not only have
I testified multiple times before appropriations, authorizing com-
mittees and others on many topics, including importation, but FDA
has been represented at every single committee hearing where we
have been asked to testify. And I would intend to make sure that
same kind of commitment continues.

I have had a chance to talk with Senator McCain about his spe-
cific interest in importation, and I hope that some of the same top-
ics will come up today so we have a chance to discuss them in this
forum as well for my confirmation. But I would be glad to agree
to testify before his committee as soon as this confirmation process
is concluded to make sure that we have the full and most effective
airing possible of all of the difficult issues around importation. I
want to make sure that both FDA, while I am there now, and
CMS, if I am confirmed, will be effectively represented on the mat-
ters that our oversight committees and other committees care
about from our actions.

The CHAIRMAN. All right. Now I would ask the staff to start the
5 minutes for each one of us as we do our round of questioning.
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This is not a hearing about the FDA or about Food and Drug Ad-
ministration issues. Your past experience and government service,
however, are certainly relevant. Why I think we need to focus on
your views about your upcoming job, overseeing Medicare, Med-
icaid, SCHIP, et cetera, I am going to ask you a question about re-
importation. I am focusing on this issue right at the beginning of
this hearing because your past statements in this area have been
the subject of debate since your nomination was announced.

During your tenure at FDA, the issue of reimportation of drugs
from Canada and other countries became very prominent. Today
reimportation is no longer limited to organized bus trips across the
border to pharmacies in Canada, instead it is becoming a booming
mail-order pharmacy operation with customers all across the
United States. We see press accounts on a regular basis describing
Americans who log on to the Internet to purchase drugs in Canada
or even elsewhere. I believe that free trade principles argue in
favor of permitting reimportation from Canada and perhaps from
other developed countries as long as we can implement a system
of safe reimportation. Today is there no assurance of safety in prod-
ucts that are coming in from all over the world.

As you and I have already discussed in our private meeting, I am
working on bipartisan legislation in this area. This legislation has
two objectives. First, it will put an immediate end to the unregu-
lated and the unsafe situation with drug imports that we have
today by default. This is key because the situation today threatens
the safety of our Nation’s prescription drug supply and puts pa-
tients who obtain these in harm’s way. Secondly, the legislation
would provide FDA with the resources and authority to assure
safety of imported drugs, and importation will only be permitted by
registered exporters who submit to FDA authority and oversight.

So my question is, first of all, do you agree that the situation
today with reimportation has swung out of control and now threat-
ens the safety of the patients who are purchasing these drugs, and
can you elaborate on the kinds of resources and authority FDA
needs to legalize the importation of drugs?

Dr. MCCLELLAN. Mr. Chairman, I think you raise some of the
safety issues in your own comments, and I agree with the concerns
that you raise there and with your concern about getting affordable
medicines to patients safely through all means that we can find
that work.

We have seen a lot of examples of unsafe imports into this coun-
try. And as you pointed out, there is a big difference between when
people go across the border to a pharmacy that serves Canadians
and that is following all of the strict regulations under Canadian
law, and we work very closely with our counterparts in Health
Canada to make sure that we are both trying to keep our regu-
latory practices up to date for the patients in each of our countries
that are served by our pharmacy systems and our drug systems.
That is very different from some of the importation activities that
we are seeing today, where instead of pharmacies that serve Cana-
dians, we are seeing for-profit enterprises set up that are whole-
salers that really are designed only to serve Americans. Some of
these may be located in Canada. We have seen a lot of examples
of safety problems and practices with these large commercial
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wholesale operations. Some of them may even be located some-
where else. There are a number of Internet sites that we have
found that claim to be importing Canadian drugs, but may actually
be importing drugs from elsewhere around the world, India and
other places, in recent examples.

When we have looked closely at the border, what is actually com-
ing in, we see a lot of examples of controlled substances. DEA Ad-
ministrator Tandy just a week ago said that she views some of
these international Internet Web sites as nothing more than a
modern version of drug pushers that are making available sub-
stances that are addictive and that can be misused when not pre-
scribed and overseen under proper circumstances.

We have seen examples of drugs that require close risk manage-
ment programs, such as Accutane, where we are worried about
both the benefits of the drug getting to patients who can use it, and
the risk, especially associated with pregnancy. So we have imple-
mented a very tight oversight program in this country that is not
monitored effectively in the international and Internet setting. So
there are lots of examples of problems like this of unsafe drugs en-
tering the country.

The CHAIRMAN. I was going to ask a follow up to that. I am just
going to assume that you would be willing to work with me to get
legislation drafted that will accomplish those two goals.

Dr. MCCLELLAN. That is right.
The CHAIRMAN. I want to hastily go on to the False Claims Act.
Dr. MCCLELLAN. I absolutely am committed to doing that. We

have a task force set up that intends to work with you and other
members who want to find ways to address importation safely just
as you are talking about doing in your legislation.

The CHAIRMAN. Will you as the administrator of CMS vigorously
support the False Claims Act and other Federal laws that we use
to investigate, prosecute, and suppress fraud in CMS programs?
Will you do your best to ensure that CMS does everything in his
power to eliminate fraud and abuse from these programs? Will you
and your staff cooperate fully with the Department of Justice, the
HHS Office of Inspector General, and whistle-blowers—and I want
to emphasize whistle-blowers—to investigate, prosecute, and sup-
press fraud in Medicare and Medicaid? And finally, will you agree
to take no administrative initiative that would weaken the effec-
tiveness of the False Claims Act or other laws and authorities used
to investigate, prosecute, suppress fraud in Medicare and Med-
icaid? And the last point is made because I think some people, not
just in this administration, over a lot of administrations, have tried
to weaken that and not work fully with it.

Dr. MCCLELLAN. Mr. Chairman, I know from our own meetings
how deeply you care about the issues covered by the False Claims
Act and how important it is today to make sure we are getting the
most for the money that we spend in Medicare, Medicaid, and
these other critical programs overseen by CMS. So absolutely, I
want to work with you closely on all of those issues, and I look for-
ward to making that a priority under my time at CMS.

The CHAIRMAN. Senator Baucus? And I thank you very much for
your response to my question.

Senator BAUCUS. Thank you, Mr. Chairman.
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Dr. McClellan, we all know that you have many, many decisions
to make, particularly implementing the last Medicare bill that was
just passed. I would like to read a quote, and I want you to tell
me if you agree or do not agree with it. This is by Deputy CMS
Administrator Leslie Norwalk. She said, ‘‘I can assure you that we
have no intention of implementing a fallback plan.’’

As you well know, the Fallback Plan was insisted upon by many
of us in drafting that bill to help rural parts of America make sure
they have a good solid drug benefit. As you well know, the bill pro-
vides that there be a fallback.

Dr. MCCLELLAN. Senator Baucus, all of us at CMS and through-
out the administration are committed to implementing the drug
benefit effectively for everyone. Everyone in the country, urban or
rural, young or old in the Medicare program, with chronic condi-
tions or otherwise, deserves to have access to benefits. I know Les-
lie well. She is very committed to implementing this drug benefit
effectively. I believe that what she meant was that because of the
way you all designed the bill, we do not think that we are going
to need to get a fallback in any particular area. The reason for that
is that the benefit was set up to limit the amount of risk that drug
benefit plans would have to bear, and to give the Medicare program
an ability to ratchet down further on a risk if it is difficult to get
a particular drug plan and drug plan choices into a particular area.
We are absolutely to committing to making sure that every bene-
ficiary gets a drug benefit. If it comes to that, that means making
sure a fallback plan is available. But if confirmed, I would hope to
implement the drug benefit in a way that we do not have to get
to that, and I think that is what Leslie’s intent was as well.

Senator BAUCUS. Well, your answer is a little troubling, because
as you well know, the statute says there will be a fallback.

Dr. MCCLELLAN. Right.
Senator BAUCUS. And it will be in place in advance of whether

or not there are two private plans.
Dr. MCCLELLAN. Right. And let me be clear. We would intend to

have a fallback mechanism in place to make sure that beneficiaries
will get the benefits that they are entitled to. My hope would be
that we can meet those benefit needs without needing to go to the
fallback, but absolutely we will have it there if it is necessary.

Senator BAUCUS. My hope is that in exercising and pursuing that
hope you do not dilute your efforts to have a fallback.

Dr. MCCLELLAN. Right, I agree with you.
Senator BAUCUS. And you are going to tell me that you will not,

dilute your efforts.
Dr. MCCLELLAN. I am not going to dilute those efforts. And as

you said earlier, Senator, we are going to have a lot of chances over
the coming weeks to make sure that we are going forward on this
effectively.

Senator BAUCUS. All right. Low-income eligibility. That is an-
other decision you have. And as you well know, the law grants you
authority to determine whether individuals who are already receiv-
ing low-income assistance through the various programs will auto-
matically be eligible for low-income subsidies and the drug benefit.
That will affect millions of Americans.

Your decision?
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Dr. MCCLELLAN. I would like to use all the authorities we have
under the law to get people into this benefit. Obviously, I fully
agree with you, that having an automatic enrollment or something
like it is the best way to make sure all these people get signed up,
so I am certainly going to work for that.

Senator BAUCUS. Could you address risk adjustment? As you
know, MEDPAC is quite critical of this administration’s higher
payments to plans versus fee for service. Already under the law re-
cently passed, plans would get about 100 percent of what is paid
to fee for service. Add to that, you in effect under Phase 1 of your
risk adjustment gave more money to the plans, not less. MEDPAC
is saying that plans are being paid way too much, and plans should
be paid under a budget neutral basis. Do you agree with MEDPAC?
And if you do not, why?

Dr. MCCLELLAN. Well, I agree that we need to be implementing
risk adjustment as effectively as possible. There were steps taken
this year to expand the risk adjustment provisions in Medicare,
and I am fully committed to making sure we go forward with an
even more comprehensive risk adjustment system as quickly as
possible. With building in the drug benefit information, we can
make sure that the plan payments are targeted to the expense as-
sociated with their beneficiary. So I am fully committed to making
sure that happens as quickly as possible.

Senator BAUCUS. But you did not answer whether you agree with
MEDPAC.

Dr. MCCLELLAN. Well, Senator, the overpayments that you are
mentioning I think are happening in some areas. There also have
been areas in Medicare where the plans have been underpaid in
the past. Legislation, as you know, added another prong to get
plans up to 100 percent reimbursement on par with fee for service.
The hope would be that through these steps, enhanced Medicare
private plan payments, we can give beneficiaries a more reliable
and more secure set of private plan choices, and that is starting to
happen now. But I am absolutely committed to working with you
to make sure that we are achieving the goal intended by Congress,
which is to give seniors reliable choices, and to have a level playing
field competition between the private plans and the traditional
Medicare plan.

Senator BAUCUS. Do you think that the additional $12 billion
fund tilts it too much against fee for service?

Dr. MCCLELLAN. You are referring to the Stabilization Fund,
which I do not expect to be a main stay of financing for either the
private plans or otherwise. Remember, that $12 billion is an esti-
mate. It could well be less than that, depending on how things
work out.

It has been a challenge for private plans in the Medicare pro-
gram because they basically face the full risk of the cost associated
with their beneficiaries; whereas, in the traditional plan, all the
costs are basically covered. If a beneficiary has an additional cost,
it gets picked up. Risk adjustment can help us address that prob-
lem by making sure that the more expensive beneficiaries get ap-
propriately higher payments for their needs. I am really going to
be pushing on that if I am confirmed. But in addition, I do think
that there are ways to build a basic system that will hopefully help
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us get away from needing to rely on any stabilization payments or
any additional payments like that.

Senator BAUCUS. One final question, and that has to do with ac-
cessibility and transparency. It is a bit disturbing that this is the
first time in. I do not know how many years the administration has
not sent up its actuary estimates 10-year baseline assumptions on
both aggregate and a specific basis. As you know, we had a huge
discrepancy between HHS and CBO with respect to the cost of the
Medicare bill.

This is the President’s budget. This is the people’s budget. It
should be open. The public has a right to know the assumptions
behind the President’s budget, and certainly the assumptions that
go to the Medicare portion of it. Can you tell us if the actuaries’
5-year and 10-year baseline, in both the aggregate and the specific
nature, will be made available to the public on a primary basis?

Dr. MCCLELLAN. Senator, I do want to make available the actu-
aries and their projections to the public, in as transparent to you,
in as transparent of a way as possible. You mentioned this when
we met individually. I also have discussed it with Secretary
Thompson, and he also is firmly committed to improving the proc-
ess for interaction between the administration and the Congress on
getting out key actuarial assumptions and the like. And I agree
with you fully that we need to have a transparent process for doing
that.

Senator BAUCUS. That has been made available in prior years, in
past administrations.

Dr. MCCLELLAN. Right.
Senator BAUCUS. And for the first time this year, it was not.
Dr. MCCLELLAN. As soon as I am confirmed, if I am confirmed,

I would like to sit down with you and work through the details of
how we can have a more effective sharing of information between
CMS actuaries and the Congress.

Senator BAUCUS. I think it is pretty clear. You just make it avail-
able as it has been in the past.

Dr. MCCLELLAN. All right.
Senator BAUCUS. It does not take much working out; make it

available.
Dr. MCCLELLAN. Well, that sounds like a pretty straight forward

solution——
Senator BAUCUS. I am glad you think so. Thank you.
Dr. MCCLELLAN. —so I will look forward to working on that with

you.
Senator BAUCUS. Thank you.
The CHAIRMAN. Senator Hatch?
Senator HATCH. Thank you, Mr. Chairman.
Mr. Korb, I do not know if you are familiar with the annual re-

port to Congress of the National Taxpayer Advocate. This report
serves as a road map both to the IRS and to Congress, to the most
significant problems facing taxpayers today, and makes rec-
ommendations about what to do about them, both administratively
and legislatively.

One of the topics discussed in the report is that of offers and
compromise cases. As you surely know, an offer and compromise is
an agreement between the taxpayer and the IRS that resolves the
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taxpayer’s tax liability. Under the program, the IRS has the au-
thority to settle or compromise Federal tax liabilities by accepting
less than full payment under certain circumstances. Based on all
I hear from our constituents and also from this Taxpayer Advocate
report, the offers and compromise program is badly broken. It often
takes many months just for a taxpayer to get a reply to an offer,
which is many times rejected, leaving the taxpayer to start the
process all over again. So I hope that you will look at that and see
what you can do to correct that aspect of the program. I just want-
ed to raise that one issue with you.

Mr. KORB. Senator, I have had experience with offers and com-
promise. And if I am confirmed, I will take a look at it.

Senator HATCH. I think I cited it pretty correctly there.
Mr. KORB. Yes.
Senator HATCH. Now, Dr. McClellan, you seem to be the person

we all want to question here today.
Dr. MCCLELLAN. Please, go right ahead.
Senator HATCH. Well, I appreciate the leadership role that you

have taken on the Medicare prescription drug law. And I believe
that our hard work on the Tripartisan bill 2 years ago laid the
foundation for the Medicare and prescription drug law that was
signed into law last December. Please know that I recognize the
great efforts that you have put in, seeing you there day after day.

Dr. MCCLELLAN. Thank you.
Senator HATCH. We are going to try and help you and your staff

in the implementation of this new law.
Dr. MCCLELLAN. Thank you.
Senator HATCH. In fact, I think the education of Medicare bene-

ficiaries is very important because a lot of people are mixed up on
the law and do not realize how really important that law is and
how beneficial it is.

I just received a call from a Utah constituent before coming here
who wanted to know qualifications for the new drug benefit, details
on the co-payments, and what exactly would be covered. I am really
pleased to have you in this position because I believe you can bring
a lot of sense to this particular problem.

But, again, I would like to just ask another question on re-
importation. With regard to reimportation, from your experience as
an FDA commissioner, have we begun to see a growing criminal
enterprise, or enterprises, develop that are looking for profits while
Americans suffer the consequences? And if so, could you take just
a few minutes to talk and give us a few more details on that? It
is my understanding that neither former HHS Secretary Donna
Shalala, nor Secretary Thompson, could assure the safety of re-
imported drugs. Are you aware of any facts in this assessment that
may have changed?

Dr. MCCLELLAN. Well, the situation we are facing does involve
more sophisticated criminals today. The methods that they have
available, the dye cast, the molds, the communication tools via the
Internet, enable criminals to work together internationally much
more extensively than in the past.

Just in the past year we have seen a number of very sophisti-
cated operations for making counterfeit versions, for example, of
cholesterol lowering medicines. Just a couple of weeks ago, we
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worked with international authorities to shut down a Web site that
was advertising FDA-approved drugs and legitimate European
drugs that were actually counterfeit versions that did not work
coming from India. So there are these elements out there. That is
why I think the kinds of steps that Chairman Grassley outlined
earlier, about responding not by taking away FDA authorities at a
time when we are facing more security challenges than ever before,
but rather by identifying effective steps that could be taken to ad-
dress the safety and security issues raised by these kinds of oper-
ations, is so important.

There are criminals out there who will take advantage of any
weakness in our drug safety systems. We saw this recently as well
with controlled substances being advertised on the Internet that
you can get without a prescription from international Web sites. It
truly undermines the security and the benefits of important drugs
available today.

Senator HATCH. If we open the doors and allow Americans to
purchase drugs directly from foreign sources, don’t we risk an expo-
nential increase in prescription drug crimes against the elderly and
unsuspecting consumers?

Dr. MCCLELLAN. Well, that is why Secretary Thompson and, be-
fore him, Secretary Shalala could not certify the safety of drug im-
portation given the resources and the authorities that are currently
available to FDA. Those resources and authorities are not designed
for what the Washington Post has called ‘‘a drug system under at-
tack,’’ including from many of these international sources. And that
is why I think we need to work carefully and together to identify
just what it would take to address the safety of these additional
types of imports and to keep out the potentially dangerous imports
that too often are making their way into the country today.

Senator HATCH. Given the volume of drugs that illegally enter
our country today, and the tremendous growth and volume that we
will see if we open the doors to reimportation, give us some esti-
mate of what it would take to effectively police a system so that
we protect the health of our consumers and our patients in this
country?

Dr. MCCLELLAN. That is a very good question, Senator, and that
is one of the questions that the administration’s task force, as di-
rected by Congress, is trying to answer right now.

Senator HATCH. We offered 23 million bucks, and I was against
that because I knew that could only cover one port. Give us an esti-
mate.

Dr. MCCLELLAN. It is hard to say exactly. It depends on what the
specifics of the bill would be. The Import Task Force was also di-
rected by Congress to determine which kind of drugs, which kind
of new authorities, we would need to assure safety, and so the
question of cost is tied up with that. But to give you a comparison,
for imported foods, Congress came together on a bipartisan basis
in 2002 to give us new authorities and new resources to ensure im-
ported food safety, including advance notice so that we can target
our border activities effectively, recordkeeping requirements, reg-
istration for foreign suppliers, and a much more effective authority
for keeping out unsafe products. To implement that, we have $100
million in additional border resources and authorities. The USDA
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for potentially riskier foods, like meat and poultry, get substan-
tially more resources to actually inspect plants and limit the num-
ber of import sites and things like that. Those are the kinds of
questions that we are trying to answer with this task force right
now, and we want as much public input as quickly as possible to
enter those questions.

Senator HATCH. Drugs are even more complex than foods.
Dr. MCCLELLAN. That is generally true.
Senator HATCH. Much more.
The CHAIRMAN. Senator Rockefeller?
Senator ROCKEFELLER. Thank you, Mr. Chairman.
I do not mean, gentlemen——
Dr. MCCLELLAN. I am not sure they mind.
Senator ROCKEFELLER. Mr. Roseboro, I want you to get a ques-

tion; I really do, but I am not going to ask it.
Twenty seven years ago, or something, when I was Governor of

West Virginia—this is a fairly basic question, but it is real to us—
we started a prescription drug discount plan at pharmacies called
Gold Mountaineer. It is still in existence. It is not just for 65 and
older, but also for 60 to 65. It has worked very, very well during
all this time. The card is free. With very few exceptions, the par-
ticipating pharmacies pay for the cost of the discounts themselves,
and have done so over all of these years.

Now, along comes the card in the bill. I just need to have an un-
derstanding to tell the people of West Virginia what is going to be
the conflict or interaction between the discount card, which affects
folks from 60 on for prescription drugs with good cuts, and the one
that is contemplated in the law.

Dr. MCCLELLAN. First, Senator, I would like to work closely with
you to make sure that we are addressing any questions that West
Virginians have about these important new benefits. Quickly, for
West Virginians in particular, the $600 that is associated with this
new drug card for lower income Medicare beneficiaries—and as you
well know, there are a lot of them in West Virginia—that starts
right away. People can start signing up in May, and the money
starts flowing in June. So we need to get people enrolled in these
programs as quickly as they can.

The short answer is that they can continue to participate in their
Mountaineer card and participate in the Medicare program as well.
They are not in conflict with each other. But my hope is that we
can do even better than that, to work with the state, get people
who are already taking advantage of some of the benefits in the
Mountaineer card to sign up for the Medicare card as well, and
find out which one really does help them the most in their indi-
vidual prescription purchases. For the lower income beneficiaries in
particular, the $600 that they will get starting in June is an impor-
tant reason to add this on to what they are already trying to do
with the Mountaineer card.

Senator ROCKEFELLER. Are you suggesting there might be a com-
bination of the two based upon income?

Dr. MCCLELLAN. Well, I would like to find ways to help the peo-
ple of West Virginia and the United States take advantage of all
of the programs out there as effectively as possible under the law.
And there certainly are ways that we could work with the state to
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help enroll people in the Medicare card, just like the state has been
doing to get people into the Mountaineer card before, and let them
know when they have better options available, and potentially larg-
er discounts or some financial help. So I would like to have that
kind of interaction, and that is possible under the law.

Senator ROCKEFELLER. This will be very important because it is
something the people have really come to depend upon.

Dr. MCCLELLAN. That is right. And the state has done a good job
of reaching out to them, and we want to build on that.

Senator ROCKEFELLER. The second question is on rural provider
budget cuts. I was very, very pleased about the $25 billion over 10
years for the rural hospitals and providers that was included in the
Medicare bill. It is going to help a lot. It is going to help a lot of
folks in West Virginia. However, because of the size of the commit-
ment of that, and the budget situation which we appear to be heav-
ily in—that is a budget deficit situation which will discourage dis-
cretionary spending—then on top of that, the President proposes
significant cuts to things like HRSA, the Health Resources and
Services Administration. The President’s budget for fiscal year
2005 eliminates funding for the Rural Hospital Flexibility Grant
program, for the area health education centers, and for the commu-
nity access programs, which is very important to us, and other dis-
cretionary programs, and other discretionary programs for rural
health are slated for cuts as well.

Now, well done on the $25 billion, but I think on a net basis I
am as, or more, nervous about the implications of these other cuts
and what the justification for them is.

Dr. MCCLELLAN. Well, I certainly do not want you to be nervous,
and I do promise to work with you on not only implementing all
of the new funding and the Medicare bill, but you mentioned the
$25 billion DISC funds, other additional payments for rural hos-
pitals, and other rural facilities. The administration also strongly
supports community health centers, which can be an important
part of outreach, and programs through out commissioned corps to
get more help from health professionals into underserved areas. I
think there are a lot of ways that we can work together to build
on these new programs and additional funding to get more help to
the rural beneficiaries who need it most. So I will look forward to
working with you on that.

Senator ROCKEFELLER. Well, I look forward to working with you
too, Dr. McClellan, but the problem is they have already been cut,
and I am not sure that you and I together can change that. And
that is why I was trying to get a sense of direction because there
is what is in the Medicare bill, but then there is a whole lot of
other rural healthcare things that the $25 billion may have taken
attention away from. But in terms of services to the people I rep-
resent in West Virginia, they are still left with all these other pro-
grams.

Dr. MCCLELLAN. Sure. I understand your concerns, but $25 bil-
lion is a lot of resources that I think can do a lot of good. In addi-
tion to the rural money, there is new money through the discount
card program, new money through the drug benefit that we abso-
lutely intend to deliver effectively to rural beneficiaries. So I do
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think we can strengthen our rural health care, and that is going
to be one of my top priorities as administrator.

Senator ROCKEFELLER. I just do not want that to be a generic an-
swer. When you said you do not want me to be nervous, I am al-
ways very happy to be nervous; I just want programs to work out.
Thank you, sir.

Dr. MCCLELLAN. That is my goal as well. Thank you.
The CHAIRMAN. Senator Graham?
Senator GRAHAM. Thank you, Mr. Chairman.
My question is going to be asked of Dr. McClellan. I would like

to ask three questions. I will try to state them directly, and would
appreciate a succinct answer. And if further elaboration is desired,
I will include that in the written request for answers.

Dr. MCCLELLAN. All right.
Senator GRAHAM. The first has to do with the issue of medical

errors. I know that in your previous life as FDA commissioner, you
were very interested in this issue, including bar codes and other
modern technology.

Dr. MCCLELLAN. Absolutely.
Senator GRAHAM. My question is, how would you plan to use

your new position as administrator of CMS to improve patients’
safety and reduce medical errors among the Medicare and Medicaid
populations?

Dr. MCCLELLAN. Senator Graham, the new Medicare legislation
includes a lot of ideas, I know from discussions with your staff in
the past, that you supported to get better delivery of health care
to seniors. One of my priorities at FDA, reflecting things that I
heard from you and other members of Congress earlier when I
worked at the Council of Economic Advisors in really looking for
ways to deliver health care more efficiently, was a push for elec-
tronic prescribing. At FDA, in addition to the bar coding rule that
you mentioned, we have made major steps towards switching over
all the information, that FDA provides to doctors and patients and
others, to electronic forms that can be integrated with these hand-
held devices and other tools used for electronic prescribings. That
is in the bill. That is something that I expect to push along as
quickly as possible.

There also are many new opportunities for disease management
programs and use of other types of technologies that are being
proven to work to get better benefits to people, such as telemedi-
cine. We are going to push forward on all those quickly as well.

So I definitely intend to work closely with you on all that. I know
there are a number of specific programs in CMS now and in the
bill that we are intending to move forward on quickly, and I will
get those into my written answer to you.

Senator GRAHAM. Thank you very much, and I look forward to
working with you on that.

Dr. MCCLELLAN. Thank you.
Senator GRAHAM. The second question relates to the state’s ef-

forts to reduce drug costs through their Medicaid program. A num-
ber of states have adopted programs of negotiation with prescrip-
tion drug companies in order to secure lower costs.

The Governor of Michigan, Ms. Granholm, recently told a con-
ference that her state had its negotiation program terminated, and
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that this had a very significant potential effect on the cost of pre-
scription drugs. I know a number of other states have had similar
programs in effect. It is my understanding that Secretary Thomp-
son, when asked about this termination, said that the proposal was
‘‘under review.’’

Dr. McClellan, I understand this review has been ongoing for
over a year. When do you anticipate this coming to a conclusion?
And would it be your inclination to recommend to the Secretary
that states continue to have the authority under the Medicaid pro-
gram to negotiate such lower drug prices for their beneficiaries?

Dr. MCCLELLAN. First, on that point, I do think that states need
to work with CMS to find ways to get costs down safely and legally
and negotiating better arrangements with pharmaceutical compa-
nies, which is something that Florida has done to a considerable
benefit for the state budget and their beneficiaries, and it is a very
effective way to do that. Many states are going beyond, now, the
legislated, government-required Medicaid rebates to get better
prices for their beneficiaries, and that is one very important tool
for getting costs down. There are many others, and I want to work
with the states on doing that.

My understanding of this proposal is very much like what Sec-
retary Thompson said, which is that it is under review. I do not
think it has been a year since CMS acted on it. I think there has
been some dialogue back and forth with the state of Michigan. And
this often happens. They submitted a proposal. There are some fur-
ther questions that need to be asked of the state to clarify, and
then things get resolved from there. I can tell you, if I do get con-
firmed, I will work quickly to try to bring this to resolution within
just a few months.

Senator GRAHAM. My final question has to do with an unexpected
development within the Prescription Drug bill. As we know, the
new estimate for the cost of the bill over 10 years is $530 billion,
approximately $135 billion higher than had originally been esti-
mated. Twenty-five percent of that additional cost comes from one
difference. And that is, first, how many of the Medicare bene-
ficiaries will elect to join the Medicare Advantage program. CBO
estimated it would be 9 percent; the White House estimate is 32
percent. And then the second and more surprising development is
that the White House has estimated that this higher rate of par-
ticipation in the Medicare Advantage program will actually cost
Medicare money as opposed to what had been anticipated, that
higher participation would be associated with reduced costs. In
fact, the differential, as I say, is 25 percent of the $135 billion addi-
tional cost is the additional cost estimated for higher participation
in the Medicare Advantage programs.

What is the explanation for this higher cost, and are there any
recommendations of what might be done to bring it back into its
original expected cost?

Dr. MCCLELLAN. Senator, first, as you know, CBO has not
changed its estimate. They still think the program is going to cost
$400 billion. This shows you what happens. When we are talking
about a big complex piece of legislation, it is hard to know exactly
what is going to be the result. I cannot predict exactly what the
cost is going to be, but I can predict that we are going to do every-
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thing we can to get the costs down. I talked earlier in response to
some of Senator Baucus’ questions about the Medicare Advantage
plan, about how we can take more steps to help make sure we are
giving seniors the most benefits there. Additional risk adjustment
steps, additional steps to promote competition to get costs down, all
of that I think can bring those costs down and maybe make them
low or more in line with what CBO projected.

Senator GRAHAM. The concern that I have is that it appears as
if you get more people involved in competitive programs. Instead
of competition saving money, this competition, according to the
White House estimate, actually costs about $32 billion more over
the next ten years than if people had stayed in fee for service.

Dr. MCCLELLAN. I think that is a piece of that particular projec-
tion. And as I said, my main goal will be taking the law that has
been enacted, and also further advice and further action by the
Congress, and doing all I can to give seniors and the Treasury the
most for their money, the most benefits at the lowest possible cost.
I think there are a lot of steps that we can take to bring down the
cost of the private plans in Medicare.

As you know, in addition to some of these differences in projec-
tions about private plans, the main reason for the CBO and actu-
aries’ difference in projections were the Title 1 benefits, the drug
benefit itself, and as you said, how many low-income beneficiaries
were going to enroll. Well, there are some places that I do not want
to save money. I do want to try to get as many low-income bene-
ficiaries into the program as possible. But I think there are a lot
of steps that we can take to bring down those costs and make com-
petition work to increase value, and to give seniors and the Treas-
ury more for their money, and I will look forward to working with
you on that.

Senator GRAHAM. And I would like to submit some written ques-
tions.

Dr. MCCLELLAN. Absolutely. We will be happy to answer them
promptly, Senator. Thank you.

The CHAIRMAN. Senator Graham, I was asking if we could have
the written questions in my 6:00 tonight. I hope we can.

Senator Breaux?
Senator BREAUX. Thank you, Mr. Chairman, and thank all of the

witnesses. And it is not because we do not like you all. We are not
ignoring you intentionally. We wish you the very best.

Dr. McClellan, you will be taking this job at an incredibly inter-
esting time in history. I dare say there is probably as much appre-
hension about the new Medicare program as probably they had
when in 1965 we added insurance coverage for hospitals. There
were many people who said it will never work. The concept of the
government paying for that was almost unheard of. And now we
have a new Medicare program with a prescription drug insurance
plan, which some will argue will not work. So it is a huge chal-
lenge, but it also presents great opportunities as well. If you had
to think about which agency in government is more responsible for
health care, it is obviously HHS and underneath that your depart-
ment of CMS.

I guess as just a general question, you get health care in this
country, depending on what box we put you in. I have said this so
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many times. If you are old, you are in the Medicare box. If you are
a veteran, you are in the VA box. If you are poor, you are in the
Medicaid box. If you are a poor child, you are in the CHIP box. And
if you are not in any one of those boxes, you are one of the 43 mil-
lion uninsured who have no health insurance at all, and spend a
lot of time in the emergency rooms.

Wouldn’t it be better if every American citizen had a basic health
insurance plan than having all of these boxes that you try to ad-
minister, each one of them with red tape and bureaucracy, and
waste, fraud, and abuse that we all talk about? Wouldn’t it be bet-
ter just to have this government move toward saying that every-
body is going to have health insurance not because they are in a
box, but because they are an American citizen?

Dr. MCCLELLAN. Well, I think that this bill actually helps move
in that direction by making available a broader array of modern
kinds of health plan choices, the same kinds of health plans——

Senator BREAUX. Yes, but you are still in the Medicare box, and
you still have to be 65 years or disabled.

Dr. MCCLELLAN. Well, that is right. But people who are over 65
and might have disabilities may need more help than people who
are workers. I think that the goal here is to have an overall
healthcare system in which doctors and patients are making in-
formed decisions based on the latest and best medical science. Hav-
ing special help for people who are over 65 and people with disabil-
ities is an important step in getting there. They do need more help.

Senator BREAUX. I mean, I agree. Look, we are doing good things
for the Medicare population, but we still have the box system. And
now my question is, wouldn’t it be better if everybody had basic
health insurance because they were an American citizen?

Dr. MCCLELLAN. I think that is right. But I guess what I am say-
ing is that thanks to, in large part, your leadership over many
years to get to this point with the Medicare program, I think we
are moving away from the box system. I think we are moving to-
wards a system where people can choose the plan that best meets
their needs, and that plan can better keep up with the best avail-
able technologies and just what the patient requires at the same
time as we are continuing and strengthening the traditional Medi-
care program that so many seniors have depended on. In terms of
getting out of boxes, and making sure that everyone has access to
high-quality, affordable health care, and the good information they
need to make good medical choices, this seems like a big step in
the right direction.

Senator BREAUX. I think one of the most important things in the
new Medicare bill obviously is prescription drugs. But almost as
important is the baseline health plan, the baseline exam, that will
be made available to everyone coming into the Medicare program.
I think it is clear that many people become eligible for Medicare
but do not see a doctor for the next 5 years. And then it is a
$500,000 problem. Had they seen them when they first came in, it
could have been a $100 problem. I wish it was mandatory. It is not.
And I really think that Medicare and CMS ought to do everything
they can to advertise or make that information available about how
important it is to have that baseline health exam that is now going
to be covered by Medicare for the first time.
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Dr. MCCLELLAN. I agree with you fully. We have a lot of outreach
to do, not just about the new drug card, and the new drug assist-
ance, and the new drug benefit, but also about the new preventive
benefits. As I said in my opening statements, Medicare has been
behind for a while in covering preventive care and other kinds of
modern treatments that help people live better, longer lives, and
this is a big step forward.

Senator BREAUX. Unfortunately, a lot of seniors do not take ad-
vantage of the preventative studies and preventative tests, so we
really have to emphasize this.

Dr. MCCLELLAN. That is right.
Senator BREAUX. Senator Rockefeller talked about the discount

card. It is incredibly important. We have a hearing tomorrow in the
Aging Committee on the discount cards. It is very important that
after this Medicare discount card comes into effect, seniors are not
going to be faced with having 25 discount cards—one from Pfizer,
one from Eli Lily, one from West Virginia, one from AARP, one
from Medicare. So to the extent that CMS can try, through the use
of computers, to come up with something so that seniors will have
a minimum number of discount cards, that plan can just show
which ones are available to them on one card. We have to work to-
wards that. It may not be possible in the beginning, but that is our
goal.

Final question. In the budget, they adopted an amendment on
drug imports that basically said that the Secretary was authorized
to allow for the safe reimportation of FDA-approved prescription
drugs from certain western countries. I think it is a little over 20.
How difficult would that be to implement under the current set of
circumstances? Is that possible to do?

Dr. MCCLELLAN. Well, it is a challenge. I think it would be ex-
tremely difficult under current law because our drug safety laws
are not set up to deal with those kinds of imports. In fact, the drug
safety statutes that FDA is charged with carrying out, and the
courts have confirmed that we are charged with carrying out, re-
quire us to assure that drugs are safe and effective before they can
be legally used in the United States. Congress in the 1980’s, in re-
sponse to some serious problems of unsafe drug imports, made it
illegal to bring in those kinds of drugs. So our drug safety systems
are not set up to deal with these additional categories of medicines.

We are working on a task force right now to determine whether
and under what circumstances, and for what expense and so forth,
it would take to allow broader classes of drugs to be imported safe-
ly. And that is why I think, again, Chairman Grassley’s approach
of not trying to solve this problem by striking out more of FDA’s
authorities at a time when we are facing bigger problems with drug
security than ever before, but adding on additional types of protec-
tions and additional resources to police the safety of these imports,
is the better overall direction. But it will be a real challenge, and
that is why we are looking for a lot of input from everyone who
cares deeply about this issue on both sides to figure out how it can
be done effectively.

Senator BREAUX. Well, thank you. And I will look forward to
working with you. I think you will be a terrific CMS administrator.
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Dr. MCCLELLAN. Thank you, Senator, and thank you for your
leadership.

The CHAIRMAN. Senator Breaux. Now, Senator Snowe?
Senator SNOWE. Thank you, Mr. Chairman, and welcome all of

you here today. And no surprise, I will ask Dr. McClellan first on
his questions.

It is getting to the reimportation issue. And you and I have al-
ready had discussions on this issue. It is critical because, obviously,
Americans are paying the highest prices for the cost of medications.
That is why seven out of ten Americans support reimportation of
drugs. Certainly, that has been the case with my constituents who
have traveled to Canada and, fortunately, have not experienced
any serious or adverse consequences with personal reimportation.

The point here is that we need to hear a ‘‘can do’’ approach. We
need a productive dialogue on this with you. I am pleased to hear
that you are going to be testifying before the Senate Commerce
Committee because I do think it is important to explore the issues,
what it is going to take, what resources, what authority, to move
this process forward. We need a constructive approach to this issue.

Frankly, I think we ought to start, for example, with wholesalers
and pharmacists. I mean, it seems to me that there are steps that
could be taken to begin to address this problem. As I have read the
counterfeiting issue, it is primarily with domestic markets. We
gave FDA the authority 10 years ago, obviously before your time,
the mandate for establishing pedigrees in the chain of custody of
drugs. So it seems to me we ought to get this process rolling, be-
cause the end result is to really benefit the consumers in America,
and seniors most especially, from the high prices of medications.

Can we do this? I mean, that is the issue here; can we do it? Yes,
it has passed before. In the previous administration and in this ad-
ministration it has been passed I think three times by Congress.
The intent is clear. What is it going to take to move this forward?
I know we have the task force, but there are some steps that ought
to be able to be taken now.

Dr. MCCLELLAN. I think the kinds of steps that you outline, like
potentially restricting the scope and type of drugs that can be im-
ported are important steps. That is exactly the kind of thing that
the task force has been charged by Congress with trying to address
fully and as quickly as possible. We have a meeting, for example,
next week with a number of consumer groups, including many that
are advocates now for importation, like AARP, but also want to
make sure it is done safely with additional restrictions on the types
of drugs that could be imported legally and the entities involved in
that, and with additional resources for the agency in order to do
it safely.

I agree with you completely that the right way to move forward
is with a constructive attitude of addressing what additional re-
sources and authorities FDA would need in order to do this safely.
Too much of the debate in the past has been about either asking
us to declare drugs safe when they clearly are not in many cases.
And I am not talking about the people from Maine who go across
the border to community pharmacies in Canada and get well-regu-
lated and safe drugs in that way. I am talking about Internet oper-
ations and the like where there are real problems. So what does
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it take to do it safely, and how can we expand the resources and
authorities for the Federal Government to support that, rather
than just strike out entire sections of FDA oversight of the safety
of drugs in the United States.

Senator SNOWE. So what is the time frame do you envision for
this task force?

Dr. MCCLELLAN. Well, I would like to do it as quickly as possible.
Congress gave us a number of tasks, and they required us to do
a very careful analysis of the mechanisms for doing importation,
the impact on prices, the impact on research and development,
costs, different parties in the system. We have public meetings and
input from public stakeholders scheduled over the next six weeks
or so to do this, and we will certainly work as quickly as we can.

Senator SNOWE. All right. On the issue of negotiating price au-
thority, as you know, there is a prohibition barring the Secretary
from having the negotiating authority for prices of medications.
That is obviously a central concern. I would like to explore this
issue with you for a moment, because it seems to me, more than
anything else, the concerns that have surfaced with respect to the
implementation of the new prescription drug benefit is the cost of
medications; that (1) there is no incentive to keeping the prices
down; (2) it will devalue the benefit; (3) the Secretary will not even
have the authority to negotiate prices in the government fallback
provision.

I would like to hear from you. Senator Wyden and I have intro-
duced legislation to grant this authority to the Secretary. We think
it is important to have that incentive. Secondly, I think it is impor-
tant for us to be able to ascertain the drug prices, to compare those
drug prices. We would call on GAO to monitor those prices, report
those prices, track them from starting 2000 all the way through to
2006. Report every year so we have an idea of how these prices are
escalating or decreasing, whatever. Compare the prices that are ne-
gotiated between the private plans and those that are negotiated
by the Veterans Administration and by the Defense Department.

I would like to ask you about this. We have a letter from CBO,
Senator Wyden did, on the issues of negotiations and savings. In
one case, there is potential for savings with the private plans when
you have multiple drugs in a particular class. But what happens
when you do not have that competitive alternative to a particular
medication? How then are we going to incorporate price savings on
some of these medications that do not devalue the entire benefit?

Dr. MCCLELLAN. I have seen that letter from CBO, Senator, and
I do agree with them, that there are a lot of opportunities under
the law to get drug prices down for seniors. And I agree with you
that is the big issue here. Seniors are paying too much for drugs
today. They are paying list prices that are the highest in the world
in many cases, where they are not getting any help at all, and that
is going to change.

With respect to the particular types of drugs that you are asking
about, the so-called single-source drugs, remember that most of the
drugs that seniors take have multiple alternatives available. For
example, for cholesterol-lowering medicines there are a number in
a whole class. It is possible and has been shown that the Federal
Employees Plan and many other private plans can negotiate much
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lower prices on behalf of their beneficiaries, and that is just what
would happen under the drug benefit.

For the single-source drugs, I think of them in two categories.
There are some that do not have any that work exactly in the same
mechanism, but there may be other kinds of medicines available
that help with the same kind of health problem. There are drugs
for pain relief, for arthritis, and so forth in this category. And I
think the same kind of competitive benefits would be present there
as well. Also, for even the single-source drugs where there are not
alternatives, having the negotiating power of millions of seniors
working together is a very different situation than an individual
senior walking into a drugstore off the street, getting no help at all
in getting a lower price.

I think there is a lot that can be done to get drug prices down.
And I agree with you that we should look very closely to see how
it works. But I think based on all the evidence that I have seen—
and I am going to be talking much further to other plans that have
implemented these kinds of programs as well—I think we can do
a lot of good for seniors.

Senator SNOWE. Thank you.
The CHAIRMAN. We will go to a second round now of 5 minutes

each. I would like to use two and a half minutes for Dr. McClellan
on one question and two and a half minutes for Mr. Korb on an-
other question.

My State of Iowa has contacted me with questions and concerns
regarding the process that CMS is using when deciding whether or
not to approve certain state plan amendments, and I have heard
other states having similar experiences. The concern is that the
procedures, according to which Medicare state plan amendments
are considered and approved, seem to be changing without explicit
or open public process. The criterion and standards used do not ap-
pear to be clear, may not be uniform, and do not appear to be pub-
licly announced. The approval process for state plan amendments
appears also to be used as a means by which states can be forced
to cease or modify a certain intergovernmental transfer, leaving
aside the merits of certain intergovernmental transfer arrange-
ments. I share some of CMS’ concerns about them.

The less than clear and open procedures involved are troubling
to me. If Medicare is going to be a Federal and state partnership,
states need to know exactly what the Federal Government expects.
Changes in Federal government programs should not be made
without prior notification and consultation with their Medicare
partner, the states.

Question. As administrator, do you plan to create a publicly ac-
cessible written record and/or guidance to the states in the event
of changes in policy, or interpretation of policy, by your agency?
How do you plan to address the concerns raised by states that CMS
is not approving state plan amendments in order to force states to
shut down inappropriate intergovernmental transfer?

Dr. MCCLELLAN. Mr. Chairman, as a general matter, I think
under Secretary Thompson’s leadership, CMS has become quite re-
sponsive to states in addressing questions and issues raised with
their FPAs and getting through a backlog. And I certainly want to
continue Secretary Thompson’s strong emphasis on quick response
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and clarity in response to requests by states for waivers and other
kinds of changes in their programs.

As a more general matter, I agree with you fully that the more
that we can be clear about what our policies are so that states
know what they should and should not be doing, and the more that
we can work constructively with them, when Iowa or any other
state brings us a proposal, to find a way to address that proposal
within the law and within our regulations, that requires a lot of
outreach, and that requires as much clear communication as pos-
sible. I know much of that is in writing from the agency. So I do
promise to work with you to make sure those kinds of traditions
are strengthened during my time at the agency.

The CHAIRMAN. Before I go on, my state tells me that it is dif-
ficult to get things in writing; that people want to say what you
have to do, but they do not want to be responsible for what you
have to do, and they might have to be responsible if they write it.

Dr. MCCLELLAN. And I will look forward to working with you to
make sure we do all we can to address that.

The CHAIRMAN. All right.
Mr. Korb, I have been troubled by recent reporting that has

shown that some private foundations are engaging in serious abu-
sive charitable status. The papers have reported about very high
salaries, family vacations, fancy cars, and even weddings all paid
for with money that is meant to benefit those most in need in our
society. It is my concern that while the law is clear that the costs
are allowed only to the extent they are reasonable and necessary
for salary and administrative expenses, the IRS has not provided
better guidance of where the line is for reasonable and necessary
costs. This large gray area hurts private foundations that are try-
ing to do the right thing, but also hamstrings the IRS from doing
any effective oversight and audit. I would ask your commitment to
review the current regulations and other guidance as necessary to
make a priority of revising it to ensure that boondoggles we are
reading about regarding some private foundations can be put to an
end. I am confident that this can be done without harming the
strong majority of private foundations that do a very good job.

You can respond now, generally, but I would ask that you pro-
vide me a detailed written response in 30 days of your plan of ac-
tion on this matter.

Mr. KORB. Mr. Chairman, in preparation for this hearing, I read
the series of articles that appeared in the Boston Globe about this
particular issue. And during my career with my law firm Thomp-
son Hine, I have been involved with understanding what this issue
is about, and I pledge to you to work with you on this issue on a
going-forward basis.

I would also like to add that one of the concerns I do have in the
tax-exempt sector is the gravitation of the tax shelter industry into
that sector. It is very troubling to me, and it is something that I
plan to look at closely as Chief Counsel, if I am confirmed.

The CHAIRMAN. Well, I thank you for that. I have asked for a
plan within 30 days. Is that any problem?

Mr. KORB. I do not see it as a problem, Mr. Chairman.
The CHAIRMAN. All right. Senator Baucus?
Senator BAUCUS. Thank you, Mr. Chairman.
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Mr. Roseboro, when will the administration submit a request to
Congress to raise the debt ceiling?

Mr. ROSEBORO. Our current projections now have us hitting the
statutory debt ceiling currently a $7.384 trillion somewhere be-
tween the end of June and October. Following the April tax season,
the beginning of May, we will be able to narrow that projection a
lot more, and at that time we will be talking about notifying Con-
gress more formally.

Senator BAUCUS. I appreciate that.
Mr. Korb, could you outline the composition of the tax gap? What

are the part? Some estimates are that it is about $311 billion of
income taxes uncollected annually by the United States. Could you
tell me where it is? What categories?

Mr. KORB. Senator Baucus, I am not personally familiar with
each of the categories, but, obviously, if I am confirmed, that will
be something that I will direct my attention to, to understand that
fully, and to work with this committee and with the Treasury De-
partment to help narrow that gap.

Senator BAUCUS. You must have some feeling where it is coming
from. You must have some idea. You are not just a guy that walked
off the street and sat down and that table there.

Mr. KORB. Well, I think the revenue estimates that have been
presented to this committee a number of times during the legisla-
tive process for a number of the bills have shown that the tax shel-
ter problem has created some of that gap.

Senator BAUCUS. How much of that is in the corporate side and
how much is on the individual side do you think, roughly?

Mr. KORB. Senator Baucus, I do not have those figures.
Senator BAUCUS. You have no idea?
Mr. KORB. No, I do not.
Senator BAUCUS. None?
Mr. KORB. No.
Senator BAUCUS. Well, why don’t you just guess?
[Laughter.]
Mr. KORB. I really could not even hazard a guess.
Senator BAUCUS. Oh, no. We are not going to hold you to it. Just

a guess. We have prefaced it by saying it is a guess, and you do
not have the job yet. But just a guess; your feel.

Mr. KORB. Well, I understand the revenue estimate, for example,
for SILOs is $30 billion, so I assume that would be part of the gap.

Senator BAUCUS. Now we are getting someplace. All right. That
is corporate side. Right? Those are corporate shelters.

Mr. KORB. Yes, Senator.
Senator BAUCUS. All right. Where else besides SILOs?
Mr. KORB. Another portion would be unreported income from in-

dividuals who have dropped out of the tax system by not filing tax
returns.

Senator BAUCUS. Now, what group might that be?
Mr. KORB. Oh, it could range from a whole group of people. Tax

protesters might be one group. Sometimes what happens is individ-
uals fail to file a tax return one year, and then they are afraid to
come back into the system, and so they continue to be non-filers.

Senator BAUCUS. What about sole proprietorships, about Sched-
ule C?
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Mr. KORB. Keep in mind, one problem here, as I understand it,
the Internal Revenue Service has not been conducting what used
to be called TCMP audits, and they have this new NRP program
to try to develop the data. Any data we talk about now probably
goes back more than 10 years. And we have such a dynamic econ-
omy, I think that is one of the reasons it is kind of hard to hazard
a guess specifically how much would be in the Schedule C tax-
payers.

Senator BAUCUS. Your best guess, just a guess, just an estimate.
Mr. KORB. Senator Baucus, it would be a wild guess. I have no

specific numbers in mind.
Senator BAUCUS. You are going to be Chief Counsel for the IRS,

and you have not thought about these things?
Mr. KORB. Yes, I have thought about them. I have thought about

them.
Senator BAUCUS. I mean, thought about them to the point where

we have to do something about it.
Mr. KORB. Well, there is no question about that.
Senator BAUCUS. Can you give us a little more of your thoughts

if you have thought about it? How do we get at the tax gap?
Mr. KORB. All right. One way to do that would be with respect

to the tax shelter problem. I believe that the way to get at that is
to attack the source where the promoters, the sales, the marketing
takes place. I honestly believe that once these tax shelters are mar-
keted, we have really lost, because then the Service has to use up
a lot of resources to try to track down——

Senator BAUCUS. Do you have a sense of the degree to the way
Sarbanes-Oxley nails that down?

Mr. KORB. Actually, Sarbanes-Oxley, in my private practice,
based on my experiences there, is going to do a lot more than I
think a lot of people anticipate.

Senator BAUCUS. To address that problem.
Mr. KORB. Absolutely.
Senator BAUCUS. So maybe we can check that box and go on to

some of the other problems.
Mr. KORB. Actually, a good dent has been made in that problem;

no question about it.
Senator BAUCUS. All right. So what else? What are your other

thoughts in how we get at the problem, if Sarbanes-Oxley takes
care of, to a large degree, the marketing of these schemes?

Mr. KORB. One of the roles that I play, based on the restruc-
turing of 1998, is to work as team player with the Treasury De-
partment on proposed legislation. I will commit to you that I plan
to take that very seriously, and look at ways in which legislation
can be enacted to deal with some of these problems.

Senator BAUCUS. When do you think the Treasury can not en-
tirely, but effectively say we have solved the tax gap? How long is
it going to take for you as part of this current administration?

Mr. KORB. To solve it entirely?
Senator BAUCUS. No, I did not say entirely. I said not entirely,

but to essentially say that for all intents and purposes, we can put
that one aside because we are collecting most of the taxes that
were previously not being paid.
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Mr. KORB. I will tell you, an observer, again, from the outside
right now, I think the pendulum is swinging back where compli-
ance will be higher. It will take some time. You cannot turn a
ocean liner around in the middle of the ocean on a dime. But I
think a real effort and a lot of good work out of this committee is
leading to that, beginning back with the reforms back in ‘98.

Senator BAUCUS. Well, I hear what you are saying. To be quite
candid, I just do not sense from you the sense of urgency needed
to address this problem. I hope that when you take over that you
will have that sense of urgency. It amounts to about 15 percent.
The overall noncompliance rate is about 15 percent, and it is grow-
ing. We have done a lot in this committee. Many of the provisions
that we have passed out of this committee and passed in the Sen-
ate have not been enacted into law. Basically, they are the post-
Enron reforms, dealing with inversion. This committee has done a
lot of hard work. Those provisions have to be enacted.

I just will tell you that I am going to be coming back on this
issue, and you might tell your people over there at IRS and Treas-
ury as well. I think the administration is not living up to its re-
sponsibility in closing this tax gap. And I think prior administra-
tions have not done as much too. My time is up. I just urge you
to get at this.

Mr. KORB. I want you to know that I commit to work with you
and with this committee.

Senator BAUCUS. I do not care if you work with us. I just want
you to solve it.

Mr. KORB. I will do my best.
Senator BAUCUS. Thank you.
The CHAIRMAN. Senator Breaux and Senator Jeffords? Senator

Jeffords did not have a first round. I almost think I ought to call
on Senator Jeffords first. Is that all right? And then we will go to
you.

Senator JEFFORDS. Thank you, Mr. Chairman.
The CHAIRMAN. Yes.
Senator JEFFORDS. Dr. McClellan, I also want to welcome you. I

also want to commend you for your long-term focus on patient safe-
ty, and I especially appreciate your insights in the recently enacted
Medicare Quality Demonstration program. I know that Dr. Jack
Wennberg, among others in the health policy community, thinks
highly of your work, and is looking towards working with you in
implementing the Quality Demonstration program.

I have a couple of issues to raise with you and may have addi-
tional questions for the record.

Dr. MCCLELLAN. Sure.
Senator JEFFORDS. Dr. McClellan, as the Commissioner of the

Food and Drug Administration, your job was to ensure the effec-
tiveness and safety of pharmaceuticals. But now your obligations
under the law will be in large part a fiduciary one. That is, you
will be responsible for ensuring that the Federal Government re-
ceives the maximum return on its investment in health care. You
have been recently appointed to head a task force on drug re-
importation, and hopefully will investigate ways to open markets
to international sales of pharmaceuticals reimported from Canada
or other developed nations, and you mentioned that earlier when
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I was here. I was glad to hear of the chairman’s interest in the
issue, and I want to help assist you in any way that we can.

Late last year, I joined Senator Ben Nelson and 73 of our col-
leagues, including many of the committee, in a letter to Tom Scully
noting our opposition to CMS’ proposed rule to modify the outdated
75 Percent Rule for inpatient rehabilitation hospitals. In the recent
letter, we urged CMS to defer any action on changing the rule until
further studies could be completed. In addition to the letter, the
new Medicare law includes a provision that requires CMS to con-
tract with the Institute of Medicine on a study to obtain the infor-
mation needed to update the 75 Percent Rule.

I think your deferring action on any non-critical proposed rule
would be welcomed. So I would like your assurance that you would
work with us and IOM to obtain the data necessary before pro-
ceeding with any interim or proposed 75 percent rehabilitation
rule.

Dr. MCCLELLAN. Senator, first of all, thank you for your com-
ments. Jack Wennberg and many of the other people at Dartmouth
and working up in New England have done tremendous work on
helping us find ways to get more for our money in health care, and
I am absolutely going to be paying attention to all that kind of
work if I am confirmed for this job.

With respect to the 75 Percent Rule, I am actually a member of
the Institute of Medicine myself. I know how important their stud-
ies can be. We do have a lot of evidence relevant to this issue al-
ready, and as a general matter, I do like to move things along.
What I would like to do is follow up with you, if I am confirmed,
on what our concerns are about the appropriate standard for the
rule. There are many members who I think would like us to move
along on that as well, and I will try to find the best way forward.
But I appreciate the value that an Institute of Medicine study can
add. I intend to get input from them, and you, and everyone else
who has strong opinions and expertise on this issue, and to try to
do the right thing, and try to do it as quickly as possible.

I also, if you do not mind, would like to say one more word on
importation. At FDA, I am charged with making sure that drugs
are safe and effective. That is our job under the law, not just me,
but our whole professional staff at the agency. But we are also
charged with finding ways to improve access to care, and if we can
do that without compromising safety, we are all for it. That is why
we have taken major steps forward in educating the public, in
changing regulations and getting laws, help through technical as-
sistance of Congress, for example, on generic drugs. And on patient
safety, as we mentioned, that can save a lot of money too. There
are a lot of steps that we can take to give Americans both afford-
ability and safety and effectiveness. I think I am going to be com-
mitted to that goal at CMS as well if I am confirmed, and I look
forward to working with you on the many steps that we can take
to achieve that goal.

Senator JEFFORDS. Well, thank you. Of course, coming from
Vermont, a border state, this is so important because it seems so
obvious to everybody that it can be done. We want to make sure
that we work with you to get it done.

Dr. MCCLELLAN. Thank you.
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Senator JEFFORDS. Thank you.
The CHAIRMAN. Senator Breaux?
Senator BREAUX. Thank you very much. Thank all of you for still

being with us.
Specialty hospitals——
Dr. MCCLELLAN. This one is for me?
Senator BREAUX. The moratorium that we passed went into ef-

fect the date of enactment, so it is in effect now, but there are no
regs out, which has been to the disadvantage of both general com-
munity-based hospitals, as well as specialty hospitals. They are not
certain what to do, and time is running, so we have to get these
regs out.

Dr. MCCLELLAN. Get me confirmed, and I will get them out soon.
Senator BREAUX. Soon?
Dr. MCCLELLAN. Very soon. We can do this in a matter of just

a few months, or sooner.
Senator BREAUX. Because it is only a 18-month moratorium. It

is in effect right now, but nobody really knows what is required
and what is not because of that. The fact—can you comment on
that?—is we listed it under the grandfather clause, hospitals under
construction, and asked you all to consider a number of factors.
The factors were whether they had architectural plans, whether
the funding was there, whether they had zoning requirements that
had been met, and whether the state agency approvals had been
met. Those were listed not just to say, well, we found one, and
therefore it fits the exemption, but to look at all of these in making
a determination. You have some flexibility, but each one of those
need to be looked at. That is why it is in the law, and that is why
it is spelled out that way. Do you agree with that?

Dr. MCCLELLAN. That is right. The law is very clear that we
need to consider all four of those factors. That does not mean there
cannot be a few exceptions to the rule. We need to have a reason-
able amount of flexibility, but I think those would have to be on
a case-by-case basis, something pretty limited.

Senator BREAUX. The authors did not intend that you had to find
all four, but also not that you can find one and feel we have met
the requirements. It is taken in total.

Dr. MCCLELLAN. Yes, the law is pretty clear.
Senator BREAUX. The other question is, we listed the types of

specialty hospitals, and said those that deal predominantly, or ex-
clusively, or primarily in cardiac care, orthopedic care, surgical
care, or any other specialized category, the Secretary would des-
ignate. I think it was very clear that the fact that one of those that
are operating that type of a hospital, just because they also may
have an emergency room attached to it that treats others would not
knock it out of being a specialty hospital, and is still primarily fo-
cused in on one of those specialties. Do you have any thoughts
about what we are talking about?

Dr. MCCLELLAN. Well, those other factors may be reasons to con-
sider exceptions, but definitely those are the kinds of consider-
ations that we are considering now, and that if I get confirmed, I
would want to take into account in the regulations we issue
promptly.

VerDate 11-MAY-2000 13:50 May 12, 2004 Jkt 092535 PO 00000 Frm 00041 Fmt 6633 Sfmt 6633 93281.NOM SFINANC2 PsN: SFINANC2



38

Senator BREAUX. But it is clear that just having an emergency
room attached to one of those otherwise specialty hospitals does not
knock it out of being a specialty hospital for purposes of the legisla-
tion?

Dr. MCCLELLAN. Probably not on an automatic basis. But again,
you want to have some flexibility here, and that is something that
we might want to consider as well.

Senator BREAUX. Well, tread very carefully on that——
Dr. MCCLELLAN. Absolutely.
Senator BREAUX. —because I think it is very clear that every

specialty hospital can attach an ER to it in order to get out of being
classified as a specialty hospital.

Dr. MCCLELLAN. That is why I think the guidance and the legis-
lation are so important because that does lay out very clearly what
you are looking for, and you want exceptions, if there area any, to
be quite limited. That is very clear from the legislation.

Senator BREAUX. That is why it is a moratorium. It is not an ab-
solute prohibition. It is a time to take a look at it and see how it
affects——

Dr. MCCLELLAN. Right, and figure out the best way to deal with
it; exactly.

Senator BREAUX. If it is determined that it is not an adverse ef-
fect on overall community hospitals, I do not have a problem with
them. But if it does, that is why we have a moratorium to look at
it.

Dr. MCCLELLAN. Right. Or if there are ways to modify the pay-
ment systems or deal with this through some other means; exactly.

Senator BREAUX. All right. I cannot really think of anything else
I can ask you. I have some questions that we have submitted. And
I want to get into some other things that we can just do in private
because it is too complicated to try and set it up.

Dr. MCCLELLAN. Thank you, Senator.
The CHAIRMAN. To the folks that are from the Treasury Depart-

ment, I just would like to say I have appreciated very much the
administration’s cooperation and your going into new jobs where I
would hope the cooperation will continue on what we have tried to
do, already some things that Senator Baucus has referred to, the
closing of the corporate tax shelters, the inversions, the efforts that
we have been trying to make to get pension legislation passed,
Enron type reforms, and things of that nature. I just thought I
ought to tell you that we have appreciated that past cooperation,
and in your new positions look forward to continuing to work with
you.

I do not have any more questions. While you are asking a couple
of questions, I might slip in the back room and talk to some con-
stituents.

Senator BAUCUS. That is not a bad idea.
The CHAIRMAN. Thank you.
Senator BREAUX. Dr. McClellan, the question goes to the so-

called 1115 waiver authority. I have concerns about this, particu-
larly about predecessors aggressive use of the authority. It is start-
ing to appear that there is virtually no aspect of the Medicaid pro-
gram, even the most core principles established by Congress that
are safe from the so-called 1115 waiver.
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For example, this one Governor said he intends to obtain a waiv-
er of Medicaid’s entitlement so that his state could set an arbitrary
cap on the number of people who would receive Medicaid. Another
state received a waiver of the requirement that Medicaid cover
comprehensive health benefits for children. I think these waivers
strike at the very heart of what Medicaid is suppose to do, cer-
tainly the entitlement nature and the cap attempt.

Do you believe that there are any provisions or principles of Med-
icaid that cannot be waived by CMS?

Dr. MCCLELLAN. Senator Baucus, as you know, Medicaid is an
extremely important program for very vulnerable citizens, and as
the cost of Medicaid has increased, we have had to try harder and
harder to find innovative ways to get people the healthcare assist-
ance they need, and do it in a way that the states can manage. I
absolutely am committed to the fundamental principle in the law
for Medicaid that this is a federal-state partnership, a federal-state
matching program.

In that regard, both the Federal Government and the states need
to put up funds to provide the benefits under the program. I think
Federal imposed caps on spending, things like that, are not envi-
sioned as part of this structure. It is a partnership to get the most
effective health care possible to some very vulnerable Americans at
the lowest possible cost.

Senator BAUCUS. So the answer is what?
Dr. MCCLELLAN. Well, the answer is that——
Senator BAUCUS. My question was, are there any provisions that

cannot be waived by CMS, core principles of Medicaid?
Dr. MCCLELLAN. Well, certainly. The core principles include prin-

ciples like the federal-state matching principle, that if a program
is designed to assist——

Senator BAUCUS. What about caps on entitlements?
Dr. MCCLELLAN. Well, that would include a cap. Because it is

federal-state matching, that would include a cap on the Federal
match as well.

Senator BAUCUS. Cannot be waived.
Dr. MCCLELLAN. Right, cannot be waived.
Senator BAUCUS. Entitlements cannot be waived.
Dr. MCCLELLAN. That is right. It is not a cap program from the

Federal Government standpoint; that we are there to be a partner
with the states for whatever expenses they incur in providing the
necessary benefits under the program.

Senator BAUCUS. The statute says that Medicaid may be waived
if the administrator determines that the waiver would ‘‘promote
the objectives of the program.’’ Those are the magic words. In your
view, what are the objectives of the program?

Dr. MCCLELLAN. I think delivering the highest quality health
care possible to America’s most vulnerable citizens, especially chil-
dren, at the lowest possible cost, is the main benefit. And I think
we need to be doing more and more. We have already taken steps
in this direction. We need to be doing even more to focus on what
the objectives of the Medicaid program are. What are we actually
achieving in terms of access to health care and improvements in
quality.
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Senator BAUCUS. There are statutory provisions under Medicaid
as to how Medicaid should be delivered.

Dr. MCCLELLAN. No, that is right.
Senator BAUCUS. It is not just generally the best care possible.
Dr. MCCLELLAN. That is right. But that is why I think the more

that we can do to develop clear and effective measures of what is
working and what is not in the Medicaid program, the better guid-
ance we can give to states as to how to achieve the goals of the
Medicaid program effectively. And that is the general goal. But you
are right; that is too general. We need to be much more specific,
and we need to be looking at what is actually working in getting
better health care to Medicaid beneficiaries at the lowest possible
cost.

Senator BAUCUS. That is correct. There is a Congress.
Dr. MCCLELLAN. Oh, yes, I am very aware of that.
Senator BAUCUS. And Congress does enact laws.
Dr. MCCLELLAN. That is right.
Senator BAUCUS. And laws are to be enforced.
Dr. MCCLELLAN. That is right.
Senator BAUCUS. That is the executor’s job, is to enforce the

laws.
Dr. MCCLELLAN. That is exactly what my job is.
Senator BAUCUS. Thank you.
Dr. MCCLELLAN. And I will look forward in continuing to talk

with you about enforcing it effectively.
Senator BAUCUS. All right. What about the so-called EPSDT,

comprehensive benefits for children? Is that what that is?
Dr. MCCLELLAN. EPSDT benefits for the mandatory Medicaid

populations.
Senator BAUCUS. Can they be waived? Can those services be

waived?
Dr. MCCLELLAN. I would be very reluctant to waive them. For

the mandatory Medicaid beneficiaries, that is an important ele-
ment of delivering good care, so there would have to be a pretty
compelling reason; that there was some other effective way to
mandatorily cover children, the benefits required under EPSDT,
through some other means in order to do it.

Senator BAUCUS. I also associate myself with the remarks of Sen-
ator Breaux, with respect to specialty hospitals.

Dr. MCCLELLAN. Right. I am very well aware of your views on
that.

Senator BAUCUS. Four provisions are written in the conjunctive;
one, two, three, four. You got them.

Dr. MCCLELLAN. Got it.
Senator BAUCUS. I would like you to come to Montana [Laugh-

ter.]
Dr. MCCLELLAN. Senator, I would be delighted to come. Like

many Americans, I have experienced Montana in the form of Gla-
cier National Park and some very good hiking, but I know that
aside from the beautiful scenery, there are some real important
healthcare problems there, access to care, and cost of care. I think
the best way to deal with them is to see them firsthand.

Senator BAUCUS. I appreciate that. Everyone of your prede-
cessors has been to Montana.
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Dr. MCCLELLAN. I would hate to break that tradition.
Senator BAUCUS. And stop in Iowa on the way. [Laughter.] I

means a lot to people in our state, because Washington is so far
away.

Dr. MCCLELLAN. I know. It is far.
Senator BAUCUS. How are we going to help rural health care

when the President recommends cuts in rural hospital flexibility
grant programs?

Dr. MCCLELLAN. I talked about this a little bit with Senator
Rockefeller; he brought that up as well. I think you have to look
at the overall content of the rural assistance programs, and there
is an enormous amount of new funding in the Medicare legislation,
both funding that is directly targeted to rural providers and rural
areas, and also funding for the drug benefit and the like that will
help enormously in improving access and quality of care for rural
beneficiaries. The administration has also increased funding in
other areas, community health centers, funding for commission
core officers to provide care in underserved areas, including rural
areas.

I would really like to work with you on the totality of programs
and using them as effectively as possible. I think that gets back to
my earlier point about finding what works, and supporting the pro-
grams that really do work in improving care.

Senator BAUCUS. I appreciate that. But when you do come to
Montana, I am going to take you out to some places to show you
just how tough it is, Mr. Chairman

Dr. MCCLELLAN. It is, I know.
Senator BAUCUS. —to either receive, access to, or even practice

in the most remote parts of our country. I mean, I know you spend
a lot of time in parts of the country. Just to digress slightly, one
of Secretary Thompson’s predecessors, Doc Bowen, prided himself
as being the country doc, and I had pointed out to him that rural
Indiana is not rural Montana. It does not rain west of the hun-
dredth meridian. There are huge, vast expanses in the west. And
by west, I mean the high plain states particularly.

Dr. MCCLELLAN. And there are a lot of people of limited means.
Senator BAUCUS. That is exactly right. In fact, I took one of your

predecessors, Dr. Roper, on a little airplane to one of these hos-
pitals to show him how inaccessible it was. Bill Roper, he was
white knuckled as those little planes were going [Laughter.] I was
glad that we had bad weather because it kind of showed to him
that it is not always good weather. Sometimes there is bad weath-
er.

The CHAIRMAN. Do not fool yourself; he planned that.
Dr. MCCLELLAN. He achieved the desired effect, I am sure. In all

seriousness, I will look forward to that. We have a very diverse
Medicare population that needs to be served. If it is not working
for all the beneficiaries, regardless of where they are and under
what circumstances they are getting care, we are not doing our job.
So I will look forward to getting out there.

Senator BAUCUS. Could you also tell us on the demonstration
project, the interim benefit with respect to self-injectable medica-
tions for diseases such as MS, and rheumatoid arthritis, and also
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I guess the need for anti-cancer medications, when will that be im-
plemented?

Dr. MCCLELLAN. It is not going to start on March 8th. There was
a very aggressive time table envisioned by Congress in passing the
bill, and the administration just cannot meet that. There are a lot
of very hard questions in that demonstration, how to decide which
beneficiaries should be included, and we want to have a fair and
transparent way of doing that, and how to decide which drugs
should be included. The guidance was pretty clear that it should
be substitutes for drugs that people have to get in doctors’ offices
now, but medicine is complicated, and for covering all the condi-
tions involved, not just cancer but other conditions, rheumatoid ar-
thritis and the like.

We are going to have an announcement on that soon. That is a
demonstration that I think is very important, both for what we can
learn about how to deliver these alternatives to physician office
care effectively, and to help 50,000 Medicare beneficiaries. I cannot
give you an exact date today. I promise you it will be a top priority
to get done soon. And I promise you we will cover the 50,000 peo-
ple, or cover up to the $500 million limit, and learn a lot from that
demonstration for purposes of implementing the drug benefit effec-
tively.

Senator BAUCUS. I appreciate that. As you also know, several
states are expected to run out of SCHIP funds in the next few
years, resulting in children being excluded, kids that need health
insurance. What can we do about that

Dr. MCCLELLAN. Well, we certainly can do everything we can to
let states take advantage of the CHIP funds that are available
now.

Senator BAUCUS. That will be your policy?
Dr. MCCLELLAN. Well, that is my immediate policy for right now,

and I will certainly look forward to working with you on further
steps to make sure that states that want to cover children have the
wherewithal to do that. I think there are a lot of things we can do
to get there.

Senator BAUCUS. Senator Chafee, and others, and I, several
years ago, it was really hard to get that program through.

Dr. MCCLELLAN. Yes, I know. I worked with you some on that
at the time, and I know how important the program is.

Senator BAUCUS. Every way we can to help people who do not
have health insurance, and particularly low-income kids is——

Dr. MCCLELLAN. I agree, SCHIP has been a big success.
The CHAIRMAN. All right. I have concerns about the quality of

care. As you know, according to recent reports by the Institute of
Medicine, there are serious problems with the quality of patient
safety in our nation’s healthcare system, which is counterintuitive.
Most Americans think it is pretty good, but they are developing
alarming reports.

One study showed that patients received recommended care only
50 percent of the time. I am wondering what quality incentive, pea-
nut policies, you might have in mind through Medicare A and B.

Dr. MCCLELLAN. As you know, Senator, through your leadership,
for the first time in this legislation, we have quality-related pay-
ment incentives built in; that hospitals are only going to get the
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full update if they start providing useful and proven information
that can help patients decide where to get good care, and they can
provide a strong incentive to improve quality of care. I think there
is an awful lot more that we can do, and there is a lot of dem-
onstration authority in this bill.

I talked with Senator Jeffords a few minutes ago about some of
the quality-related demonstration programs that he is interested
in, to figure out what additional payment incentives can really
work, and provide the right incentives to improve quality, to give
seniors better care, and to do it at a lower cost. I intend to work
closely with you on that as well.

This is an area where I have done a lot of research in my pre-
vious professional life, and where I know there is a strong interest
on both sides of the aisle in finding ways to get more for the money
in Medicare. So you can bet we are going to be moving forward
with more demonstration programs, and I will be talking with you
about more ideas, even where legislation might be helpful in pro-
viding better incentives for improving quality. It is a very impor-
tant issue.

Senator BAUCUS. We have talked about a lot of programs under
your jurisdiction, lots of aspects, all of it very important, a little
more—some might say arcane—than some others. But if you could
just sit back a little bit in a broader picture, what do we do about
the rate of increase in healthcare cost in this country?

Dr. MCCLELLAN. It is a huge issue.
Senator BAUCUS. And I do not know that we are really address-

ing the problems. We are addressing some of the symptoms, but we
are not addressing some of the causes. It gets to competitiveness.
I mentioned earlier how much more expensive it is to manufacture
a car in the United States than it is to Canada just because of
healthcare costs in this country. That is just one example. There
are lots of examples. So many people are concerned about losing
their healthcare coverage. Why? Because so many companies, faced
with very severe competition, are trying to cut costs because they
think that is a good place to cut. It is frightening people that they
could lose their coverage, again, because the costs are going up so
much, in this country.

As you know, our healthcare costs per capita in this country are
twice that of the next highest country. We pay twice as much on
health care in America than does the next highest country, which
I think might be Canada. It might be Germany; I am not sure
which. And I do not know that we are twice as healthy as people
in those countries.

What do we do about healthcare costs? What are some of the
clues, to maybe start getting at it, in a real sense, not just in a
tossing off the cuffs? How do we start?

Dr. MCCLELLAN. Well, there are I think two fundamental issues
that we have to deal with in health policy, and the Medicare pro-
gram, and other CMS programs more generally. One is to make
sure that we keep encouraging the improvements in care that we
have seen in recent years. There are many more diseases that are
treatable today, that people can get cured from today, and can be
prevented in the first place, than ever before. There is more re-
search and development going on that ever before to help us do
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even better. That is something I saw a lot of at FDA. The problem
is, it is getting awfully expensive to bring those health benefits to
the American public.

At FDA we took a lot of steps to bring down those costs to try
to make the development process less expensive and less costly.
But still today, you are absolutely right, that too many Americans
are struggling to afford their health care, and too many Americans
do not have good healthcare options available.

The administration has supported a lot of ideas in this area, ev-
erything from healthcare purchasing coalitions to proven disease
management programs, to our efforts at FDA and throughout the
administration to make generic drugs more available. I think there
is much more that we can do to bring down cost. Medicare legisla-
tion will be a big help in that regard, by helping seniors get lower
prices for their drugs, and by helping them get access to much
more affordable and a much broader range of health plans. But I
think we need to make some more fundamental steps as well, to
get better information available on what works and what does not.

Senator BAUCUS. It is a big subject.
Dr. MCCLELLAN. It is. It is a huge subject, but it is one where

we really need to be focusing our efforts.
Senator BAUCUS. Some people think part of the reason our

healthcare costs are higher in this country compared to others is
because our prescription drug costs are so much higher. To what
degree is that part of the problem?

Dr. MCCLELLAN. Well, prescription drug costs have been one of
the most rapidly growing components of healthcare cost increases,
but overall it is still relatively small. It is about 10 percent of all
healthcare costs. And you look at what accounted for the increases
in Medicare spending, hospital spending increases were a bigger
component in this past year. We should not just look at prescrip-
tion drug cost; we need to look at the overall spectrum of costs to
get them down.

Senator BAUCUS. Oh, I am not asking you to look at this. I am
just asking you what are some of the components.

Dr. MCCLELLAN. For prescription drug cost increases?
Senator BAUCUS. What are some of the components of the higher

cost structure in the United States compared with other countries?
Dr. MCCLELLAN. Well, we pay more for our doctors. We pay more

for our hospitals. I think in many ways we get more out of that.
We have some very well-trained health professionals delivering
services under difficult circumstances and doing a very good job of
it. I think in many respects, the quality of care, the kinds of treat-
ments available, are better in this country than in any other parts
of the world. The problem is that more people are having trouble
affording coverage, and more people are having trouble getting
health insurance. Many people cannot get into what should be a
very high-quality system. So I do think we need to take more steps
in exactly this area to make health care more affordable, to bring
down prices for drugs and other medical services for Americans.

Senator BAUCUS. Dr. McClellan, I wish you good luck.
Dr. MCCLELLAN. Thank you. I am going to need it. I am going

to look forward to working with you on getting some help to get
it done.
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Senator BAUCUS. Yes. We have a lot of work ahead of us.
Dr. MCCLELLAN. Thank you.
Senator BAUCUS. Thank you.
The CHAIRMAN. Mr. Roseboro and Mr. Warshawsky, do not

worry. The fact you were not asked any questions has nothing to
do with whether or not you will get through the United States Sen-
ate.

Senator BAUCUS. I asked one.
The CHAIRMAN. Oh, you did?
Senator BAUCUS. Are you belittling the question I asked?
The CHAIRMAN. No, not at all. I really thought that only one per-

son was asked a question.
In culmination of this meeting, I would only have this admoni-

tion. Assuming that you will get out of committee shortly, and we
plan to do that shortly, when you are moved to the floor of the Sen-
ate, try to get your questions that were asked for writing, to get
those right away. I hate to tell people that they ought to vote on
a nominee if their questions have not been asked, unless I would
suspect that there is a political motivation behind a series of ques-
tions coming at the last minute just simply to stall. But that does
not happen hardly at all, so I would hope that you would respond
accordingly.

With that, Senator Baucus and I thank you for your attendance,
and we adjourn the meeting.

[Whereupon, at 4:20 p.m., the hearing was concluded.]
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[SUBMITTED BY CHAIRMAN GRASSLEY]
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