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IMPLEMENTING THE MEDICARE PRESCRIP-
TION DRUG BENEFIT AND MEDICARE AD-
VANTAGE PROGRAM: PERSPECTIVES ON
THE PROPOSED RULES

TUESDAY, SEPTEMBER 14, 2004

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

The hearing was convened, pursuant to notice, at 10:05 a.m., in
room S-215, Dirksen Senate Office building, Hon. Charles E.
Grassley (chairman of the committee) presiding.

Also present: Senators Nickles, Thomas, Santorum, Frist, Smith,
Baucus, Breaux, Graham, Bingaman, and Lincoln.

OPENING STATEMENT OF HON. CHARLES E. GRASSLEY,
CHAIRMAN, COMMITTEE ON FINANCE

The CHAIRMAN. Good morning, everybody. We are back in busi-
ness, I can tell, from the long lines out in the hall of people waiting
to come to hearings.

And, of course, this hearing is a very important one as well be-
cause we are looking at the proposed rules that were issued last
month by Centers for Medicare and Medicaid Services to imple-
ment the prescription drug benefit and the Medicare Advantage
program established by the Medicare Modernization Act.

Last year, members from both sides of the aisle devoted count-
less hours to make the prescription drug benefit, an improved pro-
gram, reality, rather than the wishful thinking and political prom-
ises that it was for several years. And we did this for 40 million
Americans, seniors, and those who have disabilities, and all of
these people depending upon Medicare.

After years of promising to get it done, last year we finally did
get it done and everybody here present played a very important
role in accomplishing that, and doing it in a bipartisan way.

For the first time, Medicare will offer voluntary prescription drug
benefits to all seniors in the year 2006. Beneficiaries also will have
more coverage choices. If beneficiaries like the coverage that they
have, they can keep it.

A number of beneficiaries told me that they are completely satis-
fied with their Medicare that they have already had, or know that
they are going to get. They are telling me that they want to stay
in fee-for-service Medicare, and that is just exactly some of the
choices that we want people to be able to make.
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In fact, Congress, in the Modernization Act, took steps to make
sure that beneficiaries across the Nation have good access to physi-
cian services in fee-for-service. We had been hearing, over the past
few years, that beneficiaries were finding it harder and harder to
find a doctor who would see Medicare people.

We canceled, for instance, a 4.5 percent physician payment cut
that would have taken effect next year. Both Republicans and
Democrats worked to prevent the payment cut, because if bene-
ficiaries cannot find a doctor, then Medicare benefits would be
meaningless.

So we are here today because the Centers for Medicare and Med-
icaid Services have issued the proposed rules for implementing the
new drug benefit and the expanded Medicare coverage options.
These proposed rules bring the Nation’s Medicare beneficiaries an
important step closer to having a much-needed affordable prescrip-
tion drug benefit and a new coverage choice.

Plain and simple, Medicare has crossed, then, a milestone, really
the first important one since it was adopted 38 years ago. Under
the proposed rule, about one-third of all Medicare beneficiaries will
be eligible for low-income assistance, meaning that they will have
drug benefits with no gap in coverage, and limited or no premium
deductibles or cost sharing. For these beneficiaries, the drug ben-
efit will cover as much as 85 to 98 percent of their drug costs.

Now, one area that we will hear about today is the retiree drug
subsidy. Employers provide coverage on a voluntary basis, and it
is sorely evident that they are finding it harder and harder to con-
tinue.

From 1991, long before our bill’s enactment, the number of large
employers offering health coverage to their retirees dropped 25 per-
cent, from about 80 percent to 61 percent of the companies in 2003.

Our new legislation sought to stem this alarming trend by pro-
viding $89 billion in direct subsidy and tax benefits to protect re-
tiree health coverage. This funding makes it more likely, not less
likely, that the employer will continue retiree benefits.

At the same time, I want to ensure that the direct subsidy and
tax benefits provided are monitored closely. We must ensure that
we maintain the utmost level of integrity in the implementation of
this program.

Both the Department of Justice and the Department of Health
and Human Services Office of Inspector General have expressed
strong concern with regard to this provision. Therefore, ensuring
that only those employers who actually continue retiree health cov-
erage receive the subsidy will be critical.

Another issue that I am sure we will hear about today is the re-
gion size of the Medicare Advantage regional preferred provider or-
ganizations. PPOs are among the most popular coverage options for
other Americans.

About half of the Americans with private insurance are enrolled
in PPOs. But private plan options are not widely available to Medi-
care beneficiaries. Where private plans are available, they are very
popular.

Iowa beneficiaries who have joined a plan have told me that they
like their plans. The Medicare Advantage regional plans will give
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beneficiaries more coverage choices by requiring plans to serve both
urban and rural areas, the entire region.

Beneficiaries deserve choices between regular Medicare and
other options that can offer them better coordinated care and addi-
tional benefits, such as 24-hour consulting nurse services. These
services can be very valuable, particularly for beneficiaries with
chronic conditions.

Congress also included numerous beneficiaries protections in the
new drug benefit. Rules and requirements about prescription drug
formularies are among the most important protections because
beneficiaries must be assured that they can get the coverage for
the drugs that their doctors prescribe.

The U.S. Pharmacopoeia has developed draft model guidelines
for drug classes and categories to provide a framework for plan
drug formularies, and CMS has additional oversight authority to
make sure the plans do not use particular formulary designs to
game the system by discouraging sicker people from enrolling.

Again, I know that issues relating to formulary design have en-
gendered very serious debate in the last couple of months, and I
am looking forward to hearing our witnesses’ perspective on the
Pharmacopoeia draft guidelines and the proposed rules.

And by the way, we have Dr. McClellan at the table. I want to
recognize you and your staff for your dedication and effort. CMS
faced an enormous task in developing these rules. You just really
took the helm of CMS just a few months ago, but under your lead-
ership, CMS has tackled this enormous task with gusto.

And I compliment you for that, because you deserve credit for
getting these rules out just 8 months after the President signed the
bill, an incredible accomplishment.

Now, today I am looking forward to an informative and insightful
hearing. Of course, it is the political season and some may not be
able to pass up the opportunity to take some political pot-shots. It
is always much easier to tear something down than to build some-
thing up.

In the June drug card hearing, I quoted Bob Ball, former Com-
missioner of Social Security, who was involved in getting Medicare
up and running 38 years ago. He said, “To a remarkable degree,
opponents, as well as supporters of Medicare, tried hard to be help-
ful.” Those words that were so relevant 40 years ago are equally
relevant today.

I look forward to the hearing, and now I call on Senator Baucus.

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

Senator BAucus. Thank you very much, Mr. Chairman. This is
a very important hearing. We are trying to determine how well
CMS is doing its job in issuing regulations implementing the very
important law. I suspect there will be many other hearings in addi-
tion to this one, but this is important.

Before I begin, however, I would like, Mr. Chairman, to say that
Senator Rockefeller very much wishes he could be here. He, how-
ever, is very involved in the Porter Goss Intelligence Committee
confirmation hearing.
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He has a lot of questions, as you might guess. He hopes that the
witnesses would answer all of those questions in a very timely
manner.

[The questions appear in the appendix.]

Senator BAucUS. As we know—I think it is important to remind
us, though—that when Congress passes a law, it is up to the execu-
tive branch to write regulations and implement it, with the caveat
that it is according to Congressional intent.

Today we will hear about implementation of the 2003 Medicare
law and we will get a progress report on the 2,000 pages of pro-
posed regulations for the new law. Somebody showed me the book,
Mr. Chairman. I think Title 1 is like this, and Title 2 is a little
smaller. But it is a huge volume, lots of pages, and I expect there
will be more. It is a lot of work. I applaud Dr. McClellan and CMS
for your hard work in producing this.

I must say, though, I think there are a lot of holes here. There
are a lot of gaps. I am disappointed with the lack of guidance, for
exmaple, in a lot of the regulations. I think guidance is very impor-
tant for providers, for beneficiaries, for employers, for all involved,
and especially taxpayers. But there is not, in my judgment, ade-
quate guidance in a lot of areas.

For example, what will CMS do to prevent large corporations
from getting an unjustified windfall by reducing retiree drug bene-
fits? The Chairman mentioned it. I think most of us on the com-
mittee are very concerned about that, certainly those of us who
worked so hard to write this legislation and were involved in con-
ference. It is a big issue. It is not an easy one to solve. There is
a lot of tension between employers, on the one hand, and bene-
ficiaries on the other.

But there needs to be much more guidance to be fair to everyone
involved and not allow this windfall. As I said, I strongly support
incentives to prevent employers from dropping retiree coverage. I
think that is very important.

I think the employer subsidy was essential to getting the bill
passed, as you well know. But while employers should be encour-
aged to continue to do the right thing, they should not be rewarded
for cutting retiree drug benefits.

Even if you, Dr. McClellan, and CMS find an acceptable standard
for defining actuarial equivalence—I am not sure that it is there
yet—my question is, how will CMS ensure that employers meet
that standard?

There is another area where I would like to have seen more de-
tails and more guidance, and that is the criteria for turning down
a plan’s application to participate as a prescription drug plan or a
Medicare Advantage plan. I say that because, in implementing the
drug discount card, CMS appears to have accepted all comers.

In my State of Montana, for example, there are 41 different drug
cards, in other States, many more. I just think there are too many
choices. People are very confused. I think that is one reason why
the discount card has not enjoyed the success that we may have
hoped that it would.

I hope that CMS will exercise more discretion in reviewing appli-
cations for drug plans. There have to be tighter standards. I would
like to know more about what factors might influence a decision to
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turn down a plan. The proposed rule does not provide much guid-
ance in that area.

Finally, one of the biggest questions left unanswered is this.
What will the regions be for Medicare preferred provider organiza-
tions and prescription drug plans? How big will they be? The big
debate, as you well know, in the conference on this question, essen-
tially Congress punted the problem to CMS.

But, still, Congress cannot write every detail, every jot and tittle.
Sometimes you have got to implement some of this to an agency,
and you are the agency that we gave the instructions to.

But, nevertheless, there is no guidance here. There is no real in-
dication of what CMS will do and how it is going to implement that
decision as to the size of the regions. I know the health plans have
urged you to adopt the State-based regions. It is in their interests.

But last fall, I would remind you, the administration argued that
the best way to ensure that PPOs can serve rural areas, particu-
larly in States like mine and that of the Chairman, would be to cre-
ate large regions encompassing several States and to require these
plans to cover the entire region. The proposed regulations do not
indicate how you are going to deal with that.

Given all the extra money, and I might say, some might argue
wasteful amounts of money that Medicare will pay PPOs to come
to rural America, I, for one, would be more than a little bit dis-
appointed if they do not.

These, and many other areas, are very important as you pre-
pared to enroll millions of seniors in Medicare drug benefits start-
ing in 2006. To that end, I should say that I hope that millions will
enroll. I hope that the recent disappointing experience with the
Medicare drug discount card does not portend seniors’ response to
the new drug benefit in 2006.

I have mentioned this, and I will say it again. Montana’s seniors
have reacted very coolly to the drug card. They are unimpressed
with the level of discounts. They are confused by the number of
choices. The vast majority of Montanan seniors have chosen not to
enroll in the drug card.

I hope that the drug card experience does not sour participation
in the actual Medicare drug benefit, and I hope that CMS has
learned a lot from the problems that have resulted in implementing
the drug discount card so that the drug benefit enjoys much better
success.

I voted for the new Medicare law. Although it is not perfect, I
think it holds the promise of providing a long overdue prescription
drug benefit to millions of elderly and disabled Americans, with
comprehensive coverage for those of modest means.

But if the law is not implemented fairly, I will not continue to
support it. A lot rides on how CMS carries out the law. I appreciate
the work that CMS has done to write the regulations and imple-
ment the new law, but if we want beneficiaries to participate in
this benefit we must convince them that the benefit will actually
help them. So far, I think most seniors remain unconvinced.

Before I close, though, I would like to comment on another, re-
lated topic. Mr. Chairman, as you know, it is very important that
this committee remain vigilant in its oversight of the new Medicare
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law’s implementation—I commend you for holding this hearing—
and to make sure that CMS follows the law.

But in a few days, GAO will issue a report that I requested last
year about the PPO demonstration that CMS established in 2001
and 2002. In many respects, that demonstration was the precursor
to some of the private plan provisions that were ultimately enacted
in the new Medicare law.

I understand that GAO will find that CMS exceeded its legisla-
tive authority to encourage PPOs to participate in that demonstra-
tion. This is very troubling. Dr. McClellan, I know that CMS did
not implement this PPO demonstration under your watch, but this
committee must ensure that the agency follows the law in imple-
menting this new and important legislation.

I look forward to discussing that report when it is made public.

Thank you, Mr. Chairman. I look forward to our witnesses’ testi-
mony.

The CHAIRMAN. Yes. Thank you very much.

Since Dr. McClellan needs no introduction—I have already com-
plimented you for the work that you have done on these regula-
tions—we would hear your testimony and then go to questions.

STATEMENT OF HON. MARK B. McCLELLAN, M.D., Ph.D., AD-
MINISTRATOR, CENTERS FOR MEDICARE AND MEDICAID
SERVICES, WASHINGTON, DC

Dr. McCLELLAN. Thank you, Mr. Chairman, Senator Baucus, and
distinguished members of this great committee. Thanks for inviting
me here today to discuss the most important enhancements of
Medicare since it was created in 1965.

I especially want to thank all of the committee members and
your staffs for your hard work on the Medicare Prescription Drug
Improvement and Modernization Act of 2003, and your support for
CMS as we work to implement this important new law as effec-
tively as possible.

Thanks to your efforts, we are providing overdue benefits for the
Nation’s seniors and people with disabilities, including, for the first
time in Medicare, coverage for outpatient prescription drugs.

The MMA provides many other modernizations, ranging from
better preventive benefits, to new quality improvement programs,
and greater access to disease management services so the bene-
ficiaries can lower their out-of-pocket costs and enjoy better health
at the same time.

Altogether, there are hundreds of distinct provisions. Of those
with effective dates prior to August 31 of this year, CMS has com-
pleted 91 percent, with the remaining few in progress.

Accomplishing so much in such a short time reflects the hard
work of the dedicated CMS staff, and many evenings and week-
ends. It also reflects new steps that we are taking to make sure
our agency has the structure, the tools, and the personnel needed
to meet our expanded mission.

We know we have got a lot more to do, both to implement the
benefits effectively, and to make sure our beneficiaries get the facts
and the help they need to get the most out of these new benefits.

Our analysis of the impact of these new benefits shows just how
important it is. For a typical Medicare beneficiary, the new vol-
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untary Medicare drug benefit will cover 53 percent of drug costs.
For someone without coverage today, that means total spending on
drugs will fall by nearly $1,300.

The savings for the standard drug benefit come from two main
sources. First, beneficiaries who enroll in a Medicare drug plan will
get the best possible negotiated price discounts on the drugs they
purchase.

With clear information about drug prices and benefits, bene-
ficiaries will be able to choose the plan that gives them the best
coverage for the drugs they need rather than a take-it-or-leave-it
formulary that may not meet their needs.

This transparency and choice is expected to reduce drug pay-
ments by an average of 15 percent initially, rising to 23 percent
within 5 years. That is even accounting for the fact that lower
prices, plus coverage, means that many beneficiaries will have ac-
cess to drugs that they could not afford before, and will use more
as a result.

Our approach is expected to provide the best discounts on drugs,
discounts as good or better than could be achieved through direct
government negotiation. We expect prices that will be substantially
lower than Medicare’s prior experience with price regulation for the
drugs that it currently covers under Medicare Part B.

In fact, competition has lowered drug prices already in the Medi-
care prescription drug discount card program where numerous
independent studies have found real savings available right now,
with discounts of over 20 percent on brand-name drugs, according
to the Kaiser Foundation, and prices that are lower than Medi-Cal
prices, the Medicaid prices in California, according to Consumers
Union.

These price reductions are on very broad formularies of drugs
that beneficiaries commonly use, including many drugs not in-
cluded in the formularies of government-run drug plans. We expect
to build on these savings for the drug benefit.

The second way that the drug benefit will offer savings to Medi-
care beneficiaries is through the new Medicare subsidy of 75 per-
cent of costs of the coverage. We expect that, in 2006, Medicare will
pay about $105 per month for each enrolled beneficiary, and the
beneficiaries will pay a monthly premium of around $35 for stand-
ard drug coverage.

With this coverage in 2006, beneficiaries enrolling in the stand-
ard benefit will pay an annual deductible of $250, plus 25 percent
of their drug costs, up to an initial coverage limit of over $2,000,
between $2,000 and $250, to be exact.

After that, once the beneficiary reaches $3,600 in out-of-pocket
spending, the Federal Government, through Medicare, will pay,
and the plans will pay, about 95 percent of the beneficiary’s further
drug costs, and this coverage will never run out.

Medicare’s oversight of formulary classes and drug coverage and
payment tiers, utilization management, and other key features of
the drug benefit will assure that all beneficiaries have access to the
medicines that they need at an affordable price.

The subsidy Medicare provides for standard drug coverage can be
combined with other sources of assistance to provide even more
generous coverage. The State prescription assistance programs,
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charitable organizations, and other individuals can contribute to
beneficiary out-of-pocket costs and have those contributions count
as true out-of-pocket expenditures that trigger the catastrophic cov-
erage. Employers and unions, as Senator Baucus mentioned, will
obtain a subsidy for payments they make towards covering retirees.

The new drug benefit will lead to significantly greater support
for retiree coverage. We intend to maximize the improvements in
coverage for retirees by providing multiple ways for employers to
offer high-quality coverage at a lower cost. Employers can receive
a retiree drug subsidy for their own comprehensive coverage.

They can wrap around Part D drug coverage like they do for
other Medicare benefits to provide comprehensive coverage, and
they can offer coverage through a Medicare Advantage plan for
their retirees. In all of these approaches, there will not be any em-
ployer windfalls. All Medicare payments must go to the retiree cov-
erage.

One of the major points I want to emphasize is the comprehen-
sive prescription drug assistance available from Medicare to many
beneficiaries with limited means, beneficiaries who, until this law,
have struggled for too long between paying for drugs and paying
for other basic necessities like food and rent. Altogether, about a
third of our beneficiaries are eligible to get coverage that will take
care of 95 percent or more of their drug costs, on average.

In addition, because of the high value of this new drug benefit
and our unprecedented outreach efforts, in collaboration with the
Social Security Administration to get people enrolled, we expect to
attract more than a million beneficiaries with limited means who
are eligible for, but have not previously enrolled in, Medicaid, to
get more help, such as payment of their Medicare premiums in full.

The Medicare Modernization Act requires us to use an asset test
to target this comprehensive help to where it is most needed. I
want to be clear that this straightforward asset test does not count
items such as the family home or household goods, or personal ef-
fects such as a wedding ring, a vehicle, a burial plot, and many
other types of resources.

The straightforward asset test will count only liquid assets like
stocks and bonds and savings accounts, plus real estate holdings
other than the primary residence. We have also provided a method
for verifying income and resources that would eliminate the need
for extensive paper documentation.

While many of these Medicare improvements will not take effect
until January 1, 2006, beneficiaries will have new opportunities to
lower their medical costs in 2005. Medicare will provide the most
comprehensive set of preventive benefits ever, including screening
tests for heart disease and diabetes for the first time.

We will also start to provide chronic care improvement services
at a lower cost and improved quality for beneficiaries with chronic
illnesses, and the drug card will continue to provide savings on
drugs.

And we expect more beneficiaries to have access to better preven-
tion benefits, disease management services, and even drug benefits
through Medicare Advantage plan expansions in 2005.
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Greater access to better benefits and lower costs in Medicare Ad-
vantage is a direct result of the Medicare Modernization Act and
provisions that had strong bipartisan support.

For a typical beneficiary, this option means a lot of savings. On
average, beneficiaries in Medicare Advantage spend nearly $700
less than beneficiaries enrolled in fee-for-service Medicare out of
their own pockets. Beneficiaries in poor health who are enrolled in
a Medicare Advantage plan experience out-of-pocket savings of over
$1,600, compared to fee-for-service beneficiaries who have poor
health and Medigap coverage. That is a savings of nearly $140 a
month.

Much lower out-of-pocket costs are not the only benefit of being
enrolled in Medicare Advantage. Coordination of care, special dis-
ease management programs for people with chronic illnesses, en-
hanced benefit packages including drugs, eyeglasses, and other
services not covered by Medicare are available to more and will be
used by more beneficiaries in 2005 as a result of Medicare Advan-
tage.

In 2006, we expect to make more affordable comprehensive care
options available to all Medicare beneficiaries through regional
PPO plans. This is the most popular type of health plan in the
country and our beneficiaries will finally be able to get it wherever
they live.

We are closer than ever to providing better benefits, including
drug coverage, in an up-to-date Medicare program. Right now, we
are seeking input to make sure we provide these benefits as effec-
tively as possible, so we are taking steps like augmenting our nor-
mal public comment process with a series of public meetings for
discussion of many critical topics.

By working together and hearing from all perspectives, we intend
to do all we can to bring the best possible Medicare improvements
forward at the lowest possible cost.

I thank the committee for its time and I would welcome any
questions that you all may have.

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

Senator FRIST. Dr. McClellan, thank you very much. I apologize
for being a little bit late. I had just opened the U.S. Senate. But
I appreciate your comments.

This hearing is an important hearing and one that is going to be
instructive for all of us to get a current feel for where we are today,
and hopefully make recommendations, and through our ques-
tioning, express issues that are of concern to us and concern to our
constituencies.

A lot of the health care issues will inevitably be involved in the
political arena that is out there. I think one of our goals needs to
be to really stay on these very important issues and implementing
a program and a plan that is very important to the 45 million peo-
ple who are benefitting, and will benefit increasingly, and also
those future generations.

A couple of issues I want to address right up front. They are both
issues that likely will come up again in other questions. One has
to do with the increase in the Part B premiums, and the other is
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with the USA Today article that I would like to at least begin to
get your comments on as well.

First of all, the Part B premiums, as we all know, is a formula
that was passed in 1997 in terms of the formula itself. There have
been accusations that the President is responsible for this formula.
It is clear among us, because I believe everybody on this com-
mittee, except for Senator Lincoln because she was not here at the
time, voted for that 1997 bill that had the formula in it.

Essentially, as I understand it, and I am going to ask you to com-
ment further on it, CMS calculates the cost of Medicare’s Part B
program for the following year. The formula itself that CMS uses
to determine the premium that seniors must pay for these Part B
benefits, including physician services, is driven by the formula.

The government pays for 75 percent of those costs and passes on
25 percent of the costs to the seniors in the form of premiums. If
the costs go up in this Part B program, that is, principally in physi-
cian services, premiums go up automatically.

My first question. I first will make the statement that we all
voted for it in 1997, and it is a formula that is there. The first
question is, is the description I gave essentially accurate, and
would you like to add anything to that?

Dr. McCLELLAN. That description is exactly right, Dr. Frist. The
only thing I would like to add, is that the premium also makes sure
that we have a reserve in the Part B trust fund to make sure that
we have got adequate funds available to pay, and a little bit of the
funding goes into that as well.

But the main purpose of our statutory structure for Part B is to
make sure that beneficiaries get strong support from the Federal
Government, 75 percent support, for the costs of receiving their
benefits, and they are getting more benefits than ever in 2005.

Senator FRIST. And we are talking about physician services.
Drug benefits are in a separate category. I say this because people
are kind of throwing everything in together. So the second part of
that question is, the new Medicare prescription drug program will
be offered under Part C and Part D. Is that not true, the new drug
part?

Dr. McCLELLAN. The new drug benefit is a completely voluntary,
separate benefit. You can sign up for it or not, if you want, in 2006.
The Part B premium, in Part B, is not connected to that at all. The
costs and the benefits provided in Part B, as you said, are for phy-
sician services, hospital outpatient services, other critical services,
but not prescription drugs.

Senator FRIST. So is it correct to say that the new drug benefit
did not affect these proposed Part B premium increases for 2005?

Dr. McCLELLAN. That is correct.

Senator FRIST. The third issue is physicians, since we are talking
about physician services and payments. All of us have experiences
with the fact that physicians, if they are not adequately com-
pensated, are just not going to be able to participate in the Medi-
care program.

Before we passed the Medicare Modernization Act, doctors faced
a 4.5 percent cut in Medicare payments, both in 2004 and 2005.
The bill that we passed did reverse those cuts and it gave doctors
a 1.5 percent increase for 2004 and 2005.
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First of all, is that correct in terms of what we did for physicians
in this bill?

Dr. McCLELLAN. That is correct. As you may recall, at the time
there were a lot of concerns from physicians around the country
and their patients about continued access to physician services.

I think that is why there was such strong bipartisan support for
increasing the payments to physicians rather than letting a 4.5
percent payment reduction in 2004, and then another 4.5 percent
payment reduction in 2005, go into effect.

Senator FRIST. And so we are talking about physician services.
We are talking about the bipartisan support for keeping physicians
adequately compensated so that they are able to deliver care to 45
million individuals with disabilities and seniors.

What I wanted to do, is make sure that people understand the
bipartisan support for those physician services. In fact, I would like
to place into the record two letters. The first, dated September 30,
2003, was signed by 18 of my Senate colleagues—and I should add,
including Senator Kerry—that asks that the final Medicare bill in-
clude “a meaningful increase” in funding for private Medicare
health plans in 2004 and 2005.

And the second letter is dated May 25, 2004, signed by 73 of our
Senate colleagues, including Senator Kerry, and it states support
for the provisions of the Medicare Modernization Act preventing
cuts in physician reimbursement.

[The letters appear in the appendix.]

Senator FRIST. I know we will probably end up coming back to
the premium increases, but I wanted to at least get the lay of the
land set up.

The second question, and I will be very brief, is from an article
that was brought up on the floor of the U.S. Senate a few minutes
ago, and therefore I know it is inevitable that it will come up
today.

An article in USA Today this morning claims that a “typical 65-
year-old can expect to spend 37 percent of his or her Social Secu-
rity income on Medicare premiums, co-payments, and out-of-pocket
expenses in 2006. That share is projected to grow to almost 40 per-
cent in 2011, and nearly 50 percent by 2021.”

I am not sure if you have even seen the article, but since it came
up on the Senate floor, I would like for you to at least to comment.
Is that accurate? How do you respond to the report?

Dr. McCLELLAN. Well, I have seen it. In fact, we gave Congress-
man Stark the information several months ago that was the basis
for this chart. I have also had a chance to discuss this with our
independent CMS actuaries.

What they note is that, while the Trustees’ report, which is what
this is based on, explains that the introduction of the prescription
drug benefit increases beneficiaries’ costs for covered services, it
also reduces their costs for previously uncovered services by sub-
stantially more.

That is why I think you saw Rick Foster, our chief actuary,
quoted in that USA Today story, saying that this was presenting
a misleading picture. It is misleading to say that beneficiaries are
worse off. That is not the case.
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In fact, today, the biggest problem with Medicare for our bene-
ficiaries, is there are so many services that it does not cover. Bene-
ficiaries pay, on average, over $240 a month out of their own pock-
ets for services that Medicare does not cover, things like preventive
benefits, disease management benefits, and, of course, prescription
drugs.

What the new benefit is doing is making those important uncov-
ered services into covered services, so that beneficiaries may have
co-pays, but they are going to be a lot better off than paying com-
pletely on their own for these services.

The new drug benefit is going to cover half the cost for a typical
senior, and for low-income seniors, the ones who depend on their
Social Security benefit check only, it is going to cover 95 percent
of the costs. They are not going to face these kinds of out-of-pocket
payments for uncovered services any more.

So if you add it all up, well over a quarter of the Social Security
checks today have to go to services that Medicare does not cover.
We are taking those and turning them into covered services. We
are giving beneficiaries a lot of help with them, and that is why
their out-of-pocket costs overall are going down.

Senator FRIST. Good. Thank you.

Senator Baucus?

Senator BAucus. Thank you, Senator Frist.

Dr. McClellan, I just, kind of in passing, wanted to again men-
tion the problem we are having with the regulations with respect
to employers keeping plans, and also the amount of subsidy given
to employers, and so forth. I am not going to spend a lot of time
on it, because I think others are going to raise it.

But the point is, under the law we said that the benefits employ-
ers provide have to be at least as generous as the Part D standard
benefit. Now, the regulations do not really address that. That is,
there is no definition of an actuarialy equivalent to a Part D ben-
efit.

Rather, there are three options. The three options, it seems to
me, are not quite relevant to the charge in the Congress to come
up with a definition to make sure that the employers’ benefit does
meet, at least, the standard Part D benefit.

I am not going to spend time with you on this, but I would note
that, and I think others have noted it. It is a big hole. It is a big
gap. I have forgotten the dates here, but it is my understanding—
and you can correct me—that a lot of these proposed regulations
will become, I guess, final later on.

Many of the holes, the gaps that are not here, will supposedly
be filled in later and then made final. That is, they are not going
to be proposed regulations, they are going to be final regulations,
which is a little bit concerning because a lot of the gaps and a lot
of the holes covered very important issues.

The devil is in the details here. Some of us are concerned that
there is a lot that is left undone that is going to be filled in without
adequate public comment and participation, and so forth. I just
warn you to be fair.

Someone said, who was very wise, do whatever it is, do it now,
and do it right the first time. I would encourage you to do it right
the first time.
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The question I want to ask, though, is about another big gap, an-
other big hole, as I mentioned in my statement, and that is the fail-
ure of the regulations to give much guidance on the size of the re-
gions. The administration has said many times that there have to
be large regions—maybe even a few, but large—so that PPOs could
cover the rural parts of the country. As you know better than I, a
lot of the plans say, oh, no, we want 50 different regions, State by
State, or something like that.

Congress punted to you. You have now punted. So, could you give
us some guidance as to how in the world you are going to decide
the size of regions?

Dr. McCLELLAN. Definitely, Senator. We are not going to punt on
this decision. We are going to make all of the tough decisions need-
ed to implement these regulations as effectively as possible.

What we have tried to do, is make sure we are getting public
input into that process. We had a number of options that we pre-
sented on the possible alternative definitions of regions, ranging
from a very small number of large multi-State regions, up to the
full 50 State approach, that were discussed at a major conference
in Chicago in the summer.

We have now gotten a lot of comments on those different pro-
posals, on the discussion that we had. We are going to put those
public comments out in summary form to make sure we are not
missing something. The comments that we have received are pretty
much as you outlined.

There are a lot of State-based health insurance plans that would
like to continue business just as they are now. They are used to
contracting just within the State. They have got good networks set
up in the States. They are providing very good services in par-
ticular States, so would find it easiest to continue in that way.

On the other hand, we have heard from a number of large PPO
plans, plans that provide PPOs to people all over this country
today, including in more rural States, saying that they are sup-
portive of multi-State regions. So it is not the case that we are
hearing only in support for single State regions. I have heard from
at least three, that support the multiple State approach.

Senator BAucuUs. You have got the point, namely, we want to
make sure that plans are able to participate.

Dr. McCLELLAN. That is right. And I think by getting this public
comment

Senator BAUCUS. And seniors will be able to enjoy the benefit of
the plans. Now, frankly, I thought that we paid too much money
to encourage PPOs to go these various places, but that is water
under the bridge and this has already happened, or over the dam,
whatever the phrase is.

But the point is, I am very concerned, and those of us in rural
parts of the country are very concerned, that there is a lot of
money, yet we have lots of other incentives going to these plans.
MEDPAC, as you know, thinks it is way too much compared with
fee-for-service payments.

We want to make sure that the rural areas are not discriminated
against, that rural areas do not get the short end of the stick, with
all these dollars going to urban areas where the plans are, but not
to rural areas, partly because of a size definition, and so forth.
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Dr. McCLELLAN. Right.

Senator BAucus. Mr. Chairman, you have an awfully quick clock.

Senator FRIST. Well, since I am not chair of this committee and
I do not have the——

Senator BAucUS. No. The rule here has always been 5 minutes.

Senator FRIST. Take another minute.

Senator Baucus. I will stick with it. I will take advantage of
your new chairmanship.

Senator FRIST. I appreciate it. Thank you, sir. I am easy.

Senator BAucUS. The question is on dual eligibles. How are you
going to make sure that they are treated fairly when they move
into Medicare, the transition? We have a lot of questions here that
are unanswered, namely, are they going to get, clearly, the same
benefits? Then there are the QMBS and the SLMBS. Are they
going to automatically get the same benefits, and so forth? It is
very unclear.

Obviously, for people who participate in Medicaid today, seniors
who are eligible for Medicaid, they get good benefits. There is a
good appeals process. It is unclear whether these folks, the dual eli-
gibles, who are now all under Medicare only are going to have the
same appeal rights, the same benefits, and so forth.

Dr. McCLELLAN. Well, as we made clear in the proposed regula-
tions, all of the dual eligible Medicaid beneficiaries, people who are
getting Medicaid drug coverage now, are going to be automatically
enrolled in the new drug benefit, and they are going to have access
to comprehensive coverage.

Senator BAucuSs. How about the others?

Dr. McCLELLAN. Often it does not include limitations like on
number of prescriptions, and so forth.

Senator BAucus. How about for QMBS and SLMBS?

Dr. McCLELLAN. For QMBS and SLMBS, we are going to have
an extensive outreach process. We have done what is called “deem-
ing” them eligible already. We do want to make sure we get them
enrolled, and we are going to be working very closely with the
States and the Social Security Administration on this outreach ef-
fort.

For QMBS and SLMBS, we will be sending out letters in the
coming months to notify them about it. We will be engaging in ex-
tensive outreach with local groups to make sure that they hear
about the new benefits.

Senator Baucus. On the same subject, what about appeals
rights? I mean, there are solid rights under Medicaid. It does not
appear to be in these regulations.

Dr. McCLELLAN. The law requires that beneficiaries get access to
the prescription drugs they need, and we are going to make sure
that happens. There is a full set of appeals oversights and drug
benefit oversights that we are providing. It is not just the appeals,
but our oversight of drug classification, of actual drugs included in
the formularies, of tiering systems, of all of these different features
of a drug benefit.

And we have put out some public guidance on that, and we have
some discussions that are in the regulations. We are going to do
a lot more. I agree with you completely that it is not just a matter
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olf making decisions on finalizing the regulations, but being very
clear

Senator BAUCUS. But making sure that they are treated at least
as fairly as Medicaid in regard to that.

Dr. McCLELLAN. That is right. Being very clear about the protec-
tions in place.

Senator BAucus. Yes. Thank you.

Senator FRIST. Good. Thank you.

Senator Breaux?

Senator BREAUX. I thank you, Leader. I appreciate Dr.
McClellan’s testimony.

I have got three points. First of all, I think Senator Frist went
into this. The USA Today article says that the contribution of sen-
iors under Social Security is going to be $35. That is a huge in-
crease. But it does not tell the other half of the story.

The other half of the story, as I think you responded to, if some-
one is paying $200 a month for drugs now, they are going to pay
$35 for an insurance plan which is going to cover that.

Dr. McCLELLAN. That is right.

Senator BREAUX. I mean, so, yes, Social Security is going to be
paying more. I mean, they are going to be paying more out of So-
cial Security for the insurance, but the insurance is going to cover
substantially more than the premium does. Seventy-five percent of
that premium is going to be paid for by the Federal Government.

Dr. McCLELLAN. That is right.

Senator BREAUX. And they will only be paying about 25 percent.
That story is one-sided and does not clearly spell out what they are
getting for the increase that they are going to be paying.

Dr. McCLELLAN. That is right.

Senator BREAUX. They are paying $35 more, but they are going
to have their drug coverage paid for. The ratio is, the government
is going to pay 75 percent of the costs. So that, I think, cleared it
up and I am glad you brought that up.

The other thing is, I have heard so much about—and you have
addressed it in your statement—why in the world did Congress
prohibit the Federal Government from negotiating the drug prices?
That is unbelievable that you all did that.

Well, the fact is that almost every bill that has ever been intro-
duced on this has had that same prohibition, whether it be a Dem-
ocrat or a Republican introducing it.

In addition, our Federal Employees Health Benefit Plan that
every one of us here, and all of our employees have, does not have
the Federal Government negotiating our drug prices for our plans.
It is privately negotiated and it is a competitive market.

In your testimony, you talk about how you are carrying this out
in the regulations. So just tell the committee and everyone, why is
that in your statement correct when you say, well, you are going
to get a better deal if the government does not negotiate the price
and you leave it to private negotiators? I mean, that is the theory
behind it. That is what Congress did. You are implementing that
plan. Do you truly believe that, and if so, why?

Dr. McCLELLAN. We do, Senator. There are strong provisions in
the bill to not only give power to negotiate for beneficiaries to get
lower prices to negotiate on their behalf, but to help beneficiaries
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get the best deal, get the best prices, plus the drugs that they want
covered. The provisions include making sure that the prescription
drug plans can go out and negotiate on behalf of their beneficiaries.

As you said, this is exactly how it is done in the Federal employ-
ees’ plan. The reason that we think, and the Congressional Budget
Office thinks, this is the best way to negotiate lower prices, is be-
cause there are very strong incentives to get those prices down.

We are going to make this prescription drug market more trans-
parent than ever before. We started doing that with the drug card,
where if you use a drug card you can get prices, the actual prices
that you pay on your medicines at your neighborhood pharmacy so
that you can easily find the best deal, much more easily than in
the past when it was very hard for beneficiaries to find out just
what a drug cost on their health insurance, or just what it would
cost at their local pharmacy.

Senator BREAUX. Let me interrupt you on that. The State govern-
ments negotiate for drug prices under the Medicare program and
the Federal Government negotiates on behalf of VA patients. Why
is that not the approach that you would prefer?

Dr. McCLELLAN. Well, the State governments mostly, now, nego-
tiate prices by relying on private benefit managers, just as we are
doing in this benefit. What they typically do, is put all of their
Medicaid beneficiaries in just one plan with just one formulary. We
have got enough power with all of our beneficiaries, and also
enough diversity in our beneficiaries. They have quite different
drug needs, quite different preferences about how they like to get
their prescriptions and where they like to get their prescriptions,
that we want to make sure they have got a drug benefit that not
only negotiates lower drug prices just as those State plans do or
just as the VA does, but then also make sure that it is for the
drugs that they want.

So, we are not going to force them into a one-size-fits-all for-
mulary, like, the VA formulary may not cover Lipitor or Celebrex
or many other drugs that they use commonly. We are going to give
them good information so they know exactly what they are paying
for the drugs, and what is covered so they can get the best drug
benefit that meets their needs.

Senator BREAUX. So your economists in the department, and the
actuaries, and everyone else clearly tell you that the individual will
get a better deal through the negotiation process we have and that
you are writing the regulations for than if the government were to
do it?

Dr. McCLELLAN. That is right. In our analysis, in the inde-
pendent analysis done by the Congressional Budget Office, the con-
clusion is, the prices are going to be the same, similar or better,
than the prices that the government could negotiate and bene-
ficiaries are going to have a better choice of drugs that is more re-
sponsive to their needs.

Senator BREAUX. All right. The law requires that at least two
drugs be offered in every category—we are talking about choice—
so that every senior will have a choice of which drug they want to
get. You have, apparently successfully, made everybody mad in the
proposed regulations, from the drug manufacturers to the phar-
macy benefit managers.
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The former people have said that what your proposal would do
would be to “set back treatment for diabetes, asthma, heart dis-
ease, depression, migraine, epilepsy, gastrointestinal disorders,”
and that is not all, because apparently they feel that you do not
have enough categories being proposed.

On the other hand, the Pharmaceutical Care Management Asso-
ciation representing the pharmacy benefit managers, said that
“back door efforts by the drug manufacturers and their front
groups to have 300 or more therapeutic classes of drugs covered in
the formulary would be a blank check for the drug manufacturers
and would eventually bankrupt Medicare.”

So, you have got both sides thinking you have a disaster on your
hands of what you are recommending. Apparently you all have
about 146 categories. Is that about what we are talking about?

Dr. McCLELLAN. You are talking about the proposal by the U.S.
Pharmacopoeia, which is an independent group.

Senator BREAUX. Which you contracted out to set this up.

Dr. McCLELLAN. Right. That is right. And they have a model sys-
tem for drug classes. I think it is important to emphasize that drug
classes are not everything that this drug benefit is about. We also
care about what drugs are actually included. Do the drugs reflect
modern medical practice? We also care about the actual prices that
beneficiaries would pay.

If you include drugs in a class system and they are all covered
at the third tier level, that is not really going to provide good ac-
cess. We care about the other steps that the drug benefit might use
to influence how people get their medicines, whether they have uti-
lization review or things like that. We are going to be reviewing all
of those factors. This is why we have this public comment process.

Senator BREAUX. You all have not made the recommendation on
the number of categories yet. You are still looking at the data.

Dr. McCLELLAN. That is right. And USP will make a rec-
ommendation for a model classification system, but that is not the
only factor that determines whether or not a formulary is appro-
priate and whether it is providing access to the drugs that bene-
ficiaries need at the lowest possible cost, and that is our goal.

We are going to have some comprehensive public guidance that
we will have out for public comment first to make sure that we are
taking account appropriately of all the factors that I mentioned
that influence whether or not people can get the drugs they need
at the best possible cost.

Senator BREAUX. So USP is going to be only one factor.

Dr. McCLELLAN. USP is just one factor. That is right.

Senator FRIST. I think that is an important point. I think we will
probably end up coming back to that whole concept. A lot of this
is getting it on the table so we can come back and build on it.

I have one question, but I will wait.

Senator Smith?

Senator SMITH. Thank you, Senator Frist.

I want to also thank you for laying the predicate on this Part B
premium issue. I, for one, was very disheartened when this was an-
nounced, that somehow President Bush was to get the blame for
it, because I remember as a new Senator in 1997, as part of the
Balanced Budget Agreement, we did this with President Clinton
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and we did it as Republicans and Democrats alike. We laid the
framework for Medicare’s fiscal security.

Frankly, we probably overdid it. So what we did, Republicans
and Democrats alike, with Senator Kerry included, we wanted to
increase payments to physicians and plans because we did not
want to have seniors have a low price, and nowhere to go to get
service.

So, I just want to say, even to this limited C—SPAN audience,
President Bush is not to blame for this. He is following the law,
a law that we—I, Senator Kerry, and others—voted for. I think, in
fairness, the American people ought to know that.

One of my concerns, Dr. McClellan, is on the issue of mental
health. You have testified that USP has recently released its draft
guidelines for listed categories and classes that will help drug
plans develop their formularies.

You have done this, as required by statute. The guidelines will
act as safe harbors, ensuring beneficiaries have appropriate and
adequate access to necessary treatments while protecting drug
plans from timely regulatory review by CMS.

It is my understanding that, while multiple classes were pro-
vided for anti-psychotic drugs, only one class was identified for a
wide range of anti-depressants. Given the great degree of dif-
ferences and side effects to these kinds of drugs, the wide variation
in response rate from patient to patient and the overall effective-
ness to each type of these drugs, I am somewhat troubled that USP
has put all types of anti-depressants into one class. I further fear
it will impact beneficiaries’ access to the most effective and the
most appropriate treatment.

So my question, Doctor, to you, is with respect to my fear that,
with regard to treatments for persons with mental illness, USP has
thus far failed in its undertaking to ensure that, in providing a safe
harbor for persons who suffer mental illness, that they will get the
right kind of drug that can be most helpful to them.

Can you elaborate on how protections will be given to ensure
that beneficiaries with mental illnesses have access to as wide a
rangg of drugs as possible when a new benefit is implemented in
20067

Dr. McCLELLAN. Absolutely, Senator Smith. I think the first part
of the answer goes to my response to Senator Breaux earlier, which
is that this USP model formulary is only one element that we are
going to consider in our review, in our oversight of making sure
that all of our beneficiaries have access to the drugs they need and
that the drug benefit is adequate to prevent any discriminatory
practices against beneficiaries that are suffering from any par-
ticular types of diseases.

We will have further guidance about coverage of drugs within
any system of classification, about the tiering and the payments for
those systems to make sure that they reflect current medical prac-
tice.

I am coming into this job from being in medical practice where
I had a lot of patients who benefitted from some of these newer
anti-depressants who did not respond to older medicines or did not
respond as effectively, and those medicines are clearly a part of
modern medical practice.
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I have been reminded of that by our ongoing discussions and
input from advocates for patients with mental illness, including the
many patients in this country, the many Medicare beneficiaries
with depression who are not being treated today because they do
not know about the treatments available or they cannot afford the
treatments available. So, absolutely, this is going to be the top pri-
ority in implementing the benefit effectively.

Senator SMITH. Well, I would appreciate your special attention to
that issue, because I think sometimes mental health tends to get
overlooked as we talk about physical health, and I think it has a
real connection.

Dr. McCLELLAN. I agree.

Senator SMITH. As you know, many members of this committee
worked very hard to secure passage of the provision that extended
Medicare coverage to a number of new oral anti-cancer and self-
injectable drugs.

I was pleased when the final agreement on the Medicare Mod-
ernization Act provided $500 million for the next 2 years to extend
coverage to these vital treatments in the absence of the comprehen-
sive benefit.

However, it is my understanding that the guidelines for this tem-
porary program are burdensome and the enrollment has, therefore,
been extremely limited.

Given that enrollment for this program has not been very vig-
orous, as Congress has expected, or CMS as well, what are you
doing to encourage enrollment, and is CMS reaching out to patients
and provide groups to make changes to the program requirements,
changing enrollment criteria or other things?

Dr. McCLELLAN. Well, I think one of the biggest challenges with
this drug demonstration program, which is now providing many
thousands of dollars in help to beneficiaries who need potentially
life-saving medicines, from multiple sclerosis or many forms of can-
cer, some types of lung disease, and other illnesses, is making sure
that the beneficiaries who can most get help know about it.

This is a very narrow slice of our overall Medicare population.
These are critical drugs, but they are only for beneficiaries that
currently have coverage for drugs under Medicare Part B.

A lot of those patients are already in treatment and they are
doing all right. They have to go into their doctor’s office