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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, and that
is less convenient, but they are in treatment now so they are not
going to suddenly switch. They are going to need to discuss that
with their doctors. A lot of patients do not know about this new
program yet. That is what we have found.

Fortunately, we have had a tremendous response from disease
advocacy groups, including the American Cancer Society and the
National Organization for Rare Disorders, and many other groups
to help make sure beneficiaries who can get the most out of this
program find out about it.

We are now seeing applications coming in at more than 1,000 a
week. We are up to, I think, around 7,000 completed applications
now, and many more phone calls. There was a notification about
this in Parade magazine this past weekend that generated a lot
more calls into the agency.
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So, we need to make sure people know the facts, that by getting
the same benefits that will be available in Part D in 2006, they can
get drugs that they can take and administer themselves and save
literally thousands of dollars. The application itself—and this is
very important for people to know about—does not take very long
to fill out.

When you call up our toll-free number—and you can get all the
information if you call 1-800-MEDICARE—they will walk you
through the whole application. It takes less than 20 minutes. To
qualify for the full, comprehensive, low-income coverage, just a few
more questions about your income and assets beyond that. So this
does not take much time.

If you are struggling now in this country because you would like
to get drugs that you can administer yourself rather than having
to go to the doctor’s office for Part B covered drugs, you should give
us a call. There are slots available. It is not a hard process to sign
up, and we can start giving you help right away with your costs.

Senator SMITH. So are you doing a rolling enrollment to ensure
that all the $500 million is used?

Dr. McCLELLAN. We are going to have another major enrollment
period at the end of this month, so now is a good time to get the
applications in. We will have rolling enrollments after that, to the
extent slots remain available.

Senator SMITH. Thank you.

Senator FRIST. Thank you.

Senator Bingaman, then Senator Thomas.

Senator Bingaman?

Senator BINGAMAN. Thank you very much, Senator Frist.

Let me just clarify what I think the reality is here on this in-
crease in the Medicare premium. There is a formula that has been
in the law now for several years, essentially saying that the
amount that people pay on their premium is based on the projected
cost to Medicare. That is the general, shorthand version for what
the law provides.

Dr. McCLELLAN. Right.

Senator BINGAMAN. So the question is, why has the costs of
Medicare projected to go up so much that we have a 17 percent in-
crease in the premium? One of the reasons that the cost of Medi-
care is projected to go up so much and that the Part B premium
is going up 17 percent, is because of these very large overpayments
to HMOs that are built into the bill that we passed last year.

It was a prescription drug bill, but it calls for a substantial in-
crease in over-payments to HMOs to entice people to get their
health care through HMOs, and to entice HMOs to participate in
this process.

So I guess my question is, if in fact you have got a significant
portion of the 17 percent increase that is a result of the required
overpayments, or the provided overpayments to HMOs, why should
people, the 89 percent of seniors who have stayed in traditional
Medicare, have to pay that full 17 percent, the portion of it which
is gging to subsidize the HMOs? They are not participating in
HMOs.

In many cases, they do not have access to HMOs. They have no
opportunity or they have chosen not to do it, whatever reason. Why
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should they not be exempt from that part of the increase in the
premium?

Dr. McCLELLAN. Well, Senator, this is a premium that is set up
by statute to cover 25 percent of the costs, as you said, and four-
fifths of the increased benefit cost in Medicare Part B are going
into the traditional Medicare program.

Only about a fifth is related to this change in the payments of
the Medicare Advantage plans. The Medicare Advantage bene-
ficiaries pay the same costs, even though a lot of the benefits in
Part B are going to people in traditional Medicare.

In fact, the way that the formula is set up now, when there is
an increase in traditional Medicare costs, which there was in this
case because the payment reductions that were scheduled for the
doctors were reversed, that causes a corresponding increase in pay-
ments for Medicare Advantage.

The traditional Medicare beneficiaries, for what they are paying
in, they are getting better benefits and better access to physicians
in Part B, better preventive benefits, and the like, and the Medi-
care Advantage beneficiaries are getting more than offsetting sav-
ings in their out-of-pocket costs.

We have done the analysis, and we saw this with the 2004 pay-
ment increases. They went into lowering out-of-pocket costs for pre-
miums, for co-payments, for coverage of additional benefits like
drug coverage for people in Medicare Advantage.

So, they are saving money on out-of-pocket costs from this pay-
ment increase, and the people in traditional Medicare are getting
better benefits as well, and each of them are contributing just a
portion of this overall cost.

Senator BINGAMAN. But each beneficiary makes the judgment,
they want to be in traditional or they want to go into this new,
whiz-bang program which has come up, these HMOs. If they choose
to stay in the traditional Medicare, why should they have to pay
that extra one-fifth? You say it is one-fifth of the 17 percent that
is a result of the overpayments to HMOs. Why should they have
to pay for that if they choose not to participate?

Dr. MCCLELLAN. It is one premium for all beneficiaries, and most
of the increased premium costs are going into fee-for-service Medi-
care. So the Medicare Advantage beneficiaries who are paying
these premiums, a lot of that money is going into fee-for-service
Medicare.

Senator BINGAMAN. And that is the four-fifths.

Dr. McCLELLAN. It is one program for everybody. That is the
four-fifths. That is right.

Senator BINGAMAN. I am talking about the one-fifth. You said
that one-fifth relates to HMO overpayments. Why should people
who do not want to get their health care through HMOs, or do not
have the opportunity to, why should they have to pay that extra
one-fifth?

You could bring that 17 percent down one-fifth just by, at least
for the people who are not participating in HMOs, by essentially
making provision, or Congress could. Maybe Congress has to
change the law. But it seems to me that it would be very fair for
the 84 percent of the people in my State, 84 percent of the Medi-
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care beneficiaries in my State who have chosen not to participate
in HMOs.

Dr. McCCLELLAN. But then I think, to be completely fair, you
would have to not make people in Medicare Advantage pay for all
of those costs that are going into fee-for-service payments to physi-
cians. Then I think it would definitely take a statutory change.
What that means, is that beneficiaries would be paying less than
a quarter of the costs.

So they are paying a quarter, they are getting out three times
as much in benefits, on average, but it is something that all bene-
ficiaries are in together and the costs go, in this case, mainly in
the Medicare fee-for-service, but some go into Medicare Advantage,
and they are all contributing to those costs.

Senator BINGAMAN. I will have to wait for my next round, Mr.
Chairman.

Senator FRIST. All right. Thank you.

Senator Thomas?

Senator THOMAS. I wanted to talk a little bit about the distribu-
tion system in terms, particularly, of the pharmaceuticals. I come
from a State that is low population and, therefore, for medical serv-
ices we traditionally have not had the volume to really encourage
insurance companies, and so on.

So in this matter of selecting the regions, are you going to try
and set it up so that there will be enough volume in each of these
regions to encourage bidding? It will be done by bidding. Is that
correct?

Dr. McCLELLAN. That is right. That is why we are going through
this public comment process. We have actually gotten a lot of com-
ments suggesting that the larger regions could be helpful in mak-
ing sure that rural States like yours get good, broad access to the
new benefits, the PPO benefits and the prescription drug benefit.
That is why I am confident that we are going to find a way to get
these benefits into those locations. We are just trying to figure out
the exact best way to do that with a lot of public input.

Senator THOMAS. If Denver is included, however, as an example.
But there are different rules for urban areas than rural areas.
Could they exist within the same region, these differences?

Dr. McCLELLAN. Well, one of the comments that we have gotten
is that some plans would like us to allow for differences in benefits,
differences in rules in one part of a region versus another.

The statute only gives us a limited amount of flexibility in ac-
commodating that, though. It was written with an eye towards
making sure that benefits got extended to all Medicare bene-
ficiaries, regardless of where the live.

So, we are looking at comments about whether there are any ad-
justments that we should allow within regions, but I think our
overall driving concern is, as the statute intended, that we make
sure there are good benefits available to all Medicare beneficiaries,
regardless of where they live.

Senator THOMAS. Good.

One of the things, of course, that people like and want, particu-
larly in rural areas, are local pharmaceuticals, local drug stores, to
go to. Now, as these bids take place, will these PPOs provide it for
all participating drug stores or could they have some relationship
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with a group of stores that are related to them in business and
only use certain ones? How is that going to work?

Dr. McCLELLAN. The PPOs and the drug plans are allowed to es-
tablish networks of pharmacies, but there are some strict rules
that we will be enforcing to make sure that those pharmacy net-
works are very broad.

We have had some experience in this already with our drug card
program. As you may know, there are a lot of cards that are par-
ticipating very broadly in rural States and providing very broad ac-
cess to pharmacies.

Many of these cards, many of these programs, include almost all
of the nearly 60,000 pharmacies in the country, and we expect to
see the same kind of thing with the drug benefit, with a number
of options that are going to make sure that people have local access
to the pharmacies they want to use, and we are going to give them
good information to make sure they can find out how to continue
to get drugs at the local pharmacy that they prefer.

Senator THOMAS. If I am a PPO, however, will I be able to give
a better price to my choice of pharmacies as opposed to the others?

Dr. McCLELLAN. Part of networking involves getting good volume
arrangements. If you can get more people to go to certain pro-
viders, then they can lower their costs per person. They can pro-
vide volume discounts. That is true for pharmacies as well. But be-
cause of the broad access requirements, I think a lot of those net-
work pharmacies are going to include local rural pharmacies.
Again, that is what we are seeing right now with the drug card
program.

Senator THOMAS. Well, I hope so, because rural areas would have
trouble participating with the fair price.

Dr. McCLELLAN. That is right.

Senator THOMAS. What about mail-order, again, trying to have
local places to acquire drugs? Are they going to support and give
better opportunities for mail or are you going to work through the
local pharmacy?

Dr. McCLELLAN. Mail-order options are going to be allowed, and
in some cases they can provide significantly lower prices for bene-
ficiaries who do not mind getting their drugs that way, who do not
mind not having face-to-face interactions and back and forth with
their pharmacist.

But what we have seen, and both in my talking to beneficiaries
around the country and all the work that we have done for this
drug benefit, is that most beneficiaries, most Medicare bene-
ficiaries, prefer to get their drugs through local pharmacies
through face-to-face contacts.

Again, that is why we are going to have these very broad access
requirements for the pharmacies. We have been working very close-
ly with pharmacy groups to make sure that we set up this drug
benefit in a way that will make it possible for people to get big sav-
ings at their local pharmacies.

Senator THOMAS. I hope so. I think there is a movement towards
involving local pharmacists more in the kinds of things you do, and
we have been encouraging, in fact, to get people to go to their phar-
macists to talk about these cards, and so on. So, I hope we can
keep those folks in the process.
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Dr. McCLELLAN. We intend to.

Senator THOMAS. Thank you.

Senator FRIST. Good.

Next, we have Senator Nickles, followed by Senator Graham.

Senator NICKLES. Mr. Chairman, thank you very much. Dr.
McClellan, thank you. It is kind of interesting, participating in this
hearing. It brings me back to the many months that we spent put-
ting together this bill. It is kind of interesting to hear your expla-
nation. It will kind of refurbish our memories as well as to some
of the things that we did.

Let me just ask a couple of questions. There was a lot of negative
press on the percentage increase in the Part B premium, 17 per-
cent, and people were shocked, how could this be. We started look-
ing at it. Oh, well, it was because we made some actions to in-
crease physician payments, outpatient hospitals. We had additional
services, and so on.

I would mention that there has been some discussion by some
members of Congress that, well, we should limit the increase to
whatever the cost of living increase is for Social Security. If that
was done, say, for this year, what would the increase have to be
for next year on Part B?

Senator, according to our actuaries, in addition to the budget
costs of doing that this year, a 1-year change in the law that was
not continued would cause an increase of almost 20 percent in pre-
miums next year, which is much higher than what we are expect-
ing.

Senator NICKLES. I appreciate that. I think it would be a mistake
to do that, and I expect that I would oppose it very strongly. I
think it would jeopardize the financial basis that we have with
Medicare, and it already has some big challenges, actually much
bigger than even Social Security.

Let me ask you a different question. How is the sign-up going for
the drug cards? How many people have actually signed up? What
percentage of eligible people have signed up?

Dr. McCLELLAN. We, right now, have close to 4.4 million people
enrolled in the drug card program. Even during the slower month
of August, we were getting 10,000 people a day. Recently, as there
has been more attention to the fact that there are real discounts
available that people can save, and it is not hard to sign up, we
have seen a pick-up in the phone calls coming in.

I am especially interested in the fact that there is now a broad
group of nonpartisan organizations coming together through the
Access to Benefits Coalition to help enroll people in low-income as-
sistance.

So the drug card is providing significant discounts to all Medi-
care beneficiaries who do not have good coverage now and who sign
up for the card, but for low-income beneficiaries they also get $600
this year, $600 next year, and now wrap-around discounts from a
large number of drug manufacturers, including on 6 out of the top
10 drugs, very commonly used drugs like Lipitor, for example, that
offer thousands of dollars in more help.

We have already got well over a million low-income beneficiaries
signed up for this program and we are going to be working with
some new ideas to get many more enrolled as well.
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If you take a step back and look at the big picture, and we tried
to look carefully at this when we were setting up this new pro-
gram, about how had other new Federal health benefit programs
gotten off the ground, and how do you overcome the barriers, it was
very clear that we needed to do a lot of local outreach, we needed
a lot of partnerships in health, in getting the true facts out about
the program, and we are trying our best to do that.

But it is also clear that it takes a little bit of time. For exmaple,
the Children’s Health Insurance Program, at the end of its first
year, had a little over a million people signed up, around 50 per-
cent or so of the targeted enrollment. We are, right now, approach-
ing 60 percent of the target enrollment in this program after just
a little bit over 3 months.

So I am hopeful that, by continuing this broad support for out-
reach, to get the facts out about the program, to let people know
they do not need to go on the Internet, they just call 1-800—-MEDI-
CARE, they can find out exactly how much they can start saving
right away. They can sign up for the card in less than a half hour.
I hope that many people now who are not yet taking advantage of
these important savings will soon start to do so.

Senator NICKLES. The people who would be the primary bene-
ficiaries of this would be people who do not have access to drug cov-
erage now as seniors?

Dr. McCLELLAN. That is right. The people with drug coverage
now through an employer or other source are going to get help in
2006 with our new employer subsidies and with our new help to
States, but this is a short-term program intended for people who
are paying on their own for a lot of their drug costs, and in too
many cases are paying the highest prices in the world.

They do not need to do that any more, especially low-income
beneficiaries. They do not need to be choosing any more between
drugs and other basic necessities, or skipping doses, or not refilling
their prescriptions, because there is thousands of dollars worth of
help available right now with just a phone call to 1-800-MEDI-
CARE.

Senator NICKLES. So if someone was not receiving assistance
from their employer, by joining this, signing up for the card—and
most of the cards, in this case, would cost $20 or $25, and for low-
income people, I think that is waived, is it not?

Dr. McCLELLAN. It is free. Yes.

Senator NICKLES. And the low-income people would be eligible
for the $600, and possibly more.

Dr. McCLELLAN. And more.

Senator NICKLES. And in addition to that, all people who would
sign up would be eligible for the discounts. The discounts are aver-
aging about what percent?

Dr. McCLELLAN. Well, independent studies, not ours, are show-
ing 20 percent or more for brand-name drugs at local pharmacies,
and for generic drugs, 50 or 60 percent or more. Also, we will give
you information on how to find cheaper versions of your drug.
There are generic drugs available and so forth that can offer much
more savings on top of that. A new study by the Lewin Group, out
just a few weeks ago, found that for this program, for just 18
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months, people can save, on average, over $1,200 in getting their
drug costs down.

Senator NICKLES. Thank you, Doctor. I appreciate the good work
that you and your staff are doing.

Dr. McCLELLAN. Thank you.

Senator FRIST. Thank you.

Senator Graham?

Senator GRAHAM. Thank you, Senator Frist.

I would like to use the first four minutes to ask some questions,
and then the last to make a comment.

Dr. McClellan, you said that today the average Medicare bene-
ficiary is spending $240 a month above their Medicare benefits on
health care.

Dr. McCLELLAN. That is on uncovered services. They are spend-
ing more than that out of pocket because of the gaps in Medicare.

Senator GRAHAM. Could you outline how the new Medicare re-
gorm bill will reduce, and the quantity of the reduction of that

2407?

Dr. McCLELLAN. Absolutely. The $240 in uncovered services,
until this law, included preventive benefits, like for cancer, heart
disease, diabetes.

Senator GRAHAM. What is your estimate, starting with your list,
of the dollar savings that will be accrued as a result of that?

Dr. McCLELLAN. I do not have a specific dollar figure because it
varies for different types of beneficiaries. For the low-income bene-
ficiaries, they are going to get 95 percent of their drug costs cov-
ered, on average. That is a benefit worth about $3,500, on average.

For typical Medicare beneficiaries, people who do not qualify for
the low-income assistance, a typical beneficiary will get half of
their costs covered. So, that is a savings of about $1,270, about half
of the cost of drugs today. So, those are substantial amounts of sav-
ings. We have these numbers in our proposed regulation for public
comment, too.

Senator GRAHAM. Could you submit for the record your estimate
of how components of the Medicare reform bill, by classes of bene-
ficiaries, will affect their costs of uncovered services?

Dr. McCLELLAN. We will do our best to work with your staff on
that, to make sure we get the numbers exactly right. But we would
like to do that. There are some real reductions in out-of-pocket
costs because many of these services, like drugs, and prevention,
and disease management, are moving from uncovered to covered
status, so beneficiaries are going to get a lot of help that they do
not get now.

Senator GRAHAM. It would be helpful to quantify that statement.

Dr. MCCLELLAN. Yes.

[The information appears in the appendix.]

Senator GRAHAM. An issue that I have raised before, both in
committee hearings and by correspondence, has been the coverage
through the PET program of medical evaluation for multiple
myeloma cancer. In a letter that you sent on the 16th of August,
you state that “we will announce shortly whether we will accept a
reconsideration of our current decision.” Could you give a date by
which time you think that might occur?
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Dr. McCLELLAN. Yes. As a result of your interest in this, and
also because it just is an important new technology, Positron Emis-
sion Tomography is now used in imaging for a number of diseases,
including possible benefits in multiple myeloma, we have been tak-
ing a close look at this.

We convened an expert panel, with help from the National Insti-
tute on Aging and the Alzheimer’s Association, for some other PET
applications, and we are looking into this, too.

I cannot give you an exact date, but we expect to have a major
announcement related to PET coverage in the coming days, like
within the next week or so, and we will be working promptly on
this aspect of PET coverage as part of that overall effort.

One of the other things that I announced earlier this year, is
that we are going to be funding the clinical cost of care in studies
related to PET use, so that where there are important, unanswered
questions—and that may be true in this myeloma case—we can get
them answered.

Senator GRAHAM. Would the answer to the question be, by the
end of September you would have an announcement?

Dr. McCLELLAN. Certainly I will go back and try to make that
happen, Senator. I know how important this is to you.

Senator GRAHAM. Next, another subject that we discussed is the
issue of negotiation for pharmaceutical costs in a hospital setting.
Of course, Medicare has covered drugs in a hospital setting almost
since the beginning of the program, if not from the beginning of the
program.

It would seem to me that, given the shaky status of the Part A
trust fund, that if we could reduce a hospital cost by a program
which would make pharmaceuticals more accessible and affordable,
that would be a benefit to the Part A program.

What is the status of CMS negotiating on behalf of hospitals?

Dr. McCLELLAN. Well, we are, as you know, taking steps for Part
B drugs that are used in hospital outpatient departments to get the
prices down and more accurate, and that is a source of savings this
year in Part B.

Senator GRAHAM. I am talking, in the Part A program.

Dr. McCLELLAN. In Part A, hospitals, right now, negotiate
through purchasing groups to get lower prices on their drugs, and
we can look into that more closely. I think many of them are get-
ting pretty good prices now, but we would certainly be interested
in steps to help get those drug prices down for the most effective
negotiations means possible.

Senator GRAHAM. I would like you to evaluate what those sav-
ings by individual hospital negotiations are in comparison to what
the VA secures by the mass negotiation that it does for all of its
109 hospitals.

Dr. McCLELLAN. We will look into that. As you know, the VA is
a little bit different in that it owns the hospitals. In this country,
most of the hospitals, as you well know, are private. They are non-
profit, mainly. They make their own decisions.

They are not subject to the direct government determination of
exactly which drugs they provide their patients and how they pro-
vide services, in the same way that the VA oversees care in the VA
system. So, that is an important difference. But I do want to make
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sure we are helping hospitals as much as possible get their costs
down.

Senator GRAHAM. This seems to me to be an area in which hos-
pitals, the taxpayers, and the beneficiaries all have a common in-
terest, is in restraining the cost of pharmaceuticals in a hospital
setting, and that your agency is the centerpiece in making that
happen.

Senator FRIST. Was that part of your statement?

Senator GRAHAM. I have used my time. I will hold for the next
round.

Senator FRIST. All right. Or if you would like to go ahead and
make it. We will turn to Senator Lincoln, then we will come back
through quickly. I know we have another panel following this, but
I want to make sure everybody does have the opportunity to ques-
tion and interact. We will go ahead and go through a second round,
and then we will go to our second panel.

Senator Lincoln?

Senator LINCOLN. Thank you, Senator Frist.

Welcome, Dr. McClellan.

Dr. McCLELLAN. It is good to see you again.

Senator LINCOLN. I am not trying to be intimidating, because you
all did beat us on Saturday.

Dr. McCLELLAN. It was a close game.

Senator LINCOLN. It was.

I still remain very concerned about the drug discount card. The
last time we talked in June, you had said that CMS was working
with the States to basically determine how they could best auto-
matically enroll seniors in the Medicare savings program in the
drug card.

I am convinced it is the best way to ensure that these seniors get
that $600 a year, and you have got three and a half months left.
I am really concerned that time is running out. So maybe you could
update me on the process, or whatever progress you have made in
those automatic enrollments.

Dr. McCLELLAN. I would be glad to give you an update, and this
is for Senator Bingaman, too, because I know he feels very strongly
about us getting as many low-income people into the tremendous
help available through this program as possible.

When we talked last, we were exploring whether States could
use the same kind of approach as they use for enrolling their pre-
scription drug assistance plan beneficiaries. These are people who
are in limited State drug benefits now which would qualify for the
help.

Senator LINCOLN. But you already automatically enrolled those.
We do not have that.

Dr. McCLELLAN. That is right. We automatically enrolled them
through a process with State help, where the State acted as au-
thorized representatives for these beneficiaries.

That approach, it turns out, is not going to work here because
the States generally do not have that authorized representative au-
thority, and they have not passed, and do not seem willing to pass,
legislation to change that. So, we are working on a different ap-
proach.
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We have been talking not only with your staffs, but with a lot
of these organizations that are very interested as well in getting
help to low-income groups, like the National Council on Aging,
AARP, and many other organizations that make up the Access to
Benefits Coalition, and we are making a lot of progress in coming
up with a new way to enroll these individuals. We have reviewed
our authority.

We are going now on an approach that does not involve relying
on State authorities at all, and we are going to have more to say
about this very soon. I will make sure that your staff is among the
first to know. We have made a lot of progress on this, and I am
optimistic that we are going to be able to boost the enrollment of
low-income beneficiaries into this program.

Senator LINCOLN. Do you know how many low income you have
enrolled? What is the percentage?

Dr. McCLELLAN. Yes. We have got over 1.1 million low-income
beneficiaries enrolled now. That is a significant part. It is not as
many as I would like.

Senator LINCOLN. Do you know the percentage?

Dr. McCLELLAN. Well, we were expecting about close to 4 million
low-income beneficiaries to enroll in this program by the time it
concludes, and we have seen a pick-up in this enrollment recently
with help from the Access to Benefits Coalition.

Senator LINCOLN. Is that 4 million your goal?

Dr. MCCLELLAN. I am sorry. I have got a corrected number.
There are 1.8 million enrolled now.

Senator LINCOLN. And 4 million is your goal?

Dr. McCLELLAN. That is what we expected would be the enroll-
ment by the end of the program.

Senator LINCOLN. And do you know what percentage of the low
income that is?

Dr. McCLELLAN. I think it is most of the low-income beneficiaries
who do not have drug coverage now through Medicaid or another
source.

Senator LINCOLN. That would qualify under the MSP program.

Dr. McCLELLAN. Yes. Many of them would qualify under MSP.
As you know, MSP is another program, one of the Medicare savings
programs, where the enrollment is not as high as we would like.
A lot of the outreach that we are doing now with these outside
groups and with Medicare directly is also informing people about
the Medicare savings program, which can pay for their premiums
and provides other important benefits as well.

Senator LINCOLN. Right. Well, I mean, I guess, as you are doing
this in a dual situation, you are taking certain steps to ensure that
the low-income subsidy applicants for the drug card are also being
screened for the MSP.

Dr. McCLELLAN. That is right. This is going to be an even bigger
issue as we prepare for the full drug benefit in 2006. As you know,
under the law, the law includes provisions to get States to help us
enroll people who are not eligible now, and we are also getting new
help from the Social Security Administration doing enrollment in
the drug benefit.

Senator LINCOLN. But just tell me, just so I understand, why is
it that you feel like you cannot automatically enroll these people?
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I mean, you have got their data. You know who they are. You know
who these people are on these MSPs. It is in your data bank. You
know that they have already qualified, because they qualified for
the MSP program.

Dr. McCLELLAN. The way the law works, is this is a voluntary
benefit. It was very important to members of Congress in both par-
ties that the prescription drug coverage be voluntary.

Senator LINCOLN. So you cannot just sign them up. You have got
a rolling enrollment that they can change whatever program they
are in, but to go ahead and get them that $600, which they are
going to lose in the next 3 months.

Dr. McCLELLAN. We do not want them to lose it. It is valuable
help that people who are struggling with drug costs need right
now. So, as I am saying, there is more that we can do to make it
even easier for people to get those benefits.

Senator LINCOLN. But you are just saying that, because it is sup-
posedly a voluntary program, you cannot go ahead and automati-
cally enroll them.

Dr. McCLELLAN. Yes. It is a voluntary program.

Senator LINCOLN. But you could automatically enroll the man-
aged care folks and the State groups because you went through
thei]i1 Iggtnaged care and you went through their State. Is that what
you did?

Dr. McCLELLAN. The people who have signed up for Medicare
Advantage programs have, often, drug benefits and drug help in-
cluded in that. So, there is already a statutory structure when they
voluntarily choose to enroll in Medicare Advantage, and in most
cases they do get help with prescription drugs already and the drug
card is added to that.

For the State programs, the State has acted as the authorized
representative of the beneficiary in making the decision on the
beneficiary’s behalf. So what we are trying to do here, is go through
a different approach without the State to make it as easy as pos-
sible for the low-income beneficiaries to start getting help.

Senator LINCOLN. Do you know where the auto enrollees are lo-
cated? Do you have an indication of that?

Dr. McCLELLAN. Well, they are located all over this country.
There are a lot of them in your home State of Arkansas.

Senator LINCOLN. Automatic enrollees? We do not have a State
plan and we do not have managed care.

Dr. McCLELLAN. I am sorry. Low-income. Sorry. I did not mean
to say automatic enrollees. Sorry. The automatic enrollees are in
States that have this authorized representative status, States like
New Jersey, Pennsylvania, Connecticut, Maine, Michigan, New
York, North Carolina.

Senator LINCOLN. Not the ones with the bigger percentage of low
income proportionately, probably. Right?

Dr. McCLELLAN. Well, some of them, States like North Carolina,
do have a large share of low-income beneficiaries. But we are very
interested in working with you on getting beneficiaries in other
States like Arkansas, where we do not have the straightforward
mechanism. The State does not have authorized representative sta-
tus there, so we are trying to find this other way to get the most
help to those beneficiaries.
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Senator LINCOLN. And, last, can you tell me how many Arkan-
sans are enrolled in the drug card today? Do you all have that in-
formation for us?

Dr. McCLELLAN. I do not think I have State-specific numbers, no.

Senator LINCOLN. So you do not have any State-by-State enroll-
ment?

Dr. McCLELLAN. No, I do not. We are going to try and make that
available as soon as we can.

Senator LINCOLN. All right. That would be great.

Thank you, Senator Frist.

Senator FRIST. Thank you, Senator Lincoln.

We do have a second panel. Do we want to go through and have
another round of questions? All right. Let me then kick off really
a follow-up from where my questioning was before.

Let me preface my question with an appreciation of what we
have done in this Medicare Modernization Act in terms of, from a
physician or doctor/patient relationship, the sort of very positive
things that we have done with prevention and chronic disease man-
agement, and the rich complexity of it, but the richness of it comes
out in hearings like this and will really come alive once this is im-
plemented.

My questioning before was about the 17 percent increase in the
premiums which has been so much in the press. That comes back
to physician services. Then you say, well, what are driving those
physician service costs?

It is the expenses of a physician of operating their practice, in
large part. One of those major drivers that we all know, and a lot
of people are beginning to talk about today, is the skyrocketing
medical liability costs.

As a physician, people come up to me all the time, my colleagues,
and basically tell me today—and it is different than even 5 years
ago or 10 years ago where costs were going up—that now they are
becoming unbearable.

With 20 crisis States, however that is defined, if you go to New
York or Pennsylvania or Ohio, physicians are leaving the practice.
That is not an overstatement. Literally, they are stopping deliv-
ering babies because of $100,000 to $200,000 premiums that they
are having to pay. It comes back to frivolous lawsuits. Every time
we try to take it to the floor, it breaks down. At some point, we
have to address it on the floor and it is going to take bipartisan
work, and I recognize that.

But we have, with Dr. McClellan, before your current position,
you have been an academic. You have practiced medicine. You have
written extensively on defensive medicine.

And since we are talking about premium increases from our col-
leagues, and that is the discussion today, could you comment,
based on your sort of body of knowledge, your experience now, but
also what you have studied, this impact of skyrocketing medical
costs in terms of access, what it is doing in terms of defensive med-
icine, the waste that comes from people like you or me ordering
tests to protect ourselves from a frivolous lawsuit that we know is
out there?

Dr. McCLELLAN. Well, there is a lot of evidence, both that doc-
tors often have to practice defensive medicine because of the liabil-
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ity pressures that they are facing, that that can add to medical
costs through extra tests, extra services, and the like, and also that
reforms in medical liability laws significantly affect those costs and
we need to get them down without compromising quality of care.

In this era of rising health care costs, we need to be looking at
every way possible to reduce costs, but without compromising qual-
ity, not by cutting benefits, not by shifting costs to someone else,
but just by delivering our care in a better way.

According to the Congressional Budget Office, Medicare could get
$11 billion in savings in reduced liability premiums that we pay
out through medical liability reform law, and that is not even
counting the potential savings from affecting defensive medicine,
getting more effective medical practice into play. So, there is a lot
of opportunity for savings there.

What I am most concerned about, again, coming from medical
practice, is that I am hearing from doctors in a lot of places in the
country, OBGYNs, emergency medicine specialists, trauma sur-
geons, and the like, that they are just leaving practice. So, in a
number of areas in the country there is a significant access prob-
lem that affects our program, so it affects us on the cost side. We
had some of the increase in costs in the Medicare payments to doc-
tors in 2004 that was due to medical liability payment increases.
It affects us, most importantly, on the quality of care side where
beneficiaries are not getting errors avoided, they are not getting ac-
cess to the services they need because medical liability gets in the

way.

And I know this is going to take legislation to fix, but as you
know, the Senate did pass a bill earlier this year to provide some
liability protections to allow doctors and health professionals to
talk about ways to avoid medical error, something that they are
afraid to do now because it could get discovered in court.

It will not directly reduce people’s ability to sue, but it will make
it easier for doctors to work together to prevent errors and the com-
plications in the first place. Even that step could have a big impact
on costs and quality of care in Medicare.

Senator FRIST. I think this is the patient safety legislation which
the Senate has acted on, and which we encourage the House to act
on and the President to sign.

I just think this increase in premiums should force us to say,
what is driving costs up for physicians? A $400,000 tax—I do not
know what you would call it—or premium for a neurosurgeon to
have the privilege to be able to take call at night in case we get
into an accident, that $400,000 is given to an individual.

How can society expect an individual who has dedicated his or
her life to taking care of people to say, for that privilege, I will pay
$400,000? You just cannot afford it. Nobody could afford it.

Ultimately, it has to get factored down to somewhere, and it gets
factored down to your practice expense, and the practice expense
ends up getting factored into things like the 17 percent, but much
broader than that, every premium that you pay has this additional
tax.

The statement that Dr. McClellan made that I think we all need
to do a better job of articulating, is we want to make sure every-
body is taken care of who has been wrongly hurt, appropriately,
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make sure physicians are punished, thrown out if they do some-
thing wrong, and we need to address those errors in there. But we
have to get rid of the frivolous lawsuits that drive the premiums
that we all pay, including this 17 percent increase that we are see-
ing today.

Mr. Baucus?

Senator BAucus. Thank you, Mr. Chairman.

Dr. McClellan, this is a hearing on implementation. It is sup-
posed to be, anyway, of the regulations of the Medicare bill. I ap-
preciate the comments that have been made today about people
who like or do not like the Medicare bill, but if we are going to get
confidence in government, it seems to me that we are going to have
to make sure that this committee performs its oversight roles as
well as we possibly can, and help ensure that the regulations are
the right regulations so that the Medicare law that I voted for, and
others voted for, is implemented fairly and correctly.

So to that end, and because I do not have much time, I have sev-
eral questions. I will just state them so that you know what some
of my concerns are, and if there is time left, you can answer. I
doubt that there will be.

First, I am a little concerned about the process we are seeking
for the exceptions to formularies. I understand that, under the pro-
posed rule, there is no uniform standard for plans regarding what
that process would be to seeking an exception to a formulary, and
the proposed rule basically just allows plans to set up their own
process, their own rules for allowing people, seniors, to seek excep-
tions of the formularies.

I, frankly, do not think that is right. I think we have a uniform
standard in the Medicare+Choice, but the proposed rule does not
seem to be as tight here.

Second, I understand that rules allow private prescription drug
plans to exclude nursing homes or Indian Health Service phar-
macies from the networks. I wonder if that is really fair. A lot of
us come from States where there is a sizeable Indian population,
and it just seems to me that they should not be dealt out.

In addition, I am concerned that CMS has allowed contributions
from private entities to count toward out-of-pocket limits, but not
with respect to IHS, VA, or other programs such as State phar-
macy plans. It just seems to me, if private contributions are al-
lowed in some areas, they ought to be allowed across the board.

Next, I am very concerned about the lack of enthusiasm for the
drug discount card, and I wonder what CMS has learned from all
that. I, frankly, believe that there are too many choices in the drug
discount card. I think that too many choices, too many options, can
result in paralysis, not liberation.

There comes a point where there are just so many choices, people
are overwhelmed. I read an article months ago in the New York
Times, some op-ed piece, that made the point very clearly. Psy-
chologists have documented this. When you have too many choices,
people do not choose. When you have fewer choices, they begin to
choose.

Next, I am concerned with criteria with respect to the fall-back
plans. I very much appreciate, however, the administration’s strong
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adherence to the fall-back plans. So, that is a very important part
of legislation.

However, it seems to me, under the rules, one of the criteria for
selecting the fall-back plan would be the fall-back plan’s ability to
negotiate discounts. That does not apply to PDPs, for example, ap-
plying to participate. It seems to me, if you are going to have dis-
counts, if the criterion for fall-back is discounts, it ought to apply
also to PDPs.

Next, and finally, I am still concerned about the failure of CMS
to enact a budget-neutral risk adjustment. By budget neutral, I
mean risk adjustment for all Medicare beneficiaries, not just plan
HMOs’ and PPOs’ beneficiaries, but also fee-for-service bene-
ficiaries.

As you know, MEDPAC strongly suggested a budget-neutral risk
adjustment, and CMS has not implemented that. It seems to me
it is only fair, so particular plans do not cherry-pick, so it is fair
to everybody and do not get over-paid, as some think that they are.

Those are my questions. Those are some points I have. You have
about 30 seconds.

Dr. McCLELLAN. If I might, I will take just a few seconds. Those
are all good questions. I would like to start by thanking your staff
for working so closely and constructively with us on raising con-
cerns and making sure that we address all of the key issues that
come up in this law. You put a lot of effort into getting this done,
and we are going to put a lot of effort into getting it implemented
correctly.

With respect to your question about the exceptions process for
formularies, we are going to be setting standards for how the plans
oversee their internal exceptions process, and there is an appeal
beyond that externally. We will be setting specific standards for
that. We are getting public comment on that right now.

On Indian Health Service and Indian country participation in the
drug benefit, our questions at this stage are just about the ways
to do this as effectively as possible.

We have had a lot of comments and discussions with leaders
from Indian country, with the IHS, about how to do that, and that
is going to be reflected when we make decisions in the final regula-
tion.

We absolutely intend for American Indians who are in Indian
country to get the full benefits of this new legislation. We are
bringing the drug card there as well right now.

Senator BAucuUs. Hear, hear.

Dr. McCLELLAN. On your question about choices in the drug card
program, that is something that we also want to make sure we ad-
dress. One of the comments that we got back early on was that
people did not want to be overwhelmed with a lot of choices.

So when you call us up now at 1-800-MEDICARE, we ask you
just a few questions about where you live, your drugs—you can get
information off your pill bottles—and what pharmacy you like to go
to, and any other factors that you want to use in choosing a card,
if you have heard about one that you like, and then we will just
give you information on as many cards as you want to hear about.
So, it can be a program for you.
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Even if there are 40 cards available for everyone, this program
for you can have just one, two, or three cards, however many you
want to take the time and trouble to look at.

The point is, people should look into this program because the
discounts are really there. They have been shown in many inde-
pendent studies now.

I am pleased that we have got millions of people signed up, that
we are running ahead of enrollment rates in previous new Federal
programs. But there clearly are more people that can get help, and
we are going to keep taking steps to make it as simple as possible
for them to enroll.

You asked about fall-back plans negotiating discounts. That is
something that we are going to be overseeing carefully. I do not
think we are going to need to get to fall-back plans. I am encour-
aged by what I have heard from potential participants in all re-
gions of the country.

We may need to limit risk in other ways, but we are going to
make the benefit available. One of the strengths of the way that
the prescription drug benefit is being available, is that it builds in
the strongest possible incentives to get drug prices down.

When the government is just paying an unlimited amount into
a benefit, there is not a strong incentive to lower prices. When
beneficiaries can choose a plan that gets them the best prices on
their drugs and it gets them the coverage they want, there is a
strong incentive.

But we will be making sure that we are implementing the drug
benefit in a way to get the lowest possible drug prices negotiated
for beneficiaries, whether they are getting it through a regular
drug benefit or if we need to go there through a fall-back plan.

On risk adjustment for the Medicare Advantage plans, you have
got a lot of good issues here. Most of the payments that are going
into Medicare Advantage this year, because we are increasing our
application of risk adjustment, is going to beneficiaries with chronic
illnesses.

And as I said, these plans are enabling many beneficiaries to
lower their out-of-pocket costs substantially, and that is particu-
larly true for beneficiaries with chronic illnesses.

And as we keep moving forward, we are going to be keeping on
increasing the amount of payments that are risk adjusted, so most
of the new funding going into Medicare Advantage is going straight
to better benefits for people with chronic illnesses and high out-of-
pocket costs otherwise. We need to give those beneficiaries that
help. We need to get these plans into Montana, and that is what
we intend to do with the PPO program in 2006.

Senator BAUCUS. I appreciate that. I want to work with you to
make sure this law is implemented fairly, and these are issues that
I am going to be watching.

Dr. McCLELLAN. We will be working closely with you and your
staff on this.

Senator BAucUS. Thank you. I think that is right.

Senator FRIST. Senator Breaux?

Senator BREAUX. Thank you very much.

Two questions. First, if a drug is not covered in a plan, the bene-
ficiary has the right to appeal that drug not being covered.
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Dr. McCLELLAN. That is correct.

Senator BREAUX. It seems to me that the proposed regulations
are fairly flexible on how that appeals process is going to work. As
I understand it, it would allow each one of the plans to essentially
design an appeals process.

My concern, is a number of things. You could have a different ap-
peals process depending on which plan you are in, so you could
have a whole number of different appeals processes that may be
different depending on which plan you are in.

I am concerned that plans may require a great deal of informa-
tion from a senior on the merits and efficiency of the drugs that
they are saying should be covered and are not covered, which they
are not going to be able to handle.

It seems to me that, under the Medicaid appeals process when
a drug is not on a formulary, it works fairly quickly. So, I am really
concerned that the process is light on details as far as the appeals
process, and how is CMS going to be oversee it if each plan can
have their own appeals process? It seems like you would have one
universal appeals process that would say very clearly what has to
be provided.

Can you comment on that?

Dr. McCLELLAN. Well, yes. I mean, the process is not going to
be entirely up to the plans. Just as we do for appeals process in
the Medicare Advantage program now, we are going to have stand-
ards and we are going to have oversight to make sure that the
plans come up with an appeals or an exceptions process that is
based on good medical evidence and medical practice and that is
minimally burdensome for the doctors, for the pharmacists, and es-
pecially for the beneficiaries involved.

And you mentioned there are some good models of this in some—
not all, but some—State Medicaid programs where they pretty
much automated it, so the beneficiaries are not expected to go pull
the medical journals and come up with a very comprehensive re-
view of the evidence in their particular case, but rather there is an
automated process that uses information technology to check off a
few specific issues related to prescription drugs.

So, some Medicaid programs, you would have prior authorization
and exceptions processes for Cox 2 inhibitors which can reduce in-
flammation and may have some benefits in some patients, but in
other patients a less expensive generic drug may work just as well.

Well, in some Medicaid programs there are now computerized
checklists that the beneficiary can go through very quickly to help
decide if this is something that they really need or if the other
medicine would work just as well. That is the kind of thing that
we are looking at right now to try to make this exceptions process
and the appeals process work efficiently.

Senator BREAUX. I would just caution you to make sure we have
some standards out there so we do not have a different appeals
process for every single plan, and make it so complicated that it is
not going to function. I think it is important.

I mean, there is a reason for formularies. I mean, there is a rea-
son for them. I do not imply that anybody who wants a different
drug because they saw a new ad ought to be able to get it, but
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there ought to be a process that is fairly standard, to the extent
that we can.

A final point. One of the more important things that I think we
did in the Medicare bill was to provide for a baseline physical for
new entrants into the program. I would have made them manda-
tory, had I had a chance to do that.

You do not buy health insurance in this country without having
a physical exam so that people know what type of customer they
are getting. Only Medicare says we will take you no matter what
your condition is, and we will not even ask you what it is.

So, I think that the baseline physical is good for everybody. It is
good for helping to reduce costs, for catching early illnesses that
are preventable or delayable. I would like to make it as mandatory
as we possibly can, but the law does not require that.

So the next step is to make sure that everybody knows that it
is available and encourage them to partake of something that their
government is going to pay for to give them a baseline physical to
tell them if they have diabetes or it is getting ready to occur, or
if they have cardiovascular disease which is getting ready to occur
so we can start doing more preventative medicine early on because
we know what type of problems they have.

So could you comment on how that section of the regulations is
going to work?

Dr. McCLELLAN. Well, I think this is an absolutely critical sec-
tion of the new Medicare benefits. With the passage of the Medi-
care Modernization Act, Medicare now provides coverage for most—
for just about all, in fact—of the preventive treatments that are
recommended now for America’s seniors and people with disabil-
ities, screening for cancer, screening for heart disease, screening for
diabetes, and especially this new physical exam that you men-
tioned.

We have the opportunity to turn Medicare into a prevention-ori-
ented program for the first time ever. Up until now, virtually all
of the money spent in the Medicare program has gone into dealing
with the costly complications of illnesses after they occur, probably
95 percent of our spending.

We are really going to try to change that with the new preven-
tive benefits, and also with the new disease management and
chronic care improvement services so that we can both get
healthier beneficiaries and lower our costs by avoiding all these
costly complications.

This fall, we will be launching a major outreach effort to bene-
ficiaries and to physicians to let them know that Medicare has a
new orientation to prevention, to let them know that there are
many benefits out there that they are not taking advantage of.

Only about half of our beneficiaries that are eligible for colon
cancer screening are taking full advantage of that benefit, with the
result that many are developing cancers that could have been
treated if they had just gotten the screening, but that now lead to
added costs for dealing with metastatic cancer, and shorter lives,
less healthy lives, for our beneficiaries.

The same thing is going to be true for this new preventive ben-
efit. We would like to get our new beneficiaries, when they first
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come into the program, to have a different look at Medicare. It is
no longer a program that only helps them out after they get sick.

There now is a comprehensive set of preventive benefits that
they can use up front to stay healthy, and even if they develop dis-
eases, we are going to help them, for the first time, manage those
diseases and prevent their complications.

This is the best way forward to get more money for what we are
spending in Medicare and to avoid a lot of the added costs in the
program that right now go into pneumonias that could be pre-
vented with vaccinations, to complicated cancers that could be pre-
vented with early detection, to heart attacks that could be pre-
vented by early screening for heart disease, to complications of dia-
betes like amputations and kidney failure that are extremely ex-
pensive that could be prevented by early management, prescription
drug use, and better outcomes for the patients involved. This is ab-
solutely critical to the future of Medicare.

Senator BREAUX. I totally agree. Best of luck in getting them
done.

Dr. McCLELLAN. Thank you.

Senator FRIST. Thank you.

Senator Bingaman?

Senator BINGAMAN. Thank you very much for all your testimony.

Let me just ask one other set of questions here. I have been try-
ing to understand parts of this proposed rule. At one page in the
rule it states, the Federal Government transfer payments to health
plans over and above what would have been paid in the absence
of the law, as a result of the provisions of MMA, are expected to
total $23.4 billion. Now, that is for the period 2004 through 2009,
as I understand it.

On the next page, it says, “As a result of the MMA provisions,
we project that in this period, 2004-2009, Medicare beneficiaries
enrolling in MMA plans will see benefits beyond basic Medicare A
and B coverage, valued at $1.4 billion.”

The way I am reading that, we are spending $23.4 billion to get
$1.4 Dbillion in benefits to the beneficiaries. What am I missing
there? I mean, that does not seem to me a very good investment.

Dr. McCLELLAN. I do not have that particular page of the regula-
tions in front of me.

Senator BINGAMAN. I will tell you, I read it out of the Federal
Register here.

Dr. McCLELLAN. What I can tell you is what we have seen with
out-of-pocket payments for beneficiaries in Medicare Advantage
plans in 2004, and what we are projecting going beyond that. For
the payment increases that went into Medicare Advantage in 2004,
we saw some substantial reductions in premiums. We saw substan-
tial reductions in co-pays.

We saw new coverage which led to beneficiaries savings. And our
overall estimates, which are also included in the regulation, show
that Medicare beneficiaries who choose Medicare Advantage plans
can save more than $700 a year in enrollment in these plans.

Senator BINGAMAN. You talk about $1.4 billion in added benefits.
Then you are saying that does not include all of the other savings.
Is that what you are saying?
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Dr. McCLELLAN. I think that is right. There are some additional
benefits in terms of new covered services and the like, but there
also are reduced co-payments, reduced premiums, and other advan-
tages in getting out-of-pocket costs down that are going to a much
larger number of Medicare Advantage beneficiaries because these
coordinated care plans are going to be more widely available.

Senator BINGAMAN. Could you get back to me, maybe, with a lit-
tle better sort of analysis as to, if in fact we are investing $23.4
billion, or transferring that much to health plans in this period,
could you detail, what are the benefits that beneficiaries receive as
a result of that?

Dr. McCLELLAN. Yes. Absolutely. This has been very important
to me because there have been some proposals about not wanting
to support Medicare Advantage plans that focus on looking just at
the costs of the government and not looking at the overall costs to
our health care system. The problem is, because Medicare Advan-
tage plans offer more complete benefits, they allow beneficiaries to
get a lot of savings.

So, we can make a lot of progress towards getting total health
care costs down through greater access to coordinated care, better
prevention, better management of diseases and the like, and that
should be our real focus, not trying to save money in Medicare just
by shifting costs to Medicare beneficiaries. We need to have more
coordinated care to avoid that, to get more money for what we are
spending in Medicare, and Medicare Advantage is an important
part of that.

We absolutely want to implement the Medicare Advantage provi-
sions in the law in a way that gives the most advantage to Medi-
care beneficiaries in reducing their out-of-pocket payments, so we
will definitely follow up with you on that.

Senator BINGAMAN. I would sure appreciate it. Thank you.

Senator FRIST. Senator Graham?

Senator GRAHAM. Thank you, Senator Frist.

I am now just down to one question before my comment, and it
follows up on what Senator Bingaman has been discussing. I think
the issue here is one of equity and fairness to both taxpayers and
Medicare beneficiaries. Let me make a series of statements of fact,
and tell me if I am right, that approximately 89 percent of Medi-
care beneficiaries currently are being served through a fee-for-serv-
ice plan.

Dr. MCCLELLAN. Yes.

Senator GRAHAM. That is correct.

According to your own statistics in the Federal Registry, the av-
erage person in a Medicare Advantage will get 108.4 percent more
in their plan than the average fee-for-service person will receive
over an annual basis. Is that correct?

Dr. MCCLELLAN. I am not sure that is exactly correct. I think it
varies by area. It also depends on things like the beneficiary’s
health status.

Senator GRAHAM. That is the statistic that is in the Federal Reg-
istry. If it is not correct or if it misstates or fails to cover the——

Dr. McCLELLAN. Well, I do not want to tell you wrong, so let us
go ahead.
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Senator GRAHAM. Yes. In that 108.4 percent, is the $12 billion
that has been variously referred to as the “discretionary fund” or
the “slush fund,” is that amount included?

Dr. McCLELLAN. The fund for making sure that Medicare Advan-
tage plans, and PPOs in particular, go into under-served areas,
rural areas? That is not included in that amount.

Senator GRAHAM. I calculate that, if that had been included, in-
stead of being 108.4 percent, it would have been approximately 112
percent above the amount that fee-for-service beneficiaries are re-
ceiving. Is that your calculation?

Dr. McCLELLAN. I have not done the calculation, but I am sure
you have got some good math skills in your staff.

Senator GRAHAM. I have your numbers and a calculator. I mean,
it is hard to go back to the 89 percent of beneficiaries who have
elected to use fee-for-service, and most of them in regions of the
country such as mine where there is substantial access to HMOs.

It is not a matter that they elected fee-for-service because they
did not have any other choice. They had choices and they decided
that they wanted to be able to control who their own doctor was.

They wanted to have more personal control over their health
care. Eighty-nine percent have elected fee-for-service. How can you
justify paying the HMO plans 112 percent more than you are pay-
ing for the fee-for-service?

Dr. McCLELLAN. Well, I do not think the different is 12 percent,
but we will go over that with your staff What I want to do, is give
all beneficiaries access to affordable health care.

Even if there are some differences in payments to Medicare Ad-
vantage plans—I think the numbers are somewhat disputed—most
important is what is going on with our total health care costs. If
beneficiaries are paying more and more out of pocket, we need to
do something about it.

The big advantage of the Medicare Advantage plans is that they
get those out-of-pocket costs way down. They provide more com-
prehensive benefits. They coordinate care better. There are things
that Medicare’s fee-for-service cannot do.

We are putting more money and more effort into fee-for-service
through preventive benefits, through chronic care management pro-
grams, but the fact is, right now, the Medicare Advantage plans
are way ahead in delivering much more efficient health care over-
all, and that is what we want to help make sure beneficiaries have
access to.

Senator GRAHAM. Well, frankly, getting 12 percent more, which,
on a $6,000 per beneficiary base is, what, about $700 more per ben-
eficiary per year, they ought to be providing better services.

The question is, why should the Federal Government be sub-
sidizing these plans 12 percent more than fee-for-service in order
to deny what most Medicare beneficiaries want, which is a fee-for-
service plan?

You know, when we set up these HMO plans, they were sup-
posed to operate on 95 percent of the average of the fee-for-service
population within a catchment area, and now we are up to 112 per-
cent. But I would like to use that as the launch to my comment.

I think what we have been talking about today, frankly, is inte-
rior decorating. The reality is that there are structural problems in
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this program which this Congress, this committee, has refused to
deal with. What are those structural problems?

One wall is the integrity wall. Your predecessor is now under a
directive to repay the Federal Government a substantial amount of
his salary because he violated the law relative to intimidating a
Federal employee from telling the Congress what the real costs of
this program were going to be.

Another wall was the fiscal wall. We are dramatically overpaying
HMOs in terms of the services they are providing. We have a pro-
hibition on using a VA-type negotiating system to get the cost of
pharmaceuticals down to a reasonable level, and we are adding
substantially to the structural weakness of the Medicare trust fund
by these enormous deficits that are being run which are being fi-
nanced largely from the Social Security and Medicare trust fund.

The third, is the beneficiaries’ response. The fact that only 1.8
million Medicare beneficiaries have signed up for the discount card
is an indication of wariness as to its value. I would predict that
there would be significant wariness when we get to 2006 when
beneficiaries start to look at what they are going to get under this
prescription drug plan in comparison to what they are paying, and
when those who are currently getting a substantial amount of their
health care paid through their former employer and they begin to
see more and more of those employers begin to terminate or se-
verely restrict their traditional benefits to their retirees.

Those are the questions that we ought to be talking about, not
whether the sofa and the lamp are in the right relationships. I
know we only have a short of time, Senator Frist, but many of us
have been calling for exactly those kind of looks at this program
before we go over the cliff in 2006 when it becomes fully oper-
ational.

I would hope that, in the days between now and when we con-
clude this 108th Congress, that we will have that kind of a hearing
and be able to look at the big structural problems that this pro-
gram has and begin to give them some Congressional attention.
End of comment.

Senator FRIST. Thank you. I want to really draw this first panel
to a close. We will give Dr. McClellan a chance to response, then
we will move to our second panel immediately following his re-
marks, if he has any further comments.

Dr. McClellan, some further comments?

Dr. McCLELLAN. I want to thank all of you for giving me time
to testify here today on these very important issues. We just heard
from Senator Graham. There are a lot of strong views on this
panel, a lot of different views about the best way forward.

But the most important thing about what we are doing now with
our implementation of the new Medicare drug benefit and the new
choices for less expensive, more comprehensive coverage in Medi-
care, is to make sure we are getting all these public comments in
so we can provide the most help possible, the most reductions in
out-of-pocket costs for beneficiaries, the most increase in support
for retiree drug coverage, the most increase in support for pre-
venting illnesses and preventing their complications to get our total
health care costs down. We have got the best opportunities to do
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this ever, and this has been a very helpful process for making that
happen.

I am going to make sure that we keep taking steps to lower out-
of-pocket costs, that we implement this effectively, and as part of
that we are being absolutely transparent with this Congress.

When we get requests for information we are sending them for-
ward. That includes actuaries’ estimates about the impact of the
retiree drug subsidy to make sure we are getting the maximum in-
crease possible.

It includes details about estimates of the premium cost, to make
sure people know exactly where the money is going in terms of
areas where there has been bipartisan support for better physician
services and bipartisan support for getting people access to the
Medicare Advantage plans that let them lower their out-of-pocket
costs substantially right now. I think this is the best way forward,
and I look forward to more discussions with this committee.

I look forward to doing as much as we can to give our bene-
ficiaries the help that is overdue. They have been on their own too
long with out-of-pocket costs for drugs, prevention, and many other
services, and that is changing now and we want to give them the
full advantage of all of these new benefits.

Thank you all very much.

Senator FRIST. Good. Thank you, Dr. McClellan.

Senator GRAHAM. Chairman, if I could just make a concluding
comment. I am very pleased at what Dr. McClellan just said. I just
wish that the statements that you made were not all in the future
tense, that we have had the same transparency in the lead-up to
adopting this legislation.

Senator FRIST. Thank you.

I would ask the second panel to come forward and we will pro-
ceed with them directly. I do want to thank our panel for coming
today and testifying before us. The proposed rules are designed to
solicit input and comment. We are looking forward to hearing yours
this morning.

Our first witness, Karen Ignani, the president and CEO of Amer-
ican’s Health Insurance Plans, AHIP, provides through its mem-
bers health care, long term care, dental, and disability benefits to
more than 200 million Americans. Many of their members serve
Medicare beneficiaries under the Medicare Advantage program.

Our second witness is Mark Merritt, president and CEO of the
Pharmaceutical Care Management Association, PCMA. PCMA
members administer pharmacy benefits for more than 200 million
Americans.

Next, we have Michael Fitzpatrick who is the executive director
of the National Alliance for the Mentally Ill, a nonprofit grassroots
organization working for equitable services and treatment for
Americans living with severe mental illnesses in their families.

Mr. Fitzpatrick has been with NAMI since the 1990’s, serving on
both the staff in Maine, and the national office. He also was a
member of the Maine legislature, chairing the House Health and
Human Services Committee.

Then we will have Gerald Shea, assistant to the president for
Government Affairs at the AFL-CIO. Before joining the AFL-CIO,
Mr. Shea was with the Service Employees International Union as
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an organizer and local union official in Massachusetts, and was
also on the staff at the national union’s headquarters.

Our final witness, Larry Burton, is the executive director of the
Business Roundtable, an association of CEOs of leading U.S. cor-
porations with a combined U.S. workforce of more than 10 million.
Prior to this appointment, Mr. Burton was the vice president of Ex-
ternal Affairs for BP America.

We will proceed with the witnesses, then open for questioning.
Our first witness is Karen Ignani.

STATEMENT OF KAREN IGNANI, PRESIDENT AND CEO,
AMERICA’S HEALTH INSURANCE PLANS, WASHINGTON, DC

Ms. IGNANI. Thank you, Senator Frist, Senator Baucus. Our
members very much appreciate the opportunity to testify today. As
you stated earlier, we participate in the Medicare program, offering
services to Medicare beneficiaries in a variety of different ways,
from Medicare Advantage, covering almost 5 million beneficiaries,
as well as Medigap, covering almost 10 million beneficiaries.

Regardless of which product they offer, our members share the
common goal of making Medicare covered services more accessible
to Medicare beneficiaries. We do this by providing additional bene-
fits, particularly including out-of-pocket protection, which acts as a
safety net for low-income beneficiaries who otherwise might find
Medicare’s cost containment requirements prohibitive. We stretch
beneficiaries’ dollars because of the tools we have developed, par-
ticularly in the area of prescription drugs.

We offer disease management services. We customize care plans
to beneficiaries to ensure continuity of care for the chronically ill,
and we have pioneered state-of-the-art techniques that will allow
beneficiaries to receive the greatest value from the Medicare pre-
scription drug legislation. We have submitted written testimony on
a sample of the Medicare regulatory issues.

I would like to emphasize that we are in the middle of a full-
scale effort to understand the implications of the myriad technical
issues, and we are working with hundreds of operational leaders
around the country in our membership to provide CMS with our
best advice on all of these issues by October 4. As soon as we final-
ize our comments, we will be delighted to share them with the com-
mittee.

Today, I would like to share the results of our annual survey of
how our member plans will participate in the program next year.
There has been considerable discussion about that already.

After years of under funding diminishing the choices to seniors,
it is my pleasure to report that we have turned a corner, that the
legislation you passed is working, and the fundamentals are in
place to accomplish what Congress intended and seniors want.

For the first time since 1998, we are seeing strong projections of
increased participation in the opportunities created by the legisla-
tion passed last December to better serve beneficiaries.

This announcement comes at a time when millions of seniors and
disabled, as Dr. McClellan already indicated, have seen benefits
and access to needed prescription drugs, for example, improve this
year. In our testimony, we cite the specifics of that.
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Looking ahead, Medicare Advantage plans are expanding their
offerings to hundreds of new counties in 2005 and anticipating con-
tinued growing enrollment thanks to the effects of the MMA.

This turnaround is in addition to the service area expansions al-
ready approved by CMS throughout 2004. Since the passage of
Medicare legislation, participating plans have expanded choices to
beneficiaries in 26 States, providing an additional 9 million bene-
ficiaries with new options.

Another 35 applications are currently under review by CMS. Be-
tween February and August, this has resulted in increased enroll-
ment in private sector health plans on a month-to-month basis for
the first time in 4 years.

We also know that for 2006 our plans have strong interest in the
new options created under the statute, as well as the prescription
drug program. Additionally, our survey showed significant interest
in the K and L plans for Medigap that were created by the MMA.

We also have an intensive effort under way to make rec-
ommendations to Congress from our membership about new ways
to provide additional options to beneficiaries under this product
that they will be interested in post-2006.

Senator Frist, I would like to thank you for this opportunity to
testify. I also would be remiss if I did not take the opportunity to
commend CMS on behalf of our entire community for undertaking
what is an unprecedented outreach effort to explore the implica-
tions of the many complicated operational issues addressed by this
legislation, and no community knows and understands that better
than ours.

They are doing it fast and they are doing it effectively, and we
appreciate the efforts of thousands of people at the agency to de-
velop a workable administrative template that gives beneficiaries
the protections that Congress intended to provide them.

Thank you for this opportunity. We look forward to questions.

Senator FRIST. Thank you.

[The prepared statement of Ms. Ignani appears in the appendix.]

Senator FRIST. Mr. Merritt?

STATEMENT OF MARK MERRITT, PRESIDENT AND CEO, PHAR-
MACEUTICAL CARE MANAGEMENT ASSOCIATION, WASH-
INGTON, DC

Mr. MERRITT. Thank you, Senator Frist. My name is Mark Mer-
ritt. I am president and CEO of the PCMA, the Pharmaceutical
Care Management Association.

PCMA represents America’s pharmacy benefit managers, who
represent both independent and stand-alone PBMs and health
plans’ PBM subsidiaries. With as many as 60 PBMs operating na-
tionally and regionally under a variety of business models, PBMs
offer purchasers a wide variety of choices to meet the needs of their
plan members.

Together, PCMA members’ administered prescription drug plans
provide access to safe, effective, and affordable drugs for more than
200 million Americans in private and public programs, including
an estimated 65 percent of seniors who have drug benefits through
employer- and union-sponsored retiree plans.
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Because of the variations among PBMs, it is important that the
rules governing Medicare drug plans remain as flexible as possible
to encourage maximum participation by PBMs and offer a wide
range of choices to beneficiaries.

In a commercial marketplace, PBMs rely upon a broad range of
tools and techniques to expand access, promote quality, improve
outcomes, and drive down the costs of prescription drugs. PBMs
are best suited to manage the drug benefit needs for America’s
most vulnerable populations, as well.

PMB tools are making a difference. According to a new analysis
conducted by Price-Waterhouse Coopers, PBMs drive down the cost
of prescription drugs for their clients, on average, by 25 percent,
and in 2005 will save $937 per Medicare beneficiary with drug cov-
erage. Other data from the GAO and the CBO have yielded similar
findings.

As the administration works together with stakeholders to struc-
ture a workable benefit, it is important to preserve PBMs’ proven
tools and techniques.

With that in mind, I want to touch on a few key issues that we
see challenging effective PBM participation in the new Medicare
drug benefit.

The first issue relates to formularies. While we believe that the
USP’s proposed model formulary structure is somewhat overly de-
tailed, it can, nonetheless, serve as a starting point for formulary
development.

PCMA believes it is not necessary, however, to expand further
the number of categories and classes contained within the USP
proposal. For example, formularies in the commercial marketplace
with 80 to 90 categories of drugs can provide coverage for 500 or
more different drugs.

The second issue is closely related to formularies in regards to
pharmacies and therapeutics committees. In developing clinically
sound formularies, PBMs rely upon PNT committees to make for-
mulary recommendations.

These committees are largely independent and include a variety
of specialist physicians, pharmacists, and others with specific clin-
ical knowledge of drugs and drug therapies.

PCMA has concerns that CMS may consider investing PNT com-
mittees with more authority than they are used to managing be-
yond their areas of expertise, to include financial and administra-
tive management functions.

The third issue we would like to address is e-prescribing. E-pre-
scribing holds the promise of reducing drug-related medical errors
and improving safety through the application of enhanced tech-
nology. CMS must protect the PBM e-prescribing infrastructure
that is the most sophisticated in health care today.

The fourth issue relates to confidentiality of contracting informa-
tion. Maintaining confidentiality in contracting, including the new
Medicare drug benefit, is essential to preserving PBMs’ ability to
negotiate discounts for consumers and purchasers alike.

Going forward, a clear distinction should be drawn between dis-
closure of proprietary contracting information and the cost of a pre-
scription to the beneficiary.
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Fifth, we need to assure appropriate program oversight and ben-
eficiary protection, not micro-management. Given the extremely
short time frame for implementation of the new program, it is crit-
ical that the regulations not impose considerable new burdens or
require significant changes in the way PBMs currently conduct
their business in the commercial marketplace.

Lastly, I want to touch briefly on risk and the stand-alone ben-
efit. PCMA is encouraged by recent comments by the administrator
of CMS, Mark McClellan, regarding predictability and encouraging
participation and competition in the stand-alone benefit. This, cou-
pled with preserving PBM’s existing tools, is the key to maximizing
participation in a stand-alone benefit.

Over the next 18 months and beyond, we look forward to making
the Medicare prescription drug benefit work as Congress intended
and to build on the very best that the private sector has to offer
seniors and the disabled.

Senator Frist and Senator Baucus, thank you for the opportunity
Eo testify today. I would be happy to answer any questions you may

ave.

Senator FRIST. Thank you, Mr. Merritt.

[The prepared statement of Mr. Merritt appears in the appendix.]

Senator FRIST. Mr. Fitzpatrick?

STATEMENT OF MICHAEL J. FITZPATRICK, M.S.W., EXECUTIVE
DIRECTOR, NATIONAL ALLIANCE FOR THE MENTALLY ILL,
ARLINGTON, VA

Mr. FITZPATRICK. Senator Frist, Senator Baucus, I am Michael
Fitzpatrick, executive director of the National Alliance for the Men-
tally Ill. T am here today on behalf of my organization and its
210,000 members, as well as a number of other organizations, some
of whom include the AIDS Institute, the ALS Association, the
American Autoimmune Related Disease Association, the Epilepsy
Foundation of America, Huntington’s Disease, the Latino Coalition,
the Lupus Foundation, the National Adult Day Services Associa-
tion, the Grange, the National Association of Cancer Patients, and
Prevent Blindness America.

I want to thank you for convening this hearing and providing us
the opportunity to present to this committee the concerns we have
regarding patient protections under the new Medicare prescription
drug benefit.

The organization on whose behalf I am speaking today have long
supported the principal of Medicare reform to include prescription
drug coverage. We applaud the efforts in Congress to approve ac-
cess to pharmaceuticals for our Nation’s most vulnerable.

We believe that, when fully implemented, this new benefit will
offer unprecedented and long overdue coverage of outpatient pre-
scription drugs for our Nation’s seniors. Such coverage is critical to
all Medicare beneficiaries, especially those beneficiaries living with
disabilities and chronic illness.

In this regard, allow me to briefly highlight a few of our priority
issues going forward. Number one, formularies must be defined to
enable access to necessary treatments.

In treating Medicare beneficiaries, particularly vulnerable sen-
iors and people with disabilities, physicians often must try many
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different drugs of the same pharmacological class before finding
one that is the safest and most effective for a specific individual.

In this regard, we are very concerned that the recently issued
draft drug classifications developed by U.S. Pharmacopoeia, cou-
pled with the language in the recently issued prescription drug
benefit proposed rule, may not provide adequate access to all nec-
essary medications.

As noted earlier, the proposed rule only requires that two drugs
be covered in each class. Thus, the range of classes becomes a crit-
ical benchmark for the range of drugs that enrollees and their doc-
tors will have access to.

We believe the classifications set forth in the draft USP guide-
lines may create confusion and could be used by prescription drug
plans to discourage enrollment of certain beneficiaries, such as the
Medicare beneficiaries with severe disabilities and chronic illnesses
with higher treatment costs.

Further, the 146 classes in the draft guidelines offer prescription
drug plans the option to exclude entire classes of medication that
are now commonly prescribed to seniors and people with disabil-
ities, including the statins, anti-convulsants, and selective sero-
tonin reuptake inhibitors, the SSRIs.

The SSRIs, for example, are collapsed into a single class with the
older tricyclic medications that are now widely recognized as being
outdated and antiquated treatment options.

Another potential problem faced by beneficiaries living with
chronic illnesses are provisions in the regulations that allow pre-
scription drug plans to change their formularies in the middle of
the plan year. Such changes are allowed so long as the plans pro-
vide appropriate noticed, defined in the regulations, of 30 days.

We believe that this is insufficient notice and does not recognize
the real-world crucial nexus between drug plan choice and access
to vital medications for beneficiaries.

Medicare beneficiaries are locked into one plan for an entire year
and may have specifically chosen the plan based on its formulary.
We believe the agency should, at a minimum, require that the
plans grandfather coverage of product medications until the next
open enrollment period.

While this approach would still permit plans to use bait-and-
switch marketing strategies involving popular medications, it
would provide the most vulnerable beneficiaries on established
medications the ability to continue their existing treatment regi-
ment without having to pursue coverage through the plan’s appeal
process.

Number two. Pharmacy and therapeutic committee operations
should be transparent and reflect an independent assessment of all
coverage restrictions.

The statute outlines very basic standards for the development of
formularies by prescription drug plans’ pharmacies and therapeutic
committees for the composition of such committees, but grants
CMS considerable latitude to establishment guidelines to make the
process sensitive to the specific needs of beneficiaries.

To ensure that all coverage policies are based on objective clinical
rationale, CMS should implement rules to make explicit the PNT
committee’s responsibilities to restrictive coverage policies.
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We also recommend limiting the number of voting PNT com-
mittee members with conflicts so to avoid diluting the voices of
independent members.

Three, the regulation should incorporate patient protections for
therapeutic substitution. We believe that CMS should incorporate
in the final regulations patient protections of therapeutic substi-
tution, and a particular requirement that the prescription drug
plans not engage in such practices without the express consent of
the prescribing physician.

The preamble supports such a requirement, but is not included
in the actual regulation. At a minimum, the regulation should re-
quire the plans to defer to State laws on therapeutic substitution.

Preserving the physician’s role in the prescribing process is an
important beneficiary protection, particularly for vulnerable Medi-
care populations who may be on multiple medications and living
with many co-morbidities.

Four, CMS should provide detailed guidelines for alternative
benefit designs that ensure the beneficiaries receive access to need-
ed therapies. It is imperative that CMS vigorously enforce the re-
quirement in the law that prescription drug plans not implement
alternate plan designs.

We are very concerned that the alternate schemes designed pri-
marily to reduce costs could impede patient access to medically op-
timal medicines and could be used to cherry pick only the health-
iest enrollees.

Vulnerable participants would be particularly at risk of plans en-
gaged in such practices. The proposed rules allow for the review of
tiered cost sharing and categories and classes in the formulary, but
does not clarify what the review will be.

We urge CMS to closely scrutinize applications to provide alter-
native benefit packages and place reasonable limits on the cost
sharing requirements. A prescription drug plan could employ an al-
ternate tiered co-payment benefit package. CMS should also re-
quire plans to maintain consistent cost sharing arrangements
across all therapeutic classes. Finally, we believe the regulations
should ensure access to off-label medications.

Five, CMS should implement special protections for dual eligi-
bles. We also believe that the final regulation should address the
unique problems faced by beneficiaries who qualify for both Medi-
care and Medicaid, the so-called dual eligibles.

These individuals are vulnerable because of low incomes, specifi-
cally a large percentage of the dual eligibles; by some estimates, as
many as 40 percent are living with severe mental illness or other
disabilities.

To protect these, and all low-income individuals, CMS should en-
force a continuity of care requirement to ensure access to the same
medications that are available under Medicaid. At a minimum,
dual eligibles should be allowed to continue on medications they
are currently taking and not be required to switch to another drug.

In addition, under existing Medicaid law, dual eligibles could not
be denied access to their medications if they are unable to pay
their co-payments.

Senator FRIST. Mr. Fitzpatrick?

Mr. FITZPATRICK. Yes?
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Senator FRIST. Let me ask you to summarize the points, and
then we will ask questions when we come back. I want to make
sure that we get through the rest of the panel, then during ques-
tions we would be happy to come back. But if you could just sum-
marize.

Mr. FrrzpATRICK. Thank you.

Well, let me stop here. I can defer to the rest of the panel and
be open for questions.

Senator FRIST. Your complete statement, we have, and it will be
made a part of the record as well.

Mr. FIrTZPATRICK. Absolutely. Thank you.

[The prepared statement of Mr. Fitzpatrick appears in the ap-
pendix.]

Senator FRIST. Mr. Shea?

STATEMENT OF GERALD SHEA, ASSISTANT TO THE PRESI-
DENT FOR GOVERNMENTAL AFFAIRS, AFL-CIO, WASH-
INGTON, DC

Mr. SHEA. Thank you, Mr. Chairman. I also want to thank
Chairman Grassley and Senator Baucus for the invitation to
present to you today.

In my written submission, I touch on a number of issues, some
of which are the core structural issues that have risen in various
parts this morning. But in my oral presentation, I want to restrict
my comments to the implementation of the benefit as it affects em-
ployer-provided care.

Retirees. One in four Medicare beneficiaries gets employer-spon-
sored prescription drug benefits. It is the largest single source until
this point, with the introduction of the Medicare benefit itself. My
comments are based on the experience of our 60-some unions who
negotiate for 13 million active members and 3 million retirees, alto-
gether well over 40 million covered lives.

It is no secret that high health costs and the resulting competi-
tive issue among businesses has made this the number one prob-
lem in collective bargaining, and indeed a conflictual point in any
employment setting.

Despite a lot of hard work between employers and unions, and
not just a few strikes over this issue, in fact, we are seeing the
steady erosion of employment-based benefits.

The sharpest edge of that problem is retiree coverage. So, quite
apart from the basic point that Medicare needed to be updated in
the ways that Dr. McClellan and others said, with the addition of
this benefit, this is very important to the employment-based sys-
tem.

How it gets implemented is very, very important, because a mis-
take in the implementation could potentially, as some people have
predicted, lead to an even more rapid loss of coverage.

Now, the complicated design of this benefit poses certain prob-
lems for writing regulations and for employers and unions in fig-
uring out how to integrate this new benefit and the subsidy with
existing benefits. We appreciate CMS’s very aggressive outreach to
us and to employers, and Karen has mentioned this as well.

We are participating with them very actively in a dialogue about
this implementation. We are working with our National unions and
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we will be providing very comprehensive comments before the Octo-
ber 4 deadline.

Overall, we fully support the department’s statement in the pro-
posed regulation to: (1) provide flexibility for plan sponsors; (2) to
protect retiree benefits; and (3) to make sure there are no windfalls
that go to employers because of the substantial money involved.

But to actually reach these goals, we are going to need detailed
guidance in the final regulations. That is the first major sub-
stantive point I would make. We appreciate the opportunity for
input. We just hope that the final rule does provide very specific
guidance, because we fear without that there could be real imple-
mentation bumps, as we say.

Specifically, I wanted to make the following substantive points.
One, the actuarial test needs to be carefully chosen so as to make
sure that there is not the possibility that employers could get a
subsidy and not provide much of a benefit. Even in CMS’s own
words, the single prong test, so called, could create that, possibly,
and we think it is totally unacceptable.

Second, we think, to be consistent with the Congressional intent
as we read it, CMS must require employers to provide at least as
much financing for the health benefits as they get from the sub-
sidy. But that is a question that is really not clear, at least in the
draft regulation, and we have discussed this with the CMS officials
a number of times.

Third, employers should demonstrate that the subsidy is actually
allocated to health benefits in a way that is transparent and acces-
sible to retirees.

There are several other technical problems which I allude to in
my testimony. They are not insignificant, but I will not spend time
on them here because I want to finish with one final point, and
that is further on the transparency issue.

The regulation will rely on attestation, but it does not have ac-
cess to the underlying actuarial assumptions on which the attesta-
tion will be based, nor does it have a provision at this point for re-
tirees or their representatives being able to challenge that in some
way, or at least investigate it to see if what is being alleged is actu-
ally the case.

We think that kind of a protection for retirees would go a long
way towards ensuring that the intent of this legislation is actually
met.

Thank you, Mr. Chairman.

[The prepared statement of Mr. Shea appears in the appendix.]

Senator FRIST. Thank you, Mr. Shea. I appreciate all the panel-
ists. You are bringing up so many great ideas, and also the written
statements, which we will all be studying in real detail, I know are
much more specific. But we appreciate all of the comments.

Mr. Burton?

STATEMENT OF LARRY BURTON, EXECUTIVE DIRECTOR,
BUSINESS ROUNDTABLE, WASHINGTON, DC
Mr. BURTON. Thank you, Senator Frist, Chairman Grassley,

Ranking Member Baucus, and all members of the committee for
giving me the opportunity to testify on this important issue.
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I am executive director of Business Roundtable, an association of
chief executive officers of leading corporations with a combined
workforce of more than 10 million employees in the United States,
with $4 trillion in annual revenues.

Our companies alone provide health care coverage to approxi-
mately 25 million people. Rapidly rising health care costs are a
challenge for families and individuals. These costs are creating a
major drag on economic growth for American companies and our
country.

Health insurance premiums have increased at a double-digit pace
each of the past 3 years, and premiums for employer-sponsored
health coverage for families rose 11.2 percent in 2004, which is
about five times the rate of inflation.

Additionally, more than half of Roundtable member CEOs have
identified rising health care costs as the most significant cost pres-
sure facing their companies. That is why a major priority for the
Roundtable is to promote policies that help reduce health care cost
burdens and strengthen the system of market-based health care
coverage for millions of American workers and their families.

This brings me to the three points I want to share today. First,
Business Roundtable believes that the Medicare Modernization Act
is a strong step toward addressing some of the challenges of our
health care system. We support the MMA because it encourages
employers to continue providing retiree health care coverage.

Second, implementation of the law is challenging for employers,
unions, health plans, and PBMs, so it is crucial that the rules are
finalized so that the marketplace develops in a quick fashion. This
will allow our employers to make the best and most informed deci-
sions about how they may continue offering retiree coverage.

Finally, the Roundtable believes it is important to educate sen-
iors and their families about the benefits of this complex law.
There is widespread misperception about what employer-sponsored
retiree coverage is. Companies that provide health coverage to their
retirees over the age of 65 offer benefits that exceed those offered
under the traditional Medicare program. The companies’ extra ben-
efits wrap around the traditional Medicare benefit. In other words,
they supplement traditional Medicare coverage.

The flexibility of this new Medicare law allows employers to con-
tinue to coordinate their extra benefits with Medicare. My written
testimony goes into detail on implementation of the reform and
how important it is to get implementation done quickly. We urge
CMS to move swiftly and we support their efforts to make this new
system work.

Finally, I want to emphasize the importance of communicating
the benefits of the Medicare reform to retirees, their families, and
friends. Until retirees understand the law, they cannot make in-
formed choices. This spring, the Roundtable commissioned a study
to determine the value of this benefit for seniors.

The study detailed the State-by-State value of the prescription
drug discount card and the drug benefit, revealing $24.1 billion in
valuable new drug benefits for seniors.

Because this benefit will only be realized if seniors take advan-
tage of it, we then undertook an effort to communicate about the
Medicare benefit and reform.
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Since May, Business Roundtable has been conducting a national
consumer education effort to inform American seniors of the bene-
fits available to them.

In conjunction with this education campaign, the Roundtable also
produced several educational materials to help communicate the
benefits of this new Medicare plan. With your permission, I would
like to offer these materials for the record.

Senator FRIST. All right.

[The information appears in the appendix.]

Mr. BURTON. We want to continue improving health care cov-
erage for America’s seniors and encouraging employers to continue
providing coverage.

We look forward to continuing to work with CMS to expedite the
implementation process and we support all efforts to communicate
its benefits to seniors. Business Roundtable will continue to work
with all stakeholders to ensure effective implementation.

Thank you very much for allowing me to be here today.

Senator FRIST. Thank you.

[The prepared statement of Mr. Burton appears in the appendix.]

Senator FRIST. I thank the entire panel, and their patience for
what I know has been a long hearing and lengthy testimony over
the course of the morning. Again, we look forward to both dis-
cussing and reviewing all of the materials provided to us in greater
detail.

I have a single question to Mr. Fitpatrick. Thank you for your
support of the MMA. In your testimony, you mentioned that given
the way that the USP draft model guidelines are structured, plans
will likely just cover cheaper drugs, older drugs, for example, the
selective serotonin reuptake inhibitors, the SSRIs.

In reading that and listening, I just want to ask you, are you
sure of that? It seems to me, just looking from afar, that a lot of
the newer drugs are covered in the commercial market today, in
which there are fewer requirements for formularies. This addresses
the whole issue which we are all interested in, in balancing access
and appropriate access with affordability.

Mr. FItzPATRICK. We were concerned, looking at the initial draft
guidelines, that they seemed to create a class within the anti-de-
pressant group that would allow plans the option of only including
the older tricyclates, or perhaps a generic medication, not recog-
nizing that there have been revolutions in the treatment of anti-
depressants, and certainly the SSRIs are more widely used simply
because of the issues around side effects and efficacy.

So what we are certainly advocating for is certainly more access,
and certainly allowing physicians to prescribe the full range of
medications. So, that was largely our concern.

Senator FRIST. All right. Thank you.

Senator Baucus?

Senator BAucus. Thank you. Thank you, Mr. Chairman.

Mr. Merritt, you have heard Dr. McClellan say that he does not
expect there to be a fall-back plan because all of these PDPs and
insurance companies, everybody is going to offer stand-alones, or
people are going to participate in the other plans, the MMAs, and
so forth.
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Now, so far, it is my understanding that there has been no com-
mitment by the private industry to commit to stand-alone plans.
What do you need to know? Have you seen the regulations now?
They have come out. Earlier, I think your organizations were wait-
ing to see what the regulations would be. Now you have seen them.
Are you going to participate? Is Dr. McClellan correct, there will
be no fall-backs?

Mr. MERRITT. Well, we still need to see the final rule. First of
all, there are a varied number of companies in our industry. Some
are insurer-owned PBMs, some are stand-alone PBMs. All of them
will certainly be subcontractors in the stand-alone benefit. It is too
early for us to tell.

Senator BAucuUs. What do you need to know?

Mr. MERRITT. Well, I think we need to know a lot of stuff. We
have concerns about how USP and how the formularies are finally
going to end up. Are all of our tools going to be protected? What
is the prescribing going to look like?

Obviously risk is an issue, but there is a broader issue of, just
generally, are we going to be able to do the things that have made
us a success in the commercial marketplace. So, we need to look
at the final rule, which will be out in February.

Senator BAucus. Right. What do you see in the proposed that
you like, and what do you see that you do not like? I mean, without
taking too much time. And what questions would you like an-
swered? You said you would like to see. Well, that does not help
us very much.

Mr. MERRITT. Sure. Yes.

Senator BAUCUS. But what questions would you like answers to?

Mr. MERRITT. Sure.

Senator BAUCUS. Precise questions.

Mr. MERRITT. All right. First of all, what we want, is you asked
about the things we like and do not like. The thing we like, is the
fact that this is centered around PBMs and around a competitive
marketplace. That is good for us, obviously. We have general issue
concerns.

Specifically, we want to know how formularies are going to be
managed, and we do not know that yet. We need to know how
grievances and appeals are going to be managed as well. Are we
going to have the same confidentiality standards that we have had
in the discount card and the funded benefit?

In the proposed CMS rule in the preamble, it talks about PNT
committees having broad authority. Yet, PNT committees have ba-
sically a clinical job, which they do very, very well for PBMs. What
is going to be their role exactly?

Are we going to be able to do the cost management side, as well
as the clinical side, the way that we really need to? E-prescribing
is on a different track, but that is not totally done yet and we need
to see how that works out.

Also, generally speaking, this is new for us. This is a very short
time frame for us to get all of this together and start making com-
mitments.

Senator BAucus. Right.

Mr. MERRITT. I think we showed clean hands during the discount
card, that we did a lot in our companies to comply with that and
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get on board very, very quickly, and it took a lot of work and a lot
of resources.

Senator BAuCUS. What is your best guess? Will there be fall-back
plans?

Mr. MERRITT. I do not know if what Administrator McClellan has
said is true, and it is very encouraging if it is, then I think you
are going to see participation to do the stand-alones and I am not
sure you are going to need a fall-back. But that is premature of me
to say as well.

Senator BAucUS. When do you think you will know?

Mr. MERRITT. I am not sure, frankly, I am going to know before
this final rule is really done in January or February. We may hear
hints of it, but also, as somebody running a trade association, it is
a very competitive issue. These CEOs are not calling me and say-
ing, I am going to play, I am not, because it has huge implications
for how they are perceived in the marketplace.

Senator BAUCUS. Ms. Ignani, your reaction to my basic question.
Will plans participate? Will PPOs?

Ms. IGNANI. We know that a number of our members are looking
very, very seriously at participating in all of the new products that
will be offered beginning in 2006.

To amplify what Mr. Merritt is saying in terms of what we do
not know now that we are going to be probing with CMS, and will
be in our recommendations and our final regulation submission on
October 4, are several areas that I think will be relevant, and have
been relevant to the previous discussion, Senator Baucus.

First, the issue of two drugs per class. There are namely two
drugs, as you know, so we have to sort through from the perspec-
tive exactly as you have suggested, balancing access, but at the
same time cost containment when we know that essentially there
are combinations that do essentially the same things where there
are generic substitutions and the doctor feels comfortable having
that used.

ow does that play out? How does it play out from the standpoint
of some of the new information coming forth on particular drugs.
So is that a barrier to actually achieving the proper balance and
putting the fulecrum in the right area from the perspective of the
beneficiary?

Senator BAUCUS. What is your best guess? How many PPOs are
really going to participate here?

Ms. IGNANI. I think, to try and answer your question very hon-
estly, there are hundreds of operational issues. So are you asking
me the question about PPO participation or are you asking me
about PDP, prescription drugs?

Senator BAucus. I am asking about both, because you are in-
volved with both.

Ms. IgNANT. All right. Well, let me separate the two.

Senator BAuCUS. Yes.

Ms. IGNANI. And I will not bore you with a lot of the technical
details with respect to the USP. But I do think Mr. Merritt is right
in suggesting that there are a number of things we do not know,
and ultimately we hope that the USP itself, and ultimately CMS,
will look at the recommendations in light of what is going on now
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in coverage for prescription drugs for the under 65. I think that of-
fers a number of lessons in terms of this balance.

In terms of participation, our members are very much interested
in providing services to beneficiaries all across the country. We
have stated that in our testimony.

How the regulations finally get developed in terms of the oper-
ational issues, we will be able to answer very specifically the ques-
tion of who is participating, and when.

What we have been devoted to in talking with hundreds of people
around the country who are administering these programs on the
ground, is to try to get from them their best judgments about what
needs to happen in order to make the operational issues workable.

CMS has done an extraordinary job of outreach and we are work-
ing very, very hard to make sure not only are we providing infor-
mation from Washington, but people in the trenches are offering
information.

Senator BAucus. How do you feel about all of this? Is there
enough time to do it reasonably well to sort out all these issues?

Ms. IGNANI. I must say, had you asked me this question back in
January, I would have been very, very surprised that CMS could
have gained the ground that it did.

In a short period of time, we are now, August, eight months after
the passage of the legislation, putting out 900 pages of regulation
that basically, I think everyone is saying, is an excellent starting
point to give us the opportunity now to dialogue with them on par-
ticular operational issues.

They have accomplished something monumental, and Dr. McClel-
lan deserves a great deal of credit for that, but so do the thousands
of people who are in Baltimore and Washington and around the re-
gions, because they have worked together and they have worked
very hard.

So, I think it is the beginning of a workable framework. We are
probing very, very specifically questions that will be very important
in terms of running these programs and doing what you expect.

Senator BAucus. Mr. Shea, do you think there is enough time to
do ‘lchis right? Do you feel good about it, or not good? Just in gen-
eral.

Mr. SHEA. We are very nervous. We think CMS has really put
a lot of effort into this. The outreach has been terrific. We really
are nervous and afraid, frankly, that if the rule comes out without
sufficient guidance, companies and unions are going to be lost try-
ing to implement this.

Senator BAUcUS. Yes. That is a concern of mine, too, frankly.

Mr. SHEA. And the issue that is most directly our concern, is that
this is going to provide some momentum to further reduce retiree
coverage, exactly the opposite of what it was intended to do, shore
up retiree coverage, and simply because of the fact that there is a
Medicare benefit, employers who want to get rid of this coverage
because of the very high costs involved—I am not saying they do
not have legitimate concerns—want to turn this cost over to the
employees, and they are going to say, there is a Medicare benefit
out there.

Senator BAucus. What is the best way to ensure that the em-
ployees get a fair deal here?
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Mr. SHEA. I think the suggestions I made are the ones that we
have now, and I am sure we will refine them over the next few
weeks, about requiring transparency in terms of what the benefit
is and how the subsidy is used, and making sure the subsidy is ac-
tually used on health benefits, and in demonstrating that to the
employees and their representatives.

Senator BAucUS. Ms. Ignani, how many people, beneficiaries, are
needed geographically to make a plan work?

Ms. IGNANI. I do not think there is an ideal number, actually, but
I do think the indigenous rules are very, very important. How do
they work? Network adequacy, Senator Baucus, is one, for example
that we comment on in our testimony and we have had consider-
able dialogue with this committee about.

That is an area where, in many cases, we are not able to secure
contacts with facilities, hospitals, physician groups that have mo-
nopoly situations in many rural areas.

And so to the extent CMS can provide a little flexibility as we
meet the basic standards, but where we provide evidence that folks
are unwilling to contract, that is a very good example of something
that is standing in the way of participation because you cannot run
a health plan, you cannot offer services, if you do not have a pro-
vider network.

The flip side of that is, in many parts of the country, particularly
in rural areas, we have many facilities that are insisting on 140 to
180 percent of fee-for-service, payments in that arena. So, we have
a number of issues that relate to network adequacy.

So, how they draw those rules, for example, will depend very
definitely on how many plans can participate, because our plans
want to set up networks across the area, whatever the area bound-
aries will be.

Senator BAUCUS. So what is a fair number of geographic areas
or regions? What is a fair number of regions? It was 15 to 50.

Ms. IGNANI. We say in our testimony that this is probably one
of the most difficult issues because we have members, for exmaple,
who come from two perspectives. One, we have the perspective of
plans that are local-based plans, State-based plans.

Senator BAucCUS. I know it is difficult. So what is the answer?

Ms. IGNANI. I am coming to that. I am actually going to give you
an answer.

Senator Baucus. All right. All right.

Ms. IGNANI. I do not mean to prolong this unnecessarily.

Senator BAucus. Right.

Ms. IGNANI. And they have suggested the 50 State approach.
Others who work across the country are looking at the operational
issues inherent in doing more States rather than fewer.

I think that one of the ways to begin to approach this is to begin
with 50 States, with incentives for individuals to do more. We have
talked to CMS about that sort of approach. There are other ways
to do that. Dr. McClellan suggested some of the operational issues
in his testimony that had been flagged by plans that are interested
in providing services across more than one State.

Senator BAucus. Well, boy, I will tell you, you have partly an-
swered my next question, but we have not had a good experience
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in Montana. We had an HMO a while ago, and it left. We do not
have a lot of people in our State.

Ms. IGNANI. I think, as you know well, Senator Baucus, one of
the problems with the services that had been offered in Montana
was, in fact, the inability to sustain the provider network. That is
where a PPO is particularly desirable for hospitals that do not
have the experience accepting risk. They do not have the mecha-
nism to do that. They are more interested in PPOs.

I have noticed that in 2004, I took a look at the pending applica-
tions and the newly approved applications, and we have a number
of managed fee-for-service products, particularly in rural areas
around the country, and hospitals are indicating they are more
comfortable, again, with that. They do not have to have the ability
to accept risk to enter into contractual relationships. So, we are
trying to do as much as we can with as many products as we can
to meet that Congressional expectation.

Senator BAucus. Well, I do not have any other questions.

Before we leave here, does anybody have anything to say? I
mean, has anybody said something that is so outrageous that it de-
serves an answer, or some point that you would like to rebut any-
body here, generally? Anybody? Mr. Shea?

Mr. SHEA. I do not want to get into a back-and-forth, but I do
want to make note, referencing an earlier conversation when Dr.
McClellan was here.

There were at least two significant quality improvement steps
taken from our point of view in the MMA. One, the incentive for
hospitals to be reporting relative performance data in order to get
the full update, and the announcement was made from CMS last
week that 3,900 hospitals are now reporting the full 10 measures.
We cannot stop there. That is just the beginning of public report-
ing.

Senator BAucus. Right. I agree.

Mr. SHEA. The second thing is the very small provision, but a
significant one, is to begin the process of providing, whether it is
clinicians, consumers, or plan sponsors, with comparative effective-
ness information.

This is critical to getting the decision making structure in place.
We cannot sustain the system in its current cost configuration. The
employers cannot pay for it. I do not think the Federal Government
can pay for it.

We have to, as many people have agreed, change the system in
terms of the key delivery process. A lot of people, from employers
to health plans—CMS, I would point out, is the leader in this—are
working on the solutions to this. One key, key step is getting data,
independent, reliable data, on comparative effectiveness among
prescription drugs.

Senator BAucus. I agree with that. Does anybody disagree? I
mean, if we are going to address the cost of health care we have
got to get comparative data and start addressing quality.

Ms. IGNANI. Senator, I think Mr. Shea has made one of the most
important points, because we know that 50 percent of what is done
in health care is not evidence-based. So, we need to have compara-
tive data to understand what is going on.
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Senator BAucus. Who is doing some of the best work, and how
do we get moving?

Ms. IgNANI. Jack Wenburg.

Senator BAucus. Good.

Ms. IeNANI. Elliot Fisher at Dartmouth.

Senator BAucus. Yes, he is good.

Ms. IGNANI. The IOM has done considerable work. The Health
Care Forum is trying to aggregate all this information. But this is
a very, very important point. People need to know not only what
is spent, but what we are spending on.

Senator BAucuS. I would encourage all of you, and anybody else
who might be listening, to kind of take the bull by the horns here
and begin to develop ideas on how to address this, because the
sooner we get at this, the more likely it is that we are going to
start to have some honest, meaningful solutions to the increased
health care costs in this country. There is an opportunity for all of
us here. There is an opportunity for each of you, as well as these
other organizations.

Mr. SHEA. And passage of the patient safety legislation, which I
think has been 6 years in the works, was really a big, big step this
past summer. We certainly hope that the conference committee is
able to get this done and get it to the President’s desk.

Senator Baucus. All right. Well, thank you very much for your
participation and your patience.

Chairman Grassley would like for me to announce that the
record will remain open until the close of business Friday. I would
encourage everybody to follow that.

The hearing is adjourned. Thank you.

[Whereupon, at 12:55 p.m., the hearing was concluded.]
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Introduction

Thank you, Chairman Grassley, Ranking Member Baucus, and all members of the

committee for giving me the opportunity to testify today on this important issue.

I’'m Larry Burton, Executive Director of Business Roundtable, an association of chief
executive officers of leading corporations with a combined workforce of more than 10
million employees in the United States and $4 trillion in annual revenues. Our

companies alone provide health care coverage to approximately 25 million people.

Rapidly rising health care costs are a challenge for families and individuals. These costs
are creating a major drag on economic growth for American companies, and our country.
Health insurance premiums have increased at a double-digit pace each of the past three

years. Premiums for employer-sponsored health coverage for families rose 11.2 percent

in 2004, which is about five times the rate of inflation.

Additionally, more than half (58%) of Roundtable member CEOs have identified rising

health care costs as the most significant cost pressure facing their companies.
That is why a major priority for the Roundtable is to promote policies that help reduce
health care cost burdens and strengthen the system of market-based health care coverage

for millions of American workers and their families.

Which brings me to the three points I want to share here today.

(59)
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1. First, Business Roundtable believes that the Medicare Modernization Act (MMA) is a
strong step toward addressing some of the challenges of our health care system. We
support the MMA because it encourages employers to continue providing retiree
health care coverage.

2. Second, implementation of the law is challenging for employers, unions, health plans,

and Pharmacy Benefits Managers (PBMs) — so it is crucial that the rules are finalized

so that the marketplace develops in a quick fashion. This will allow our employers to

make the best and most informed decisions about how they may continue offering
retiree coverage.
3. And finally, the Roundtable believes it is important to educate seniors and their

families about the benefits of this complex law.

Medicare Modernization Act

There is a widespread misperception about what employer-sponsored retiree coverage is.
Companies that provide health coverage to their retirees over the age of 65 offer benefits
that exceed those offered under the traditional Medicare program. The company’s extra
benefits “wrap around” the traditional Medicare benefit - in other words, they

supplement traditional Medicare coverage.

With the dramatic rise in health care costs over the past few years, sustaining employer-
sponsored retiree coverage has been difficult. In fact, over the past 15 years, the number
of medium and large companies offering employer-sponsored retiree health benefits has
reduced by half. Typically, though not universally, these plans offer generous health
benefits that simply supplement the current Medicare program, including the new
prescription drug benefit. Today, about 12 million seniors — one in three — have

supplemental Medicare coverage through their employers.

A May 2003 survey found that of the 65 Business Roundtable companies that responded,
all offer retiree benefits that supplement Medicare. The benefits average $2,333 per year

per beneficiary, of which an average of $1,498 is spent on outpatient prescription drug
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coverage. Retiree plans use PBMs or private insurers to manage these prescription drug
benefits. Employers have a vast array of expertise in offering retiree health care benefits
and in driving quality improvements through innovation.

Given these factors, the Roundtable supports the MMA for the following reasons:

1. It provides options for employers to continue providing retiree health care coverage to

retirees;

2. lItrecognizes that an eraployer-sponsored retiree plan js “group” coverage and, as

such, certain requirements such as geography, premium, and payment may be
modified through a waiver process; and

3. It contains important steps toward providing all consumers with certain information

on cost and quality.

Medicare Modernization Act Regulations

The Center for Medicare & Medicaid Services (CMS) rules provide further context for
the law’s employer-sponsored retiree plan options. Employers are likely to choose to

continue to offer benefits as follows:

Employers who offer drug benefits to their retirees who are eligible for
prescription drugs could:

(1) Provide prescription drug coverage through employment-based retiree
health coverage. If employment-based retiree health coverage is at least actuarially
equivalent 1o the standard prescription drug coverage, the sponsor would be eligible for
a special Federal subsidy for each individual;

(2 Contract with a PDP sponsor or Medicare Advantage (MA) organization
to enroll Medicare beneficiaries covered under the retiree plan into a prescription drug
plan (PDP) or Medicare Advantage-prescription drug (MA-PD) plan. Alternatively, the
sponsor itself could apply to be a PDP sponsor or MA organization and offer a PDP or
MA-PD plan to its retivees. Employers could offer drug coverage that is more generous

than that offered under the standard prescription drug coverage under Medicare Part D.
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(3) Provide prescription drug coverage that supplements, or “wraps-
around,” the coverage offered under the PDP or MA-PD plans in which their retirees

(and retiree’s spouse and dependents) enroll.!

All of these options continue to involve the employer in offering some form of retiree
health care coverage, and it’s important to note that these options still equate to offering
that coverage. The flexibility of this reform allows employers to continue to coordinate

their extra benefits around the Medicare benefits offered to their retirees.

Implementation Issues
In order to implement the employer provisions of the MMA, the final rules must be

promulgated so that employers can accurately assess their options, and contracting
prescription drug or Medicare Advantage plans can finalize their strategies such that a
marketplace exists for employers. At this point in time, employers do not know what
entities will be offering PDP plans and Medicare Advantage plans, so it is essential for

CMS to move quickly in addressing these implementation issues.

Furthermore, employer plans need full flexibility to select from the options offered by the
law — receiving a subsidy; electing and enhancing benefits offered by a Prescription Drug
Plan; or enrolling beneficiaries in a Medicare Advantage plan. Business Roundtable

companies have, on average, seven different retiree plans.

Implementation is a complex issue that requires health insurers and PBMs to work with
employers and human resource managers. We urge CMS to move swiftly and we support

their efforts to make this new system work.

Medicare Education Campaign

Turning now to my final point, I want to emphasize the importance of communicating the
benefits of the Medicare reform to retirees, and their families and friends. It is critical

that they have information to allow them to make informed choices.

! Fed. Reg. Vol. 69, No. 148, Tuesday, August 3, 2004
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This spring, the Roundtable commissioned a study to determine the value of this benefit
for seniors. The study detailed the state-by-state value of the Prescription Drug Discount
Card and the drug benefit, revealing $24.1 billion in valuable new drug benefits for

seniors.

Because this benefit will only be realized if seniors take advantage of it, we then
undertook an effort to communicate the message about the Medicare benefit and reform.
Since May, Business Roundtable has been conducting a national consumer education
campaign to inform America’s seniors of this new option and benefits available to them

as part of the new Medicare law.

In conjunction with this education campaign, the Roundtable also produced several
educational materials to help communicate the benefits of the new Medicare plan. A
brochure called 70 Things You Should Know About the New Medicare Prescription Drug
Benefit, newsletter articles, and handouts were created to assist companies in presenting
information to their current and former employees. With your permission, I offer these

materials for the record.

Again, let me emphasize the importance of working together to ensure that retirees have

clear, concise information about this new law.

Conclusion

In conclusion, we believe that the MMA is an important step forward in improving health
care coverage for America’s seniors and encouraging employers to continue providing
coverage. We look forward to continuing to work with CMS to expedite the

implementation process, and we support all efforts to communicate its benefits to seniors.

Business Roundtable will continue to work with all stakeholders to ensure effective

implementation.
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Testimony of Larry Burton
before the Senate Finance Committee
Hearing on “Implementing the Medicare Prescription Drug Benefit and Medicare
Advantage Program: Perspectives on the Proposed Rules”
September 14, 2004

Questions & Answers

Question from Senator Grassley

1. In the past, many large employers offered Medicare+Choice plans to their
Medicare-eligible retirees. Unfortunately, as you know, many plans had to
withdraw from the program due to insufficient funding. The Medicare
Modernization Act (MMA) took significant steps to remedy that situation under
the Medicare Advantage program.

What do employers and retirees find attractive about Medicare health plans? Do
you think employers will work to offer these plans to their retirees again?

A. Many large employers did offer Medicare+Choice plans to their Medicare-eligible
retirees. As a result of reduced funding for the premium, many plans exited key
marketplaces making this a less attractive market for many employers. Business
Roundtable supported the MMA provisions that strengthened the Medicare
Advantage program. MMA plans are expanding at this time due to the provisions
of MMA. We are aware that some employers are evaluating Medicare Advantage
as an important option for their retirees in the future.

Question from Senator Baucus

1. Mr. Burton, what is the best way to define actuarial equivalence? What is the best
way to ensure that existing retiree coverage is maintained and that the subsidy is
only paid to employers that provide coverage equal or greater than the standard
Medicare benefit?

A. Inits proposed rule, CMS defines "actuarial equivalence" as “equivalent values
demonstrated through the use of generally accepted actuarial principles and in
accordance with section 1860D-11(c) of the Act and §423.265(c)(3) of this part.”
69 Fed. Reg. at 46635. Business Roundtable supports this type of broad
definition, not wedded to any single methodology, for a number of reasons.

First, we believe that this flexible approach of incorporating generally accepted
actuarial principles fosters the legislative goals of attracting a significant segment
of the employer sector, thereby maximizing the number of employers eligible for
the drug subsidy, while preventing windfalls for employers who do not provide a
benefit that is at least equivalent to the Medicare benefit.

Page 1 of 2
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Second, a flexible approach, such as the one adopted in the proposed rule, reduces
transaction and compliance costs, both at the public and private levels, and makes
timely implementation realistic.

We do not support the use of a fixed value test because the value will be
dependent upon the nature of the plan design and the expected utilization of
benefits under the plan. Furthermore, we believe that employers should only
count the employer contribution toward the plan in evaluating whether the plan
qualifies for the subsidy.

Page20f2
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Michael J. Fitzpatrick
Testimony Before the Senate Finance Committee
Hearing on the Medicare Prescriptien Drug, Improvement and Modernization Act of 2003
Regulations
September 14, 2004

L Introduction
Mr. Chairman and members of the Committee, I am Michael Fitzpatrick,
Executive Director of the National Alliance for the Mentally IIl (NAMI). 1 am here today
on behalf of my organization and its 210,000 members and 1,200 affiliates, as well as:
ALS Association,
American Auto-Immune Related Diseases Association,
Epilepsy Foundation of America,
Huntington’s Disease,
The Latino Coalition,
Lupus Foundation,
Men’s Health Network,
National Alliance for Caregiving,
National Adult Day Services Association,
National Grange of the Order of Patrons of Husbandry,
National Coalition for Women with Heart Disease,
Prevent Blindness America, and
RetireSafe.org.

Mr. Chairman, I want to thank you for convening this hearing and for providing
us the opportunity to present to this Committee the concerns we have regarding patient
protections under the new Medicare prescription drug benefit.

The organizations on whose behalf I am speaking today have long supported the
principle of Medicare reform to include prescription drug coverage, and we applaud
efforts in Congress to improve access to pharmaceuticals for our nation’s most vulnerable
citizens. We hope that that, when fully implemented, this new benefit will offer
unprecedented — and long overdue — coverage of outpatient prescription drugs for our
nation’s seniors. Such coverage is critical to all Medicare beneficiaries, but it is
especially important to those beneficiaries from vulnerable populations, such as those
living with disabilities and chronic illnesses. We are committed to working with CMS
and this Committee to ensure that the new law and its implementing regulations provide
the intended coverage and protection to Medicare beneficiaries. In this regard, allow me
to briefly highlight a few of our priority issues going forward.

IL Formularies Must Be Defined to Enable Access to Necessary Treatments

In treating Medicare beneficiaries, particularly vulnerable seniors and people with
disabilities, physicians often must try many different drugs within the same
pharmacological class before finding the one that is the safest and most effective fora
specific individual. Physicians must consider a drug’s side effects and efficacy, patient
co-morbidities, and possible interactions with other drugs the beneficiary may be taking,
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which, of course, can vary greatly from patient to patient. Further, it is not uncommon
for a drug to be initially effective for a patient, but to subsequently lose efficacy, thus
requiring the physician to begin the search again. Consequently, it is critical that
physicians treating Medicare beneficiaries have access to a2 wide array of medications.

In this regard, we are concerned that the recently issued draft drug classification
guidelines (the Guidelines) developed by the U.S. Pharmacopeia (USP), coupled with
language in the recently issued prescription drug benefit Proposed Rule (Proposed Rule),'
may not provide adequate access to all necessary medicines. Because the Proposed Rule
only requires that two drugs be covered in each class,” the range of classes becomes a
critical benchmark for the range of drugs that enrollees and their doctors will have access
to. We believe the classifications set forth in the Guidelines may create confusion and
could be used by prescription drug plans to discourage the enroliment of certain
beneficiaries, e.g., Medicare beneficiaries with severe disabilities or chronic illnesses
who have higher treatment costs.

For example, the Guidelines divide the category of antidepressants into three
classes, one of which is reuptake inhibitors.® Selective serotonin reuptake inhibitors
(SSRIs) and Selective Norepinephine Reuptake Inhibitors (SNRIs) are not segregated as
distinct classes, but are instead collapsed into this single class with older tricyclic
medications that are now widely recognized as outdated and antiquated treatment options.
However, because of the way prescription drug plans can use the Guidelines to restrict
access, it is reasonable to assume that many plans will choose to offer two older tricyclic
medications as the only treatment option for depression for their enrollees. Likewise, in
the case of anti-epileptic drugs used to treat seizures, USP failed to divide the category of
anti-convulsants into any classes whatsoever. This means that USP’s draft Model
Guidelines would only require health plans to cover two drugs, or 10% of the currently
available seizure medications.

We also are concerned that restrictions on the numbers of classes and categories
of drugs, as proposed in the USP Guidelines, could discourage the development of new
prescription medications. For example, manufactures would have little incentive to
produce new drugs if formularies already satisfy the minimum two drugs per class
requirement by providing access to older medications. There is little financial incentive
to pursue these medications if there is a more than reasonable chance they would be
excluded from formularies.

Consequently, CMS should require plans to provide clinical coverage for more
than two drugs per class, if clinically appropriate. Since clinically inappropriate limits on
certain classes could adversely impact the quality of care Medicare beneficiaries receive,

' 69 Fed. Reg. 46,632 (Aug. 3. 2004).
? Seg 69 Fed. Reg. at 46,660,

* Sec Medicare Prescription Drug Benefit Draft Model Guidelines, Drug Categories and Classes in
Part D, United States Pharmacopeia (Aug. 2004),
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CMS should address the need for coverage of an appropriate range of therapeutic options
in the final regulations. To its credit, CMS is seeking comments on ways to balance the
needs of the mentally ill and other vulnerable patient populations with the need for
flexibility by prescription drug plans.® We plan to respond to the agency’s request with
information demonstrating the importance of requiring broad access to medications so
that physicians have the flexibility to prescribe any necessary drug. We urge the
Committee to take an active role in overseeing the new benefit to ensure that CMS fulfills
its obligations under the MMA.

We are also concerned that the process by which the USP Expert Committee
developed the Guidelines was not open to groups representing Medicare beneficiaries
living with severe disabilities and chronic illnesses. In June, eight patient groups,
including NAMI, requested a meeting with USP staff to offer input into the process of
developing the Guidelines. This request was made in writing through a formal letter that
was signed by the groups. Unfortunately, we never received a formal response from the
USP staff. After several follow-up phone calls, we were informed that neither the Expert
Committee nor the USP staff would be meeting with patient organizations in advance of
the August 27 public meeting.

At the same time, we understand through press reports that USP staff and the
Expert Committee have been holding formal and informal meetings with other
stakeholders. We are also frustrated that appointments to the Expert Committee that were
to represent the interests of beneficiaries did not include organizations representing
beneficiaries with chronic ilinesses. While we respect the need for the Expert Committee
and USP staff to develop these Guidelines free of influence from the diverse array of
stakeholders in the new drug benefit, we feel strongly that this process has been tilted to
restrict meaningful input from the stakeholder who is most at risk, i.e., the Medicare
beneficiary who will depend on the new drug benefit for access to life-saving and life-
sustaining treatment. We strongly urge this Committee to exercise its oversight authority
to ensure that CMS does not adopt final Guidelines that fail to consider the needs of the
most vulnerable beneficiaries.

Another potential problem faced by chronically ill, mentally ill, and other
vulnerable Medicare beneficiaries under the new benefit is the provision of the MMA that
allows prescription drug plans to change their formularies in the middle of the plan year.?
Such a change is allowed so long as the plans provide “appropriate notice™ to affected
beneficiaries and other stakeholders prior to removing a covered drug from a formulary
or changing its cost-sharing status.® “Appropriate” is defined as 30 days in the Proposed
Rule.” We strongly believe that this is insufficient notice and does not recognize the real
world, crucial nexus between drug plan choice and access to vital medicines for
beneficiaries. Medicare beneficiaries are locked into one plan for an entire year and may

* See id. at 46,661.

3 See 42 U.S.C. § 1395w-104(b)3)(E).
% Seeid.
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have specifically chosen the plan based on its formulary. Beneficiaries who cannot
obtain the same treatment due to a formulary change may fail to complete their treatment
regimens, thus increasing other Medicare costs if more expensive medical interventions
are subsequently required.

If CMS believes that it cannot limit prescription drug plans in this manner, the
agency should at a miniroum require that plans “grandfather” coverage of chronic
medications until the next open enrollment period. While this approach would still
permit plans to use “bait and switch” marketing strategies involving popular medicines, it
would provide the most vulnerable beneficiaries on established medicines the ability to
continue their existing treatment regimen without having to pursue coverage through the
plan’s appeals process.

Relying on the most vulnerable populations — including those who are chronically
ill, mentally ill, or enrolled in long-term care facilities — to successfully and in a timely
way navigate the appeals process to obtain drugs that previously were covered as a matter
of course is not a realistic option. Many may be unaware of, or not understand, the
appeals process and instead turn to less effective therapies or stop their treatments
altogether. For these populations, these concerns are exacerbated by their condition,
making it critical that these beneficiaries be allowed to continue receiving their drugs
under existing terms, without having to pursue an appeal.

HI.  Pharmacy and Therapeutic Committee Operations Should Be Transparent
and Reflect an Independent Assessment of All Coverage Restrictions
As you know, the MMA outlines very basic standards for the development of
formularies by prescription drug plan pharmacy and therapeutic (P&T) committees and
for the composition of such comumittees, but grants CMS considerable latitude to
establish guidelines to make this process sensitive to the specific needs of beneficiaries.

One important way to protect these interests is for CMS to require participating
P&T committees to provide the public and their members with advance notice of their
meeting agendas and to accept public input on drug coverage decisions. P&T committees
should accommodate such input both during the development of policies, and after the
policies have been finalized in draft form, but before implementation. Such a
requirement would help CMS ensure that P&T committees comply with the MMA
requirement that coverage decisions be based “on the strength of scientific evidence and
standards of practice, including assessing peer-reviewed medical literature.”

Additionally, this process will ensure that beneficiary protections for coverage
decisions under the new drug benefit parallel those protections provided by the public
comment process in the traditional Medicare program for developing national and local
coverage policies. P&T committees should also be required to document and explain the
reasons for their formulary decisions and make these determinations public. This would
ensure that the P&T Committee follows the intent of Congress and makes clinical, rather
than financial, judgments when developing a formulary.

¥ See 42 U.S.C. § 1394w-104(b)(3)(B).
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To ensure that all coverage policies are based on objective, clinical rationales and
are developed by clinical experts, CMS should also implement rules making explicit that
P&T committee responsibilities extend beyond the development of simple formularies to
include the development of all restrictive coverage policies. In the preamble to the
Proposed Rule, CMS states that it interprets the MMA as “requiring that a P&T
committee’s decisions regarding the plan’s formulary be binding on the plan.”® In
addition, CMS states that it expects “P&T committees will be involved in designing
formulary tiers and any clinical programs implemented to encourage the use of preferred
drugs (e.g., prior authorization, step therapy, generics programs).”’° However, these
provisions are not included in the actual regulations, but are only discussed in the
preamble. We urge CMS to include these requirements in the regulations themselves to
ensure that prescription drug plans understand their obligations. As noted above, the
rationales and clinical justifications for these coverage policies should be subject to
discussion and validation in an open forum with an appropriate opportunity for public
input, including input from patient advocacy organizations.

CMS also is seeking additional public comment on the important issue of P&T
committee independence.'’ In this regard, we strongly recommend limiting the mumber
of voting P&T committee members with conflicts so as to avoid diluting the voices of
independent members. The recent settlement of the government’s investigation of
Merck-Medco Managed Care provides guidance in this regard.'? Pursuant to that
agreement, a majority of P&T committee members must be actively practicing
physicians, pharmacists, or health care professionals and not be employed by Medco,"
thus limiting the risk that conflicted members will marginalize the input of independent
members. This protection should be incorporated into the regulations.

IV.  The Regulations Should Incorporate Patient Protections for Therapeutic

Substitution

CMS should incorporate in the final regulations patient protections for therapeutic
substitution and, in particular, a requirement that prescription drug plans not engage in
such practices without the express consent of the prescribing physician. In the preamble
to the Proposed Rule, CMS indicated that it supports such a requirement, but neglected
to include it in the regulations. We urge CMS to expressly include such a standard in the
final regulations, or, alternatively, to expressly state that plans should defer to state laws

¥ 69 Fed. Reg. at 46,659.
wig,
" See id,

2 See United States v. Merck-Medco Managed Care, Civil Action No. 00-737, Consent Order of
Court for Permanent Injunction (E.D. Pa)

" See id.

'* 69 Fed. Reg. at 46,667 (“Therapeutic substitution would always require explicit prescriber
notification and approval.™).
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on therapeutic substitution. As you may be aware, many states have laws requiring
prescriber consent before plans may make a substitution.

Preserving the physician’s role in the prescribing process is an important
beneficiary protection, particularly for vulnerable Medicare populations who may be on
multiple medications and living with many co-morbidities. We believe that the patient-
physician relationship in these situations is sacrosanct and should not be undermined by
any implication that therapeutic substitution can be executed without explicit physician
consent.

V. CMS Should Provide Detailed Guidance for Alternative Benefit Designs to

Ensure That Beneficiaries Receive Access to Needed Therapies

It is iraperative that CMS vigorously enforce the requirement under the MMA that
prescription drug plans not implement alternative plan designs ~ such as alternative tiered
cost-sharing schemes — if “the design of the plan and its benefits . . . are likely to
substantially discourage enrollment” by certain Medicare beneficiaries.”® In this regard,
we are very concerned that alternative schemes designed principally to reduce costs could
impede patient access to medically optiral medicines and could be used by plans to
“cherry-pick” only the healthiest enrollees. Medicare beneficiaries — particularly those
living with chronic illness and severe disabilities — would be particularly at risk if plans
engaged in such practices.

In the Proposed Rule, the Secretary states it will review “tiered cost-sharing, the
use of categories and classes in a formulary, and the choice of drugs provided in each
category,” but does not state what the standard of review will be.'® We plan to request
that CMS further clarify the standards by which it will review benefit design for
discriminatory effect. and that, in particular, it consider the following recommendations.

In general, we urge CMS to closely scrutinize applications to provide alternative
benefit packages. To avoid the potential for favorable selection and ensure that patients
and their providers can reasonably access different therapeutic choices — particularly,
drug therapies that target vulnerable populations — we recommend that CMS place
reasonable limits on the cost-sharing requirements a prescription drug plan could employ
in alternative, tiered co-payment, benefit packages. Specifically, we recommend that the
agency consider 2 maximum limit on cost-sharing differentials and that a beneficiary’s
co-payment never be allowed to be greater than one-half of the plan’s cost for the drug.
Further, to avoid adverse selection problems, we urge CMS to require plans to maintain
consistent cost-sharing requirements across all therapeutic classes. By including these
protections, CMS would help ensure that the most vulnerable beneficiaries do not face
discriminatory co-payments that are markedly higher than those faced by individuals with
other conditions and disease states.

¥ See 42 U.S.C. § 1395w-111{)(2)D)(i).
'6 See 69 Fed, Reg, at 46,680.
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Prescription drug plans should also be required to specifically address the issues
of adverse selection and beneficiary access to care in their applications to provide
alternative benefit packages. CMS should make public its analyses and an explanation of
its final decisions to approve or disapprove these applications. These reports should
specifically address the agency’s findings on the issues of favorable selection and access.
Publicizing the analyses and explanations regarding CMS’ decisions will ensure public
oversight of plan benefit designs and the ability of vulnerable populations to access the
drug benefit prescribed by Congress.

The regulations must also ensure that Medicare beneficiaries have access to the
latest treatments approved by the FDA. This is particularly important for vulnerable
populations, such as people with ALS, for whom emerging treatments could significantly
improve the treatment of their conditions. Standards must be established that recognize
emerging medicines and provide an opportunity for these medications to be included in
formularies in a timely manner. Additionally, patients should have access to these new
therapies while they are being reviewed for inclusion on a formulary. In this way,
formularies should be flexible, not only meeting the needs of the patients of today, but
also those of tomorrow by providing timely access to new medications, while at the same
time ensuring continued innovation.

Finally, we believe that the regulations must ensure access to “off-label”
medications as necessary. Off-label use of prescription drugs is conumon practice in the
care and treatment of patients with complex chronic conditions. For example, there are
no medications approved by FDA with primary indications to treat lupus. Therefore,
proper care of lupus patients requires physicians to prescribe multiple medications off-
label. In its proposed rule (might only be in preamble...must check cite) CMS directs
prescribers to clearly document and justify off-label use in their Part D enrollees’ clinical
records. Unintentional oversight of off-label treatments can lead to dire consequences in
vulnerable populations, denying medications to frail patients or instituting additional
barriers to access. Further, attention must be given to evidence-based off-label usage in
formulary development. A plan may chose to cover more than two drugs in a given
therapeutic class, but since the plan is not required to cover drugs per off-label use,
essential medications could be omitted from the formulary.

VI. CMS Should Implement Special Protections for Dual Eligibles

We also believe the final regulations should address the unique problems faced by
beneficiaries who quahfy for both Medicare and Medicaid (so-called “dual eligibles™).
These individuals are particularly vulnerable because of their low incomes. Significantly,
a large percentage of dual eligibles (by some estimates as many as 40%) are living with
severe mental illnesses and other disabilities.

Currently, these beneficiaries are receiving their drugs under Medicaid. To
protect these and all low-income individuals, CMS should enforce a “continuity of care”
requirement to ensure access to the same array of mental health and other medications
that are available under Medicaid. Ata minimum, dual eligibles should be allowed to
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continue on the medications they are currently taking and not be required to switch to
another drug.

In addition, under existing Medicaid law, dual eligibles cannot be denied access to
their medications if they are unable to pay their co-payments. While the co-payment for
any single drug may be nominal, beneficiaries taking multiple drugs may face multiple
co-payments which in the aggregate can pose a substantial financial burden.
Consequently, it is imperative that this Medicaid protection be included in the new
Medicare drug benefit so that beneficiaries who cannot pay their co-payment are not
denied access to necessary medications.

VII. Beneficiaries Should Have Meaningful Appeal Rights

To ensure that beneficiaries’ rights are protected, the final regulations should
provide meaningful grievance and appeal procedures for denials of coverage and
improper conduct by prescription drug plans. We have a number of concerns with regard
to these appeal procedures, not the least of which is their utter lack of clarity in
establishing different processes and procedures for challenging different kinds of plan
decisions. In general, we believe that CMS should endeavor to clarify these highly
important procedures, so that beneficiaries and their families are fully aware of their
rights under the new benefit.

We are also concerned that, under the Proposed Rule, it is unclear when a decision
is considered to be a coverage determination that requires a specific written notice with
appeal rights and, in particular, whether a denial of a drug as a non-formulary drug at the
pharmacy counter would constitute such a coverage determination. Without a written
notice of appeal rights, the beneficiary may never realize that an additional step is
required to trigger the appeals process. Consequently, CMS should clarify the Rule to
require that a notice of coverage determination be issued at the time the prescription is
denied at the pharmacy and that such notice include an explanation of the beneficiary’s
appeal rights.

Next, CMS should clarify that beneficiaries have the right to de novo review of
denials of coverage and exception requests before an independent review entity (IRE).
Specifically, CMS seems to treat IRE reconsiderations arising from formulary exception
requests differently from those arising from other coverage determinations. CMS states
that an IRE, when reviewing an appeal of a denial of a formulary exceptions request, is
limited to determining whether the prescription drug plan properly applied its own
formulary exceptions criteria and that “the IRE would not have any discretion with
respect to the validity of the plan’s exception criteria or formulary.”"” This limited review
is not supported by the MMA. CMS should clarify in the final rule that it does not intend
to limit the scope of IRE review.

Third, beneficiaries with chronic, mental, and other debilitating illnesses must be
able to obtain rapid responses to their appeals and not have to navigate multiple

'"1d. at 46,721.
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procedures. Under the MMA and Proposed Rule, to obtain a non-preferred drug on the
same cost-sharing terms as a preferred drug, the prescribing physician must demonstrate
that the preferred drug “either would not be as effective . . . or would have adverse
effects.”’® Similarly, to receive coverage for a non-formulary drug, the prescribing
physician must demonstrate that “all covered Part D drugs on any tier of the formulary . .
. would not be as effective for the individual as the nonformulary drug [or] would have
adverse effects for the individual "’

This second showing necessarily encompasses the determination that the
preferred formulary drug is not as effective as the non-formulary drug or would have
adverse effects on the individual. Therefore, it would not make sense to grant preferred
cost-sharing status to a second or third tier drug for which the beneficiary had
demonstrated medical necessity, but not grant similar treatment to a non-formulary dmg
for which the beneficiary had made a similar showing. Patients should be able to obtain
both coverage and preferred status in one appeal.

Further, assuming a beneficiary is successful in an appeal to obtain coverage or
preferred status for a drug, the plan appears to have complete discretion to determine the
beneficiary’s cost-sharing obligations. ® A beneficiary who obtains coverage of a
necessary drug but cannot afford the plan-established cost-sharing has wholly illusory
appeal rights. We strongly urge CMS to establish reasonable parameters for the cost-
sharing obligations of beneficiaries who file successful appeals.

Finally, CMS should clarify the scope of the plan decisions that are appealable.
To ensure that appeal rights are meaningful, the appeal provisions should apply to the full
scope of coverage denials — including denials of requests for prior authorization.

VIIL. Conclusion

Mr. Chairman, we appreciate that Congress has taken an enormous first step
toward providing a comprehensive outpatient prescription drug benefit to Medicare
beneficiaries. CMS has built on that effort in its proposed regulations, but much work
needs to be done to ensure that this benefit is robust and successful and that beneficiaries
have the safeguards they need and deserve. We pledge to continue working with you and
with CMS to provide assistance, feedback, and information in every way we can to
develop a meaningful Medicare prescription drug benefit that protects the interests of all
beneficiaries. Thank you again for allowing me the opportunity to present our views. |
am, of course, prepared to answer any questions you may have.

%428 1395w-104(g)(2); see also 69 Fed. Reg. at 46,720.
1942 § 1395w-104(h)(2) {emphasis added); see also 69 Fed. Reg. at 46,721,
% See 69 Fed. Reg. at 46,721, 46,844,
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Question from Chairman Grassley

1. In your testimony, you state that you had a number of concerns about the appeal procedures and that
CMS needs to clarify the procedures in the final rules. What specifically do you think CMS needs to
do?

Answer

To appeal adverse determinations or exception decisions, beneficiaries must request plans to review their
decision again and make a redetermination within 30 days unless the beneficiary paid out-of-pocket for the
medication at issue, in which case the plan has 60 days to decide. Even if a plan honors a request to
expedite a redetermination, the deadline for plans to make a decision could be as long as 14 days. Further,
following a redetermination, beneficiaries may appeal to an independent review entity for a reconsideration
of their case, but these entities will not be authorized to review or question the criteria plans use to evaluate
exceptions requests. The proposed rules do not even set deadlines for reconsideration decisions, Finally,
after receiving a reconsideration decision, beneficiaries are only allowed to appeal to an ALJ if the amount
in controversy meets a threshold level of $100, and it is unclear how CMS will calculate whether a
beneficiary has met this threshold.

Consequently, the exceptions process and the requisite mechanisms to effect it, will fail respecting the need
for timely and clinically appropriate access. NAMI recommends that CMS create a special exceptions
process for this population. Such a would require only physician attestation (dispense as written) or
comparable certificate of medical necessity to accompany those prescriptions not on the PDP formulary in
accordance with the statutory definition of medical necessary services at 42 U.S.C. § 1395(y).

CMS should also expand section 423.600 (a) to allow not only the enrolle, but also the enrollee's
authorized representative or the prescribing physician to file a written request for reconsideration by the
Independent Review Entity (IRE). There are beneficiaries who simply do not have the physical or mental
capability to craft a written response. Just as CMS has suggested that an enrollee, the enrollee’s authorized
representative, or the prescribing physician on behalf of the enrollee may request a standard coverage
determination or expedited redetermination, these individuals should also be allowed to request a
reconsideration with an IRE.

NAMI would also like to suggest that expedited requests be resolved by plans within 24 hours of receipt
and within 3 hours in long-term care facilities. It would also be helpful if a prescribing physician is
allowed the discretion as to whether an expedited request is warranted. Under the proposed regulations,
PDPs are allowed 14 days to consider an exceptions request with an additional, optional 14 days available
as an extension. As such, a standard exceptions request may take up to a month to come to a resolution.
Such a long delay in determining an initial exception is simply too long for the standard case. Moreover,
such a delay in ruling on an exceptions request could have serious consequences for beneficiaries whose
health may be in jeopardy while awaiting a response.

Physicians should be the first and final determiner of the necessity for expedited exceptions request. This
meets Congress’ intent as stated in 1860D-4(g)(2), specifically: "...the prescribing physician determines
that the preferred drug for treatment of the same condition either would not be as effective for the
individual or would have adverse effects for the individual or both." In addition, many federal and state
regulations require that long-term care pharmacists dispense medications within three hours of the order
being written. A lengthier approval process would force these entities to be in violation of their legal
requirements,

Moreover, in the event that exceptions requests or coverage determination appeals are unsuccessful,
beneficiaries should be allowed a special election period to enroll in a different plan offering the drugs
prescribed by the physician. This special election period should be limited to 30 days during which the
drug(s) in question should continue to be supplied by the plan denying the exception request/coverage
determination. It is important to note that the proposed regulations already make provisions for a special
election period in the event that an exceptions request and all subsequent appeals are denied. Specifically,
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Section 423.36 (c)(8)(ii) makes clear that individuals may change plans if "the individual meets other
exceptional circumstances as CMS may provide." Following the same logic for continued drug coverage
during appeals, a 30-day window should be established in which beneficiaries continue to receive adequate
drug supply until they can enroll in a new plan offering them the ability to continue on the prescribed
therapy.

Finally, a continued supply of the drug(s) in question need to be guaranteed at the previous tiered price
sharing level by a plan while an exceptions request is under consideration. Since an exceptions request
requires the physician's determination that the requested treatment and not the preferred drug treatment is
required for effective and safe therapy, plans should continue to supply the drug in question during the
entirety of appeals process in order to protect the health of the beneficiary. Such drugs should be afforded
to the beneficiary at the previous tiered price level, if applicable, as before the mid-year change. Increasing
the financial burden on an enrollee during the appeals process may represent a de facto denial of
appropriate medication if the enrollee lacks the financial means to continue the prescribed medication
during the appeal. Such a denial may potentially culminate in adverse outcomes and increased total
healthcare expense.

Not only does a continued drug supply provide needed protections for enrollees, it also motivates plans to
quickly resolve exceptions requests. Without such a mechanism, plans may lack the direct financial
incentive to meet the appellate timelines required of them and instead may inadvertently or purposefully
lengthen the time for resolving an exceptions request at the expense of beneficiary’s health.

Question from Senator Baucus

1. Mr. Fitzpatrick, the 2003 Medicare bill sought to balance the tension to between providing access
to medically-necessary drugs and appropriate cost containment. In your respective opinions, do
the Title I regulations appropriately strike this balance?

Answer

NAMI remains hopeful that this balance will be found. However, the proper balance between access and
cost containment can only be reached in the final regulations if CMS adheres to the congressional intent
contained in the Medicare bill and implements its own suggestion in the NPRM preamble to permit special
needs populations, such as those with mental illness, access to an open formulary. These beneficiaries
often must confront cognitive impairments and other symptoms of their illnesses that limit their ability to
ability to select the appropriate plan and assess the drugs on each plan’s formulary (i.e. including whether
or not it is an open formulary). As a result it is necessary to ensure that these beneficiaries receive the
proper medications, It is imperative that CMS view its mission of striking the balance between cost
containment and access as viewing overall costs to Medicare and Medicaid, not just drug expenditures.

In order for CMS to ensure meaningful access to medically necessary prescription medications, there are

several critical public policy challenges for enrollees with mental illnesses that must be addressed in the

final regulations, including but not limited to;

¢ access 1o the medicines deemed medically necessary for proper treatment by the prescribing physician;

e timeliness of beneficiary access to these medicines;

e continuity of care for enrollees stabilized on a specific pharmaceutical regimen; and

o alignment of incentives for all relevant stakeholders that include CMS, prescription drug plans (PDPs),
prescribing physicians and patients.

The final regulations represent an important opportunity to achieve these important public policy
objectives and to assure success of the program for all interested parties.

NAMI supports the well established congressional intent that CMS place a high priority on ensuring that
elderly and dually eligible Medicare beneficiaries with mental illnesses have clinically appropriate access
to medically indicated pharmaceuticals under the new prescription drug benefit. Congress, in enacting the
MMA, was explicit in their expectation of pharmaceutical coverage for patients with mental illness and



77

specifically directed CMS to pay special attention to the needs of Medicare beneficiaries with mental
illnesses and to ensure that they have "clinically appropriate access to pharmaceutical treatments for mental
illness,” In addition, the conferees pointed out that those patients with severe mental illnesses are "a unique
population with unique prescription drug needs as individual responses to mental health medications are
different."” Conference Report accompanying the Medicare Prescription Drug, Improvement and
Modernization Act, Report No. 108-391, pp.769-770 (emphasis added).

In addition, CMS, in the preamble to the NPRM, specifically requested that groups representing vulnerable
populations with unique medical needs comment on the best mechanism to provide clinically appropriate
access to these populations. CMS states that while traditional formulary management techniques should be
employed by prescription drug plans (PDPs),

“it is possible that certain vulnerable populations (enrollees in long-term care facilities or those suffering
from mental illness ... for example) may be negatively impacted financially if they do not have access to a
wide range of drugs in certain therapeutic classes and categories. We seek comments on ways to balance
plans’ flexibility to use some of the mechanisms described above to . ..” 69 Fed. Reg. at 46,661

At this point, NAMI remains hopeful that the final regulations will uphold Congressional intent and
sufficiently protect beneficiaries with mental illnesses, while recognizing the increased costs that the
Medicare & Medicaid systems will incur if this patient population does not have open access to medication.
Weak protections for beneficiaries with mental ilinesses will result in increased costs for both the Federal
government and state governments.

Several studies have indicated that pharmaceutical cost savings achieved through restricting access to drugs
can result in a greater increase in non-drug related costs. For example, among patients with schizophrenia,
restrictions on the number of medications resulted in increased use of acute mental health services and
increased medical treatment costs, as well as pain and suffering on the part of patients. (Soumerai SB, et al.
Effects of limiting Medicaid drug-reimbursement benefits on the use of psychotropic agents and acute
mental health services by patients with schizophrenia. NEJM 1994;331:650-655). While this study
involved caps on the number of prescription drugs, which is expressly forbidden by the MMA statute, prior
authorizations, PDLs, and other mechanisms to decrease drug cost by restricting access may produce
similar results. While Medicare may face some of the increased non-drug costs, states may suffer the most
through increased non-drug costs from potential relapses of individuals with mental illnesses resulting in
either institutionalization in a state mental health center or incarceration in a state-run facility.

Frequent Formulary Changes

A PDP can effectively remove or add a specific drug to its formulary once a month except for the time
period between the start of the annual coordinated election period and 30 days after the beginning of the
contract year. Such frequent formulary changes may negatively impact state finances because removal of
drugs from the formulary may disrupt continuity of care, potentially resulting in increased societal costs
related to nontreatment and relapse. Continuity of care may be maintained through special election of a
new plan covering prescribed treatment, by the states (but not Medicaid), or by another entity providing
funding for the drugs themselves. However, under the current proposed rules, this extra funding does not
appear to either qualify as wraparound coverage nor count toward the individuals' true out-of-pocket
(TrOOP) expenditures. As such, a state may be faced with funding 100% of this drug expense while a
dual-eligibie languishes in a perpetual donut hole. It is NAMI's belief that formulary deletions should only
occur once per contract year, except for new information regarding a particular drug's safety.

These are just a few of the components that must be addressed in the final regulations to ensure that
patients have access while balancing costs. The statute provides CMS the authority to adequately protect
vulnerable patients while also providing plans the flexibility to aggressively negotiate with manufacturers
for lower process. CMS's implementation of the law will determine whether congressional intent is upheld
and the appropriate balance is found between costs and critical access for vulnerable beneficiaries to the
medications they need to achieve stability and recovery.
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Questions from Senator Bingaman

1. Ensuring Dual Eligibles Receive Appropriate Access to Drugs: Almost all states have recognized
the unique needs of individuals with mental iflness and provided exemptions for mental health
medications including antipsychotics and antidepressants while employing cost-saving
techniques. Physicians are currently able to prescribe medicines to their dual eligible, special-
needs populations. When passing the MMA, Congress did not intend to diminish benefits for dual
eligible beneficiaries with mental illnesses. After January 1, 2006, what steps should CMS and
the Congress take to ensure continuity of care and access to necessary treatment for these special
needs patients?

Answer

NAMI believes that it is imperative for the Final Rules to explicitly recognize that vulnerable dual eligible
beneficiaries are typically receiving complicated treatments that are specifically tailored with
individualized drug therapies. Such treatments often take into account the individual’s current medical
condition, past treatment history, likely response to side effects, other medications currently being taken,
expense, any co-morbid illnesses, and safety in overdose given heightened risk of suicide.

As aresult it is essential that dual eligible beneficiaries — especially those with severe mental illnesses — be
able to access existing medications that are best snited to their treatment needs and that are most likely to
produce optimal treatment outcomes. In NAMI's view, a “continuity of care” requirement is the most
effective means for achieving the goals of ensuring a smooth transition to the Part D drug benefit for dual
eligibles and maintaining access to effective treatments that ensure clinical stability. Such a “continuity of
care” requirement would require drug plans that enroll dual eligibles — either voluntarily or through the
Secretary’s default enroliment authority ~ to ensure access to the same array of medications that they are
currently being prescribed under Medicaid. Such a requirement would prevent drug plans from switching
dual elgibles to alternative preferred agents on the plan’s formulary.

In addition, under existing Medicaid law, dual eligibles should not be denied access to their medications if
they are unable to remunerate for their co-payments. While the co-payment for any single drug may be
nominal, beneficiaries taking multiple drugs may face multiple co-payments that in the aggregate, can pose
a substantial financial burden. Consequently, it is imperative that this Medicaid protection be included in
the Final Rules so that beneficiaries who are unable to meet their co-payment responsibilities are not denied
aceess to necessary medications.

2. Dual Eligibles Appeals Rights: Dual eligible beneficiaries currently have due process rights for
claims related to their Medicaid coverage. Some of these rights appear to be weakened by the
proposed rule. For example, Congress intended that Medicaid beneficiaries have the right to
continued access to needed medical care while their appeal is pending — to make sure they are not
left without access to a needed prescription pending a dispute with their plan. It doesn’t appear to
me that this standard is met by the proposed rule. What steps do you think that CMS and the
Congress should take to ensure protections for these vulnerable citizens?

Answer

Dual eligible beneficiaries currently have due process rights for claims related to their Medicaid coverage.
Some of these rights appear to be weakened by the proposed rule. For example, Congress intended that
Medicaid beneficiaries have the right to continued access to needed medical care while their appeal is
pending — to make sure they are not left without access to a needed prescription pending a dispute with
their plan, It is far from clear that this important standard is included in the proposed rule.

In terms of the steps necessary to ensure protections for these vulnerable beneficiairies, NAMI is
recommending that CMS create a special exceptions process for this population. CMS should require only
a physician attestation or comparable certificate of medical necessity to accompany those prescriptions not
on the PDP formulary in accordance with the statutory definition of medical necessary services at 42
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U.S.C. § 1395(y). Essentially, a physician writing *'dispense as written’' should be sufficient for providing
access to the medication(s) for this population.

Question from Senator Hatch

1. Inthe proposed rule for Title I, CMS specifically states that it is possible that certain vulnerable
populations, such as those suffering from mental illness may be negatively impacted financially if
they do not have access to a wide range of drugs in certain therapeutic classes and categories.
CMS requested comments regarding any special treatment, for example, offering certain classes of
enrollees an alternative formulary that accounts for their unique medical needs as well as
suggestions regarding the particular special populations for whom CMS may want to make
allowances. How will an alternative flexible formulary provide access for beneficiaries with
special needs referenced in the preamble to the proposed rule?

Answer

NAMI is extremely concerned that the NPRM appears to allow substantial discretion for Medicare
prescription drug plans to use restrictive utilization management techniques, including prior authorization,
tiered co-payments, “fail first” requirements and step therapy. Given the overwhelming evidence
demonstrating the dangers associated with such practices to individuals with mental illnesses, we believe
protections are needed. NAMI is grateful for the recognition of these challenges in the NPRM and the need
for special exemptions from these techniques for certain beneficiaries, including those with mental illness.

As the NPRM notes:

“We request comments regarding any special treatment (for example, offering certain classes of enrollees
an alternative or open formulary that accounts for their unique medical needs, andlor special rules with
respect to access to dosage forms that may be needed by these populations but not by other Part D
enrollees), we should consider requiring of plans with respect to special populations, as well as
suggestions regarding the particular special populations for whom we may want to make allowances.” 69
Fed. Reg. at 46,661

In response to this request, NAMI has requested that the final regulations include a requirement for
prescription drug plans to incorporate an alternative, flexible formulary for enrollees with mental illness
into their benefit designs. This formulary would provide access to the full array of medications to treat
mental illness (without use of “fail first” requirements, prior authorization, step therapy, therapeutic
substitution, or any similar restrictive policies). Eligibility for this alternative, flexible formulary would be
restricted to enrollees diagnosed with a mental illness (including dual eligibles). Instead of imposing the
burden of cost control on these vulnerable beneficiaries, utilization management would be carried out using
policies that focus on improving the prescribing behavior of providers.

This alternative, flexible formulary would instead focus utilization management on practices designed to
improve {or at least maintain) the clinical status of individual plan enrollees. Among the advantages and
opportunities associated with this recommended alternative, flexible formulary are: 1) integration of
provider peer education initiatives designed to improve clinical practice, 2) closer scrutiny and
retrospective review of individual clinicians to address instances of “polypharmacy” or other inappropriate
prescribing, 3) enhanced data review to identify fraud, deviation from clinical best practice, outlier
prescribers, and inappropriate dosing levels, and 4) cost containment through techniques such as targeted
case management of chronic illness to improve coordination of care and outcome measurement.

In NAMI's view, restrictive practices such as prior authorization, fail first, and step therapy are both
inappropriate and unnecessary for people with mental illnesses. Medications to treat mental illness are
generally not interchangeable, including those with the same mechanism of action, and differ in how they
affect brain chemistry. It must be recognized that these illnesses themselves are highly variable in terms of
symptoms and their impact on individual patients, and physicians must carefully tailor drug therapies to
each individua! to take into account the patients’ current medical condition, past treatment history, likely
response to side effects, other medications currently being taken, expense, any co-morbid illnesses, and
safety in overdose given heightened risk of suicide.
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Limits on access to appropriate medications and delays that inevitably result from policies such as prior
authorization can cause relapses and can impair the ability of individuals to achieve recovery. Moreover,
these policies may also impose a significant risk of death since persons with depression or schizophrenia
are at a significantly higher risk of suicide compared to the general population.

Of the states that have imposed restrictive preferred drug lists and prior authorization requirements in their
state Medicaid programs, most have recognized that these types of restrictive policies are inappropriate for
beneficiaries with mental illnesses and elected to exempt such beneficiaries from restrictive preferred drug
lists and prior authorization requirements.

Further, this alternative flexible formulary is consistent with the finding of President Bush’s New Freedom
Commission on Mental Health. In their Final Report from 2003, they noted that “efforts to strengthen or
improve Medicare and Medicaid programs should offer beneficiaries options to effectively use the most up-
to-date treatments and services.”

Finally, in a recent report circulated to State Medicaid Agencies entitled “Psychiatric Medications:
Addressing Costs without Restricting Access”, CMS encourages state Medicaid directors to implement
these same types of innovative alternatives instead of restrictive formularies and prior authorizations that
increase the risk of the use of multiple prescriptions, reduced compliance, and poor outcomes. NAMI urges
CMS follow this example and integrate the same strategies in the Medicare prescription drug benefit.
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BILL FRIST

U.S. SENATE MAJORITY LEADER » TENNESSEE

FOR IMMEDIATE RELEASE Bob Stevenson (202) 224-4445
September 14, 2004 Amy Call (202) 224-1865
Nick Smith (202) 224-3355

Senate Finance Committee Hearing
“Implementing the Medicare Prescription Drug Benefit and Medicare
Advantage Program: Perspectives on the Proposed Rules”
Statement by U.S. Senate Majority Leader Bill Frist, M.D.

M. Chairman, thank you for holding this hearing to focus on implementing the Medicare
prescription drug benefit and Medicare Advantage program. Today, the Committee will hear from
CMS Commissioner Mark McClellan and a number of other witnesses who will give us greater
insight into the implications of the proposed regulations for these major aspects of the Medicare
Modernization Act (MMA).

Mr. Chairman, I appreciate the seriousness and thoroughness with which you have led this
committee in its responsibilities for overseeing the implementation of this landmark law. I1know
you share my goal of making sure that the MMA provides seniors with the relief they are entitled to
and that Congress intended.

Dr. McClellan, Secretary Thompson, and their team at the Department of Health and Human
Services have done a tremendous job in getting out proposed rules. They have been open and
accessible to seniors, providers, and all interested parties as these rules are finalized and the
Medicare prescription drug program is implemented.

I wish I could say that all members of Congress—whether they supported or opposed the
Medicare law—were working toward the same goals as Dr. McClellan and Chairman Grassley.
Unfortunately, however, some of my colleagues have spent more time and effort during the past few
months trying to score political points rather than helping seniors get the relief they are entitled to
under the law and the new prescription drug discount cards.

This is an election year. Yet, I have been surprised by the lengths to which some have gone
to criticize and confuse. It’s too bad, because the new Medicare law provides such meaningful
benefits for seniors and Americans with disabilities.

Before President Bush signed the MMA into law last year, seniors were denied coverage
under Medicare for prescription drugs—the most important tool in a physician’s arsenal to prevent
illness and fight disease. Beginning in 2006, all seniors will have the opportunity to get coverage.
Already, over four million seniors are getting real savings and direct financial assistance through the
prescription drug discount card.

-cont-
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Before President Bush signed the MMA, Medicare did not cover the cost of a routine
physical examination. Next year, it will begin covering baseline physicals for all seniors entering
the program—as well as new preventive screenings for cardiovascular disease and diabetes.

Before the MMA, we had very little disease management and chronic care management for
seniors. We did not link Medicare payments to quality. We did not provide incentives for doctors
to use modern health information technology to prescribe drugs or order tests. Going forward, these
will be part of the fabric of the traditional Medicare program.

Before President Bush signed the MMA, survey after survey showed that doctors were
leaving the Medicare program or planning to cut back the services they provided to seniors because
their practice expenses were climbing and they faced real cuts in Medicare reimbursement.
Payments in rural America lagged far behind. The MMA changed all that.

Last week’s announcement about Medicare premiums and deductibles for 2003 became yet
another opportunity for a political attack against the new Medicare law, and the President. Some of
those who led these new attacks were not being straight with the American people.

I'm sure we will have a more complete opportunity to discuss this and other issues today. 1
will have a few questions about the Part B premium, and other issues, where 1 hope we can set the
record straight. Ilook forward to hearing from all our witnesses.

-30-
04-207
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Bnited Dtates Senate

WASHINGTON, DC 20510

September 30, 2003 ‘ A
Dear Medicare Conferee: ) J\/

We are writing to ask you, as a member of the Medicare conference committee, to ensure
that the final Medicare bill includes a meaningful increase in Medicare+Choice funding m f{iscal
years 2004 and 2005. While the Senate bill makes a modest step toward this goal, we hope that
the stronger provisions in the House bill will be preserved in conference.

e

For nearly 5 million Medicare beneficiaries across America, Medicare+Choice is an
essential program that provides high quality, comprehensive, affordable health coverage. These
seniors and disabled Americans have voluntarily chosen to receive their health coverage through
Medicare HMOs and other private sector plans because of their excellent value. To preserve this
important option for seniors across the country, bipartisan legislation was introduced in the
Senate as S. 590, the "Medicare+Choice Equity and Access Act.”

Co-sponsored by Senators Schumer and Santorum, S. 590 sought to increase
reimbursement rates and add new reimbursement options for Medicare+Choice programs.
Although the Senate version of the Medicare bill does include a modest increase in
reimbursement rates in FY 2005, we were pleased to see that the House version contains a more
comprehensive commitment to strengthening Medicare+Choice beginning in 2004,

Medicare+Choice uses private sector innovations to offer all of the traditional Medicare
benefits in addition to extra benefits such as prescription drug coverage, vision benefits, and
hearing aids. These added services are particularly important to low-income seniors who cannot
afford the high out-of-pocket costs they would incur under the Medicare fee-for-service program.
In many cases, this program is the only option for low-income seniors to receive comprehensive,
affordable health coverage.

But in recent years, lack of adequate government funding for the Medicare+Choice
program has steadily reduced the health plan choices and benefits of senlors across the nation.
As funding increases have continually fallen short of rising health care costs, seniors have
watched the quality of their health care decline. Each year, health plans deprived of essential
funding have been forced to eliminate benefits, increase senjors' out-of-pocket costs, or even
withdraw completely from certain areas.

We strongly support additional Medicare-+Choice funding for two very important reasons:
(1) to protect the health care choices and benefits of the nearly 5 million Medicare beneficiaries
who are currently enrolled in private sector health plans; and (2) to strengthen the foundation for
future health plan choices.
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We believe that the Medicare+Choice funding provisions in H.R. [ are critically
important to preserving choice and quality for America's seniors. We urge you to include these
provisions in the final bill reported out of the Medicare conference committee.

Sincerely,
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June 26, 2003

name manufacturer not to sell the ge-
neric drug.

Our legislation closes this loophole
for those who want to cheat the public
but keeps the system the same for
companies engaged in true competi-
tion. I think it is impertant for Con-
gress not to overreact and throw out
the good with the bad. Most generic
companies want to take advantage of
this 180-day provision and deliver qual-
ity generic drugs at much lower cost
for consumers. We should not eliminate
the incentive for them. Instead, we
should let the FTC and Justice look at
every deal that could lead to abuse, so
that only the deals that are consistent
with the intent of that law will be al-
lowed to stand. The Drug Competition
Act accomplishes precisely that goal,
and helps ensure effective and timely
access to generic pharmaceuticals that
can lower the cost of prescription drugs
for seniors, for families, and for all of

us,

The effects of this amendment will
only benefit the effort to bring quality
health care at lower costs to more of
our citizens. The Drug Competition Act
enjoyed the unqualified support of the
Senate last year, and ! am pleased that
my colleagues have recognized that it
fits well within the framework of the
Prescription Drug and Medicare Im-
provement Act of 2003, It is a good
complement to the larger bill and does
nothing to disrupt the bill's balance. 1
sincerely hope that this commonsense
legislation is a part of any final agree-

ent with the House on the larger

Aedicare prescription drug bill,

{At the request of Mr, DASCHLE, the

following statement was ordered to be
printed in the RECORD.)
e Mr. KERRY. Mr, President, I wish to
express my enthusiastic support for the
amendment Senators SCHUMER and
SANTORUM offered to increase funding
for the Medicare+Choice Program in
2004 and 2005. This amendment address-
es a critically important issue that has
far-reaching implications affecting the
health care benefits of millions of low-
income and minority seniors. I am
pleased to be a cosponsor of this
amendment to ensure that this ur-
gently needed funding increase is in-
cluded in the Medicare bill.

1 believe we must take bold action to
address the fact that Congress has not
provided adequate funding for the
health care of Medicare beneficiaries
who select HMOs and other private sec-
tor health plans. In many parts of Mas-
sachusetts, and in other parts of the
country, funding for Medicare+Choice
plans has been limited to annual in-
creases of only 2 percent in most years
since 1988. These increase are Inad-
equate at a time when healkth care
costs are rising by 8 to 10 percent annu-
ally. This level of inadequate funding
is unfair to the 170,000 Medicare bene-
ficiaries in Massachusetts who have se-
lected private health plan options. I am
a strong supporter of the wonderful
health plans we have in Massachu-
setts—Harvard, Tufts, Blue Cross/Blue
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Shield, and Fallon Community Health
Plan. We must step up to the plate to
help these plans—nonprofit plans in my
State—in their time of need.

The Schumer-Santorum-Kerry
amendment takes important steps tao
address this problem. By providing
funding now to stabilize existing pri-
vate health plan options for Medicare
beneficiaries, we can help ensure that
the proposed Medicare Advantage Pro-
gram will be successful in the future.
OCur amendment lays the groundwork
for successful long-term efforts to pro-
vide beneficiaries with high-guality
health care choices.

As the Senate continues to debate
changes in Medicare, it is important
for us to remember that, for more than
4.5 million Medicare beneficiaries
across America, Medicare+Choice is an
essential program that provides high-
quality. comprehensive, affordable cov-
erage that is not always available, or
affordable under the Medicare fee-for-
service program. These seniors and dis-
abled Americans have voluntarily cho-
sen to receive their health coverage
through Medicare HMOs and other pri-
vate sector plans hecause they recog-
nize the value they offer.

Seniors in Massachusetts have come
to rely on the high-quality health care
they receive through their
Medicare+Choice plans. Prescription
drugs coverage, disease management
services, physician exams. vision bene-
fits, and hearing aids are examples of
the additional benefits that are rou-
tinely offered by their
Medicare+Choice plans.

These additional benefits are valued
by all seniors, but they are particu-
larly important to low-income seniors
who cannot afford other Medicare sup-
plementary plans that might provide
them such benefits but at a greater
cost.

As the Medicare debate moves for-
ward, it is important for Congress to
remnember that Medicare+Choice serves
as a vital safety net for many of our
Nation's most vulnerable seniors. For
millions of beneficiaries who cannot af-
ford to purchase a Medigap policy,
Medicare+Chaice is their only hope for
obtaining comprehensive heaith cov-

erage,
The Schumer-Santorum-Kerry
amendment focuses on protecting this

important option for seniors who have
nowhere else to turn for the quality
health coverage they need. I urge my
colleagues to support the additional
funding that is urgently needed to
strengthen the Medicare+Choice Pro-
gram for seniors. This should be among
our highest priorities in this year's
Medicare debate.w

Mr. CARPER. Mr. President, when !
ran for the U.S. Senate, I promised
Delawareans that I would work in a bi-
partisan fashion to provide a Medicare
prescription drug benefit for our Na-
tion's seniors. 1 pledged that I would
seek consensus around what is right
with competing Republican and Demo-
cratic plans. Along with my Demo-

$8693

cratic colleagues, T would support vol-
untary coverage that is available and
affordable for all seniors. Along with
my Republican colleagues. I would sup-
port choice and competition to con-
strain costs, And to the extent we
found ourselves constrained by limited
resources, I would seek to provide the
greatest assistance to those with the
greatest needs.

The bill before us today achieves
some of that vision. It is bipartisan, It
will provide a benefit available to all
serdors on a voluntary basis. It will
harness market forces to strengthen
the integrity of the Medicare Program
for the future. And it will provide com-
prehensive health security to our most
vulnerable, low-income seniors.

Still, the bill we have before us today
is not everything 1 would have hoped
for. The averriding priority of the cur-
rent majority here in Congress has
been to make dramatic reductions in
Federal revenues  without  cor-
responding  reductions in Federal
spending. As a result, there is insuffi-
cient money in the budget under which
we are currently operating to provide
the kind of comprehensive coverage
that all seniors—not just low-income
seniors—truly deserve. This is an up-
fortunate choice of priorities, I think,
but it is the choice that this President
and this Congress have made,

Unfortunately. the consequences of
the majority’s misguided priorities are
evident in this legislation, When Medi-
care was created. the idea was to pro-
vide seniors with health coverage that
was similar to the coverage available
to most working Americans through
their employers This is what seniors
expect when we say that we are pro-
viding them with a Medicare prescrip-
tion drug benefit. However, the major-
ity has only set aside for this bill about
half of what it would take, according
to the Congressional Budget Office, to
provide seniors a benefit comparable to
standard employer-provided coverage.
Thus, there is a very noticeable gap in
this bill's coverage, reflective of a sub-
stantial hole in our Nation's budget.

When seniors reach $4,500 in prescrip-
tion drug costs, the coverage in this
bill gives out. It does not kick back in
until total spending reaches $5,800. It is
widely acknowledged that this makes
no sense, It makes no sense from an in-
surance perspective. It certainly is not
reflective of the standard either in pri-
vate employer-provided coverage or in
the coverage provided to those of us
who are fortunate enough to serve as
Members of Congress. Nobody likes
this gap in coverage. Nobody, so far as
1 can tell, defends it. However, because
the root of problem is the majority’s
failure to set aside sufficient resources
for this program, efforts to deal with
the problem have only created new and
potentially more serious difficulties.

For example. the authors of this leg-
islation have attempted to narrow the
coverage gap by not allowing employer
contributions to count towards the cal-
culation of seniors’ out-of-pocket
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Wnited States Denate

WASHINGTON, DC 20510

May 25, 2004

Mark B. McClellan, M.D., Ph.D.
Administrator

Centers for Medicare and Medicaid Services
314G Hubert H. Humphrey Building

200 Independence Avenue S.W.
Washington, D.C. 20201

T e

Dear Administrator McClellan:

As you know, the current Medicare Sustainable Growth Rate (SGR) formula for
reimbursing physicians and other health care practitioners has generated negative updates every
year since 2001. According to the Medicare Trustees, the formula will lead to cuts of five
percent a year from 2006 through 2012. Actions by Congress have prevented reimbursement
cuts in the years 2003 through 2005, but next year, Congress will once again confront the need to
consider a more permanent “fix” in the formula,

We know you recognize the magnitude of this problem and are committed to working
towards an appropriate solution. We would like to recommend policy adjustmeunts the
Administration could make that would lead to more accurate calculations of the targets used in
physician reimbursement. While such fine-tuning will not eliminate all of the problems in the
current SGR formula, it will help facilitate Congress’ efforts to develop a more reliable
reimbursement system.

The cost of physician-administered drugs continues to be included in the SGR, even
though these drugs are not “physician services.” Spending on physician-administered drugs is
increasing far more rapidly than spending on physician and practitioner services, so having drug
spending in the SGR continues to distort the calculation of actual spending. It makes sense to
remove drug spending from the SGR formula, and we encourage you to do so.

Additionally, the Administration’s current physician-reimbursement calculation does ot
adequately capture the full impact of changes in laws, regulations, and new’ ing benefits as
required by the Medicare law. In addition, the impact of a number of the Administration’s
actions, such as CMS coverage decisions, is excluded entirely from the physician-reimbursement
calculation even though those decisions may have just as great an impact on patient d d for
services as a statutory change. Such changes riced to be fully accounted for in the SGR
calculation.
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The task confronting the Congress in rectifying the SGR formula is formidable. Any
actions the Administration can take to more accurately account for the realities of spending on
physician/practitioner services under the SGR formuia, both as to actual spending and target
spending, will facilitate Congress’ efforts and enhance patient access to high quality care. Thank
you for your efforts toward this end.

Sincerely,

oyl — &u& 7(’ @"4./
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Letter to Centers for Medicare and Medicaid Services Administrator Mark McCi
RE edxcare ustainable Growth Rate Formula
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Letter to Centers for Medicare and Medicaid Services Administrator Mark McClellan
RE: Medicare Sustainable Growth Rate Formula
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Letter to Centers for Medicare and Medicaid Services Administrator Mark McClellan
RE: Medicare Sustainable Growth Rate Formula
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Letter to Centers for Medicare and Medicaid Services Administrator Mark McClellan
RE: Medicare Sustainable Growth Rate Formula
Page 6

Clodio Slrs, (”7%% e
St P /Z,eéé.,

Preecs Lo tie




92

Senate Letter to Centers for Medicare and Medicaid Services Administrator Mark McClellan
RE: Medicare Sustainable Growth Rate Formula

May 25, 2004
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1. Jon Kyl (R-AZ)

3. Elizabeth Dole (R-NC)

5. Jeff Sessions (R-AL)

7. Arlen Specter (R-PA)

9. Debbie Stabenow (D-MI)
11. Edward Kennedy (D-MA)
13. Russ Feingold (D-WI)

15. Dianne Feinstein (D-CA)
17. Frank Lautenberg (D-NJ)
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19. Norm Coleman (R-MN)
21. Jim Bunning (R-KY)

23. Dick Lugar (R-IN)

25. Orrin Hatch (R-UT)

27. Robert F. Bennett (R-UT)
29. Richard Durbin (D-ND)
31. Jim Talent (R-MO)

33. James M. Inhofe (R-OK)
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35. Patrick Leahy (D-VT)

37. Ben Nighthorse Campbell (R-CO)
39. Carl Levin (D-MI)

41. Kay Bailey Hutchison (R-TX)

43. Patty Murray (D-WA)

45. Olympia Snowe (R-ME)

47. Bill Nelson (D-FL)

49, Jeff Bingaman (D-NM)
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51. Conrad Burns (R-MT)

53. Peter Fitzgerald (R-IL)
55. Lincoln Chafee (R-RI)
57. John Ensign (R-NV)

59. John Sununu (R-NH)

61. Joseph Lieberman (D-CT)
63. Pat Roberts (R-KS)

65. Tim Johnson (D-SD)
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2. Blanche L. Lincoln (D-AR)
4. Jack Reed (D-R1)

6. Maria Cantwell (D-WA)

8. Barbara Mikulski (D-MD)

10.
12.
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16.
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24,
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32,
34,
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40.
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44.
46.
48.
50.

52.
54.
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58.
60.
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64.
66.

Ben Nelson (D-NE)

Ron Wyden (D-OR)

Jon Corzine (D-NJ)
Herb Kohl (D-WI)

Lisa Murkowski (R-AK)

George Voinovich (R-OH)
Paul Sarbanes (D-MD)
Lamar Alexander (R-TN)
Wayne Allard (R-CO)

Jim Jeffords (I-VT)

Mike Crapo (R-ID)

Evan Bayh (D-IN)
Christopher Dodd (D-CT)

Mark Dayton (D-MN)

John Warner (R-VA)

Chuck Hagel (R-NE)

George Allen (R-VA)

Susan Collins (R-ME)

Ermnest “Fritz” Hollings (D-SC)
Lindsey Graham (R-SC)
Thomas Carper (D-DE)

John Edwards (D-NC)
Christopher “Kit” Bond (R-MO)
John Kerry (D-MA)

Hillary Rodham Clinton (D-NY)
Mark Pryor (D-AR)

Mary Landrieu (D-LA)

Barbara Boxer (D-CA)

Pete Domenici (R-NM)
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67.Charles Schumer (D-NY) 68. Tom Daschle (D-SD)
69. Tom Harkin (D-1A) 70. Thad Cochran (R-MS)
71. Craig Thomas (R-WY) 72. Michael Enzi (R-WY)

73. Mike DeWine (R-OH)
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U.S. SENATE COMMITTEE ON

Finance

SENATOR CHUCK GRASSLEY, OF IOWA - CHAIRMAN

hutp:/finance.senate.gov

Opening Statement of Sen. Chuck Grassley
Hearing, “Implementing the Medicare Prescription Drug Benefit and Medicare Advantage
Program: Perspectives on the Proposed Rules”
Tuesday, September 14, 2004

Today’s hearing is on the proposed rules issued last month by the Centers for Medicare and
Medicaid Services (CMS) to implement the prescription drug benefit and Medicare Advantage
program established by the Medicare Modernization Act (MMA). Last year, members from both
sides of the aisle devoted countless hours to make the prescription drug benefit and improved
program a reality — rather than wishful thinking -- for the forty million seniors and Americans with
disabilities who depend on Medicare. After years of promising to get it done, last year we finally did
it. For the first time, Medicare will offer a voluntary prescription drug benefit to all seniors in 2006.
Beneficiaries also will have more coverage choices.

And if beneficiaries like the coverage they have, they can keep it. A number of beneficiaries
told me that they are completely satisfied with their Medicare. They want to stay in fee-for-service
Medicare, which is fine. In fact, Congress in the MMA took steps to make sure that beneficiaries
acrossthe nation have good access to physician 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 patients. The 4.5 percent physician payment cut that would have gone into effect next year
would have made that situation worse. Both Republicans and Democrats worked to prevent the
payment cut because if beneficiaries can’t find a doctor, Medicare benefits would be meaningless.

We are here today because the Centers for Medicare and Medicaid Services have issued the
proposed rules for implementing the new drug benefitand the expanded Medicare coverage options.
These proposed rules bring the nation’s Medicare beneficiaries an important step closer to having
a much-needed, affordable prescription drug benefit and new coverage choices. Plain and simple,
Medicare has crossed another milestone. Under the proposed rule, about one-third of all Medicare
beneficiaries will be eligible for low-income assistance, meaning they’ll have a drug benefit with no
gap in coverage, and limited or no premiums, deductibles, or cost-sharing. For these beneficiaries,
the drug benefit 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 harderto do
so. From 1991, long before the MMA'’s enactment, the number of large employers offering health
coverage to their retirees dropped nearly 25 percent from 80 percent to 61 percent in 2003. The
MMA sought to stem this alarming trend by providing $89 billionin direct subsidies and tax benefits
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to protect retiree health coverage. This funding makes it more likely, not less likely, that employers
will continue their retiree benefits. Atthe 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 provision. Both the Department of Justice and the Department
of Health and Human Services’ Office of the Inspector General have expressed strong concemns with
regard to this provision. Therefore, ensuring that only those employers who actually continue retiree
health coverage receive the subsidy will be critical.

Another issue that I’m sure we’ll hear about is the region size for the Medicare Advantage
Regional Preferred Provider Organizations. PPOs are among the most popular coverage options for
other Americans — about half of Americans with private insurance are enrolled in a PPO — but
private plan options are not widely available to Medicare beneficiaries. Where private plans are
available, they’re very popular. lowa beneficiaries who've joined a plan have told me that they like
their plan. The Medicare Advantage Regional Plans will give beneficiaries more coverage choices
by requiring plans to serve both urbanand rural areas. Beneficiaries deserve choices between regular
Medicare and other options that can offer them better coordinated care and additional benefits, such
as 24-hour consulting nurse services. These services can be very valuable, particularly for
beneficiaries with chronic conditions.

Congress also included numerous beneficiary protections in the new drug benefit. Rules and
requirements about prescription drug formularies are among the most important protections because
beneficiaries must be assured they can get coverage for the drugs they need. The United States
Pharmacopeia has developed draft mode! guidelines for drug classes and categories to provide a
framework for plan drug formularies. And CMS has additional oversight authority to make sure that
plans do not use particular formulary designs to game the system by discouraging sicker people from
enrolling. Again, I know that issues related to formulary design have engendered serious debate.
And I’'m looking forward to hearing our witnesses’ perspectives on USP’s draft guidelines and the
proposed rules.

And by the way Dr. McClellan — I want to recognize you and your staff for your dedication
and effort. CMS faced an enormous task in developing these proposed rules. You just took the helm
at CMS a few months ago, and under your leadership, CMS has tackled this enourmous task with
gusto and deserves credit for issuing the proposed rules in just under eight months after President
Bush signed the MMA into law. That is an incredible accomplishment and you are your staff
deserve our thanks for your dedication and hard work.

Now today, [ 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 political pot-shots
today. It is always much easier to tear something down, than it is to build something up. Atthe June
drug card hearing, I quoted Bob Ball, former Commissioner of Social Security, who was involved
in getting Medicare up and running. He said, “To a remarkable degrce, opponents as well as
supporters [of Medicare] tried hard to be helpful.” Those words so relevant nearly 40 years ago are
equally relevant today. Ilook forward to hearing from all our witnesses and to having a productive
hearing.
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Good morning, Mr. Chairman and members of the committee. Iam Karen Ignagni, President
and CEO of America’s Health Insurance Plans (AHIP). 1 appreciate having this opportunity to
testify on implementation of the Medicare Advantage program and the Medicare Part D

prescription drug program.

Introduction

AHIP is the national trade association representing nearly 1,300 private sector companies
providing health insurance coverage to more than 200 million Americans. Our members offer a
broad range of health insurance products in the commercial marketplace and also have

demonstrated a strong commitment to participation in public programs.

For more than 20 years, our member companies have been working to meet the health care needs
of Medicare beneficiartes. Our broad-based membership includes Medicare Advantage
organizations and Medicare cost contractors that cover almost S million beneficiaries and

Medigap carriers that cover 10 million beneficiaries.

All segments of our membership, regardless of which products they offer, are committed to
providing beneficiaries with affordable protection against high out-of-pocket health care costs.
By covering more than the traditional Medicare program, our members serve as a crucial health
care safety net for many minority beneficiaries with chronic diseases and for many low-income
beneficiaries who cannot afford the high out-of-pocket costs they would incur under the

traditional Medicare program.

Our member companies enthusiastically support the Medicare Modernization Act of 2003
(MMA), and we applaud Congress for enacting this historic legislation to improve choices and
benefits for Medicare beneficiaries. As a direct result of this legislation, millions of beneficiaries
already are receiving improved health coverage that AHIP’s member companies are offering
through the Medicare Advantage program and prescription drug assistance that our members are

sponsoring through the Medicare-Endorsed Prescription Drug Discount Card Program. In
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addition, beginning in 2006, our members will be offering local health plan options, new

regional health plan options, a prescription drug benefit, and two new Medigap options.

Impertance of Short-Term MMA Reforms

The MMA reforms scheduled for implementation in 2006 are closely linked to the stability of the
current private sector Medicare program. Recognizing this reality, the MMA provided an
immediate funding increase for Medicare Advantage, in both 2004 and 20053, to ensure that the
existing locally-based program would remain in place as a solid platform for launching new
components of the Medicare program in 2006. This was a critical step that Congress needed to
take, first, to address the instability in the private sector Medicare program caused by the
unintended consequences of the Balanced Budget Act of 1997 (BBA) and, second, to expand
beneficiary choices through both local and regional plans in 2006 and beyond.

For the past five years, AHIP and our members have urged Congress to address the funding
crisis in the private sector Medicare program. During most of these years, funding for the
benefits of a significant majority of private health plan enrollees increased by only 2 percent
annually, at a time when health care costs were increasing by & to 10 percent annually. Congress
addressed this problem by providing funds to stabilize private health plan benefits and choices.
This funding increase was included in the MMA largely because a core group of 130 Members
of Congress — 81 Democrats and 49 Republicans — worked hard to build support for this priority.
The Finance Committee deserves special credit for working to ensure that these funds were

passed into law.

Just as Congress did its part to strengthen Medicare for seniors and individuals with disabilities, |
am proud to report that our members have followed through by using the 2004 funding increase
to expand benefits and reduce costs for the beneficiaries they serve. The Centers for Medicare
and Medicaid Services (CMS) has reported that 95 percent of the additional funding is being
used to help beneficiaries this year through reduced premiums and cost-sharing, increased
benefits, and enhanced access to providers. The remaining five percent has been put in a reserve

fund to stabilize benefits in 2005.
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As a direct result of the MMA, 3.7 million beneficiaries ~ accounting for 80 percent of all
Medicare Advantage enrollees — have received increased benefits through their Medicare
Advantage plans since March 2004. In addition, premiums have been reduced for 1.9 million
enrollees and co-payments have been reduced for 2 million enrollees in Medicare Advantage
plans. Overall, premiums for all Medicare Advantage enrollees nationwide have declined by an
average of 26 percent. These coverage improvements are clear evidence that the MMA is
providing significant value for Medicare Advantage enrollees and, at the same time, has helped

to stabilize the existing program as a foundation for implementing future reforms.

Since the enactment of the MMA, 22 Medicare Advantage organizations have expanded their
service areas, thus providing new Medicare health plan choices for 9 million beneficiaries. CMS
will announce additional expansions in the very near future. Yesterday, September 13, was the
deadline by which Medicare Advantage organizations were required to notify CMS of their
intention to participate in the program during the 2005 contract year and, additionally, submit
proposed premiums and benefits for next year. In our ongoing discussions with our member
companies, they have consistently expressed their interest in expanding their participation in the
Medicare Advantage program. We are working to compile information on the expanded choices
that will be available to Medicare Advantage enrollees in 2005. We hope to be able to share this

information with the comumittee in our oral testimony.

MMA Reforms Scheduled for Implementation in 2006

Looking ahead to 2006, our member companies are strongly committed to the success of the
improvements the MMA establishes for the Medicare program. Many of our members are now
considering the opportunities for participation in the new Medicare program in 2006 ~ offering
Medicare Advantage local and regional plans that include prescription drug benefits, offering
prescription drug plans (PDPs), and offering the new Medigap benefit packages. Therefore, we

are working diligently to provide feedback to CMS on a broad range of implementation issues.
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We appreciate the agency’s efforts to solicit input from health plans and other entities that are
planning to continue their Medicare Advantage local plan participation and considering entering
the new programs. CMS has dedicated significant resources to working with the private sector to
ensure that expanded choices and benefits will be available to beneficiaries. Our member
companies are also pleased that the agency is demonstrating a commitment to establishing a
strong public-private partnership that will provide a foundation for implementation of the MMA

reforms. CMS’ efforts have included:

s awillingness to hear from stakeholders during development of the proposed regulations

concerning practical issues and questions related to implementation of the MMA;

* public meetings to solicit comments on the implementation of Medicare Advantage and the

Part D prescription drug benefit and on the USP draft mode! guidelines; and

« solicitation in the proposed regulations of comments from stakeholders on a broad spectrum
of issues in an effort to make the final regulations workable and to support successful initial

implementation of the program.

While we recognize that the implementation timeframes are challenging for both the government
and the private sector, our members are focused on meeting these challenges and offering
beneficiaries a wide range of choices. We are working with our member companies to develop
detailed comments on all key aspects of the proposed rules and each of the specific programs
they cover by October 4, which 1s the deadline CMS has established for submission of public
comments. We would be delighted to provide the committee with our comments, and we would

be pleased to provide any additional information or respond to any questions you may have.

As our members evaluate the proposed rules, we will be making comments that reflect our

emphasis on three broad principles that may also be useful for the committee:
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o Program Administration: We hope that our comments on the proposed rule will assist CMS
in its goal to further establish a regulatory framework that adds value for beneficiaries and

makes judicious use of CMS and private sector resources.

e Time Frames: We have asked CMS fo provide guidance on key implementation issues as
quickly as possible to allow the private sector to develop the operational capacity to

participate in the new programs that will be implemented in 2006.

» Beneficiary Information: The wide dissemination of clear, user friendly, and balanced
information about the new programs will be critical to the ability of beneficiaries to select the
options that best meet their needs. We will be encouraging CMS to begin an effort to work
with a broad spectrum of stakeholders in the planning and implementation of an outreach

effort.

With these guiding principles, we have been working with our members to evaluate all of the
specific issues imbedded in the regulations, to understand their administrative implications and
to provide the best possible advice about how to implement their many parts. The following
pages highlight a smoall but important sample of the dozens of administrative and regulatory
issues associated with these MMA reforms. Our final comment letter to CMS will include more

specifics on these issues and myriad technical recommendations.

USP Model Categories and Classes

We generally support the approach the U.S. Pharmacopeia (USP) has proposed for establishing
model categories, classes, and subdivisions of prescription drugs that Prescription Drug Plan
sponsors and Medicare Advantage organizations may use in developing their formularies and
providing clinically appropriate, affordable drug benefits for Medicare beneficiaries. AHIP and
our member companies were active participants in an advisory group that provided input to the

USP’s Model Guidelines Expert Committee regarding the development of these draft guidelines.

While we anticipate providing recommendations to improve the USP draft guidelines, we believe

that the approach proposed by the USP provides a workable foundation for balancing the
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important goals of providing coverage for the drugs needed to treat the conditions Medicare
beneficiaries experience while making the drugs accessible by keeping coverage affordable. One
way in which the USP draft guidelines promote access to these drugs is by proposing a
framework that provides sufficient flexibility for private sector organizations to use proven

strategies to encourage clinical best practices and keep Part D coverage affordable.

USP has proposed categories and classes of drugs to which CMS’ proposed requirement for the
coverage of two drugs in each category or class would apply and additional subdivisions that
highlight drugs that should also be included in drug plan formularies, but for which the two
drugs per category/class requirement would be inappropriate. This approach should allow drug
plan Pharmacy and Therapeutics (P&T) Committees to make evidence-based decisions about the
selection of drugs that will be included in formularies to meet beneficiary needs and establish
clinical programs that promote the appropriate use of covered drugs. This approach also will
preserve the opportunity for drug plans to obtain favorable pricing agreements through their
negotiations with manufacturers. If the model were to include a significantly larger number of
categories and classes, the effectiveness of all of these activities would be seriously undermined

with the result that drugs could be less accessible for beneficiaries.

In addition, we believe it is important to evaluate the proposed USP mode! within the broader

framework of CMS’ standards for formulary review and approval.

Formulary and Benefit Design
We will be encouraging CMS to establish criteria for the review and approval of formularies and

benefits that will allow Medicare Advantage plan and Prescription Drug Plan Pharmacy and
Therapeutics (P&T) Committees to maximize the value of evidence-based research and other
relevant data in designing formularies and to establish related clinical guidelines and other
programs to promote appropriate use of formulary drugs and quality care. These private sector
tools and techniques help to integrate prescription drug benefits into comprehensive health
coverage and, in the process, improve the quality and affordability of health care for Medicare

beneficiaries.
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From a beneficiary perspective, it also will be important to make full use of the flexibility
available under the statute for the design of qualified prescription drug benefits to maximize this
coverage. To this end, we support immediate implementation, on January 1, 2006, of the
reinsurance demonstration that was authorized by the MMA to increase opportunities to offer
coverage to fill the “donut hole” in the Part D benefit. We are in discussions with CMS about

options for the design of the demonstration.

Designation of Regions
We have worked intensively with our members to develop a recommendation concerning the
number of regions that should be established to fulfill the goal of maximizing the availability of

Medicare Advantage regional plans to beneficiaries.

Our members strongly support Congress’ objective of providing private sector options to
beneficiaries in rural as well as urban areas. In response to CMS' request for comments on this
topic in July, we reflected the view of many of our members that it would be prudent to begin
with 50 regions, because under the challenging time frames of the MMA, building on current
state-based licensure and provider networks will make broader plan participation possible in the
near term. At the same time, we have indicated to the agency that we also have some members
who prefer fewer regions and are looking carefully at the operational issues that would be

involved in serving beneficiaries in multiple states.

In addition, as our members have been considering the question of how many regions should be
established for the Part D prescription drug program, our July comments reflected the support of
many of our members for 50 PDP regions in order to reduce the uncertainties inherent in the new
program and provide opportunities for more sponsors to offer choices for beneficiaries.
However, for this program, as well, we have members who are interested in serving multi-state

regions.

All of our members are continuing to work through the many administrative issues involved in

both of these areas.
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Network Access Standards

Throughout the 2003 Medicare debate, our members offered a range of solutions for removing
obstacles to health plan participation in areas where plans face serious challenges in reaching
economically viable agreements with health care providers. We identified this issue as one of
the most significant barriers to bringing Medicare Advantage options to rural areas. The MMA
partially addressed this concern by providing modest additional funding for essential hospitals,
which AHIP supported, in the event that negotiations conducted by Medicare Advantage
regional plans are unsuccessful. This also remains a serious issue for Medicare Advantage local

plans.

We will be supporting provisions of the proposed rules that would allow flexibility in the
application of network adequacy standards. This flexibility is important, because in a number of
rural and urban areas in the country, providers have been unwilling to contract with Medicare
managed care plans, even at Medicare fee-for-service rates. This is particularly true in areas
where provider competition is limited or nonexistent. Where these contracting problems occur,
the regulations provide alternatives that continue to ensure enrollee access to covered services.
We hope that these alternatives for meeting network adequacy standards under the Medicare
Advantage program can be available to both local and regional plans to ensure that beneficiaries

have broad access to the choices that are envisioned under the statute.

Coverage for Dual Eligibles
Meeting the special needs of beneficiaries who are dually eligible under the Medicare and

Medicaid programs will be an important priority under the Medicare Advantage and Part D
prescription drug programs in 2006 and beyond. We will be making two broad

recommendations in this critical area.

First, the MMA contains authority for the establishment of special needs plans that exclusively
or predominantly serve dually eligible beneficiaries and those with other special health care
needs, To take full advantage of the opportunity to establish plans that focus on the unique needs
of these beneficiaries, we believe that CMS should provide flexibility for private organizations to

make proposals to CMS regarding the special populations that may be served (e.g., the frail
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elderly) and the ways in which program administration should be tailored to facilitate the

offering of special needs Medicare Advantage plans.

Second, in transitioning fully dual eligibles from Medicaid coverage of their prescription drugs
to coverage under Part D, these beneficiaries will have an opportunity to select a drug plan. If
they do not do so, they will be assigned to plans through a default enrollment process, subject to
their ability to subsequently change plans if they choose to do so. We support an intensive
outreach and information initiative to provide beneficiaries with user-friendly information to
help them maintain continuity of care by staying in their current health plans with their existing

physicians and other health care providers.

Svstems Infrastructure for Coordination of Benefits

We will be supporting CMS” initiative to create a systems capability that will allow for the
submission and accessibility of data that Medicare Advantage organizations and Prescription
Drug Plan sponsors will need to administer the drug benefit for beneficiaries and that CMS will
need to implement reinsurance and risk sharing provisions of the MMA. This capability is
critically important to the goal of ensuring that beneficiaries are protected against catastrophic

prescription drug costs. It is essential for this infrastructure to be in place on January 1, 2006.

Medigap

I also want to highlight our recommendations on two MMA issues that have significant
implications for Medigap carriers and their policyholders. First, our members are concerned
about changes that CMS has proposed to the standardized notice that the National Association of
Insurance Commissioners (NAIC) has developed for informing Medigap policyholders about
their options for prescription drug coverage. We have supported the notice that has been
developed by the NAIC and will be providing detailed comments regarding the issues raised by
the CMS draft. We are pleased that the NAIC's process for developing the notice has provided
an opportunity for input from a broad range of interested parties, including our member
companies. We are committed to working with the NAIC and CMS to develop a standardized

notice that will enable beneficiaries to make thoughtful, informed decisions when choosing
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between new and existing Medigap options, as well as the new Medicare Part D prescription

drug plans.

Disclosure Requirements for Creditable Coverage

We also will be urging CMS to minimize administrative burdens as it works to implement the
MMA’s disclosure requirements for creditable prescription drug coverage. The MMA requires
certain entities to disclose whether prescription drug coverage they offer or provide to Medicare
beneficiaries is “creditable coverage” under the new Medicare Part D prescription drug benefit.
This requirement, which applies broadly to insurers in the group and individual markets, shouid
be implemented with two key goals in mind: (1) providing clear, accurate information to

beneficiaries; and (2) limiting administrative burdens for the private sector.

Employer/Group Union Issues

We also have several recommendations to facilitate the offering of retiree drug coverage through
Medicare Advantage and Prescription Drug Plans. A key issue for employers and unions and
their retirees is the MMA subsidy for retiree drug benefits, which will be available to employers
that offer drug coverage that meets a test, established by CMS, of actuarial equivalency to the
standard Part D benefit. We believe this actuarial equivalency test should strike an appropriate
balance between two important priorities: (1) allowing employers to qualify without being
subjected to overly burdensome or complex requirements; and (2) avoiding potential windfalls to
employers so that retirees will be helped by the subsidy and will not be disadvantaged. Also, we
urge CMS to ensure that the subsidy program’s data collection and reporting requirements for
employers and unions are reasonable and that a payment process is established that will permit

employers and unions to receive their payments in a timely fashion.

Additionally, to accommodate employers and union trust funds with retirees in multiple states,
we support the implementation of a waiver for a national offering for the employer market. We
commend CMS for indicating its willingness to follow the waiver structure established under the
Medicare+Choice program. We support CMS’ view that waivers, once approved, should
generally apply to any plan offering that meets the waiver criteria. We also support CMS’ view

that waivers should allow maximum flexibility so that plans may determine which program
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requirements need to be waived in order to structure benefits according to the needs of a

particular employer plan.

Beneficiaries Are Well-Served by Private Sector Participation in Medicare

We are proud of the success our member companies have demonstrated in meeting the health
care needs of Medicare beneficiaries. The private sector has a strong track record of providing
high value under the Medicare program.

When the new Medicare options are launched in 2006, our members will continue to use private
sector pharmacy benefit management tools and techniques to reduce out-of-pocket costs for
beneficiaries and to improve quality by reducing medication errors. These tools and techniques
include:

« programs that encourage the use of generic drugs;

« step therapy programs that promote proven drug therapies before moving to newer, different

treatments that are not necessarily better;

s negotiated discounts with pharmacies that participate in a plan’s network;

« disease management techniques that include practice guidelines to encourage the use of the

most appropriate medications; and
» appropriate use of mail-service pharmacies.
Although government programs do not always use all of these techniques, a number of studies
have demonstrated that the use of these techniques by private sector health plans is beneficial to

enrollees in public programs. For example, a 2003 study, conducted by Associates and Wilson

on behalf of AHIP, found that the PACE program in Pennsylvania — the largest state pharmacy

11
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assistance program in the nation ~ could save up to 40 percent by adopting the full range of

private sector pharmacy benefit management techniques.

Another 2003 study — conducted by the Lewin Group for the Center for Health Care Strategies —
found that Medicaid managed care plans reduced prescription drug costs by 15 percent below the
level states would otherwise have experienced under Medicaid fee-for-service programs. Health
plans achieved these savings by performing drug utilization review, establishing pharmacy

networks, and encouraging patients to take the most appropriate medications.

In addition, the Government Accountability Office (GAQ) has reported that pharmacy benefit
management techniques used by health plans in the Federal Employees Health Benefits Program
(FEHBP) resulted in savings of 18 percent for brand-name drugs and 47 percent for generic

drugs, compared to the average cash price customers would pay at retail pharmacies.

These findings demonstrate that the private sector is well-positioned to use its experience and
capabilities to make prescription drugs more affordable for a broader range of Medicare

beneficiaries.

In addition to improving access to safe, affordable prescription drugs, our members have
longstanding experience providing comprehensive health coverage to Medicare beneficiaries.
Let me briefly review several examples of how beneficiaries are well-served by our members’

innovative practices in the Medicare Advantage program.

Private sector plans have applied the concept of disease management programs to their Medicare
Advantage plans to improve quality of care for beneficiaries with chronic conditions by focusing
on the comprehensive care of patients over time, rather than individual episodes of care. These
programs provide specialized care to beneficiaries who have diabetes, congestive heart failure,
end-stage renal disease, depression, cancer, and other medical conditions that commonly afflict
the elderly. Currently, disease management programs are available to only a small number of

Medicare fee-for-service enrollees under demonstration initiatives.

12
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Private sector health plans and insurers also play an important role in providing health coverage
to beneficiaries who are financially vulnerable. For many beneficiaries who are not eligible for
retiree health benefits or Medicaid, the Medicare Advantage program serves as a health care
safety net by providing comprehensive, affordable coverage that is not available under the
Medicare fee-for-service program. Studies show that low-income and minority beneficiaries are

more likely to enroll in Medicare Advantage plans than other beneficiaries.

The private sector also helps to keep out-of-pocket costs low for beneficiaries. A Rand study
published in May 2003 found that Medicare health plans, when compared to the Medicare fee-
for-service program, reduced out-of-pocket health care costs by $809 annually for the average

beneficiary and by $2,160 annually for beneficiaries with the highest health care costs.

Enhanced benefits are another advantage of private sector participation in Medicare. CMS
recently reported that 80 percent of all Medicare Advantage enrollees receive some form of
prescription drug coverage in 2004. This is true even though government payments to plans do

not yet include funding for prescription drugs.

These facts clearly demonstrate that beneficiaries are well-served by private sector participation
in Medicare. With respect to both the quality and affordability of health care, the private sector

has a strong track record that bodes well for its long-term role in the Medicare program.

Conclusion

Once again, we would like to commend CMS for its strong commitment to advancing a stable
public-private partnership to ensure that beneficiaries receive prescription drug benefits that are

affordable, effective, and accessible.

1 also would like to reemphasize that our testimony today highlights only a sample of the many
important issues that will impact the future success of the MMA reforms. When we submit our

comments to CMS in early October, we will address the full range of implementation issues and
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we will provide comprehensive and detailed comments that reflect our members’ best

recommendations on how to administer the programs in a way that meets beneficiaries’ needs.

We appreciate the opportunity to testify today and will be delighted to share our detailed

comments with the committee as soon as we submit them to the agency.

14
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AHIP Responses to Questions from Committee Members
Senate Finance Committee Hearing
September 15, 2004

Questions from Senator Grassley —
Formularies

1. “Do you have a sense — for the average plan — how many times a year it changes its
formulary and the types of changes it makes. For example, do plans generally add
drugs mid-year versus drop drugs?”

Response:

Formulary decisions are based on recommendations of a Pharmacy & Therapeutics (P&T)
committee. P&T committees generally include representation from various physician
specialties (including general practitioners), pharmacists, and sometimes other health care
professionals. P&T committees develop and update the drug formulary, and manage and
administer the formulary process. P&T committee members review medical journals and
other clinical literature, including clinical tria} results, in making their formulary status
decisions.

Most P&T committees meet at least quarterly -- some meet every other month, and a few
may meet monthly. Throughout the year, P&T committee members review recent new drug
approvals by the Food and Drug Administration (FDA), new FDA-approved uses for current
drugs, new dosage forms of existing drugs, and may recommend changes to the formulary
based upon their evaluation of new information. Health plans also respond to safety
concerns that may arise and change their formularies accordingly. This allows the health
plan to base its formulary decisions on the most current available information.

2. “If it drops a drug, is it more likely one that isn’t commonly used? What I'm trying
to get at is how much stability is there in plan’s current formularies — particularly for
drugs commonly used by seniors?”

Response:

Decisions to drop a drug from the formulary are not made lightly. Changes in a drug’s
formulary status generally occur because new studies or other reliable information indicate
the product has no therapeutic advantage over similar drugs, is more costly than
therapeutically equivalent drugs, has recently raised safety concerns, and/or can be replaced
with a better — sometimes more costly — therapeutic alternative. Health plans and PBMs have
an incentive to minimize formulary changes, in part, because of the costs they incur in
communicating such changes to physicians, pharmacists, and plan participants.

Many health plans offer a transition or “grandfather” period to allow continued coverage for

a drug that may have changed formulary status when safety is not the reason for the status
change. This allows the plan/PBM to inform the patient and the physician about the

Page 1 of §
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formulary status change and to work with the physician and the patient to switch the
medication to a clinically appropriate alternative on the formulary. In addition, plans
generally have a process in place that provides the beneficiary access to a non-formulary or
non-preferred product. Health plans that operate closed formularies make non-formulary
drugs available based upon a determination by the prescribing physician that the product is
medically necessary. Health plans offering tiered formularies allow beneficiaries access to
non-preferred products if they agree to pay higher copayments or coinsurance. These
mechanisms ensure beneficiaries have access to the medications they need while plans use
proven tools and techniques to make prescription drug coverage more affordable.

Medicare Advantage

1.

“When we were drafiing Title I and Title II of the new law, we heard about the challenges of
setting up adequate networks in rural areas. Many health plans were concerned that hospitals
in rural areas would demand exorbitant reimbursements because of the lack of competition in
rural areas.”

Response:

Health plans often face difficult negotiations with hospitals that are the sole providers
available for many miles, and, may therefore, have little economic incentive to negotiate a
contract. However, this is not always a rural problem as has been established by the Federal
Trade Commission (FTC) and Department of Justice (DoJ). For example, the New York
Times has reported that hospitals that have gained market power through consolidation have
demanded rate increases as high as 40 to 60 percent. The report issued by the FTC and DoJ
in July 2004, entitled “Improving Health Care: A Dose of Competition,” provides helpful
analysis in this area.

“I would ask you to comment on how negotiations work among health plans and hospitals in
rural areas. What kind of concessions could a plan have to make when negotiating with a
local hospital, when that hospital may be the only facility for many miles to service an
enrollee?”

Response:

There are fundamental similarities between the marketplace dynamics in rural areas where a
hospital is often the sole community provider and in areas where consolidations have taken
place. In both situations, hospitals may demand high rate increases as noted above. In 2003,
the FTC heard testimony from several health plan executives who explained several other
possible consequences when hospitals acquire considerable market power. In some markets,
for example, hospital systems have demanded that health plans contract with every facility
affiliated with their system — even if some facilities filled no real need in the health plan’s
network or did not offer services at competitive rates. In addition, market dominant facilities
may pursue a strategy of “terminate then negotiate™ in which a provider ends a contractual
relationship with a health plan — threatening the dislocation of health plan enrollees — before
beginning meaningful negotiations with the health plan.
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Establishing networks in areas where providers have significant market power has been a
considerable barrier to expanding private plan participation, both in rural areas and in other
areas where these conditions exist. AHIP supports innovative solutions to these problems,
both for Medicare Advantage regional and Medicare Advantage local plans, to expand
private health plan choices for beneficiaries.

3. “How do you think a regional Medicare Advantage plan could demonstrate that the plan
made a ‘good faith effort’ to contract with an essential hospital?”

Response:

The MMA establishes a mechanism for supplemental payments to essential hospitals in the
event that an MA regional plan certifies that it has not been possible, despite good faith
efforts, to negotiate contract terms. Although funding for this provision is limited, AHIP
supports implementation of this aunthority to assist MA regional plans in meeting network
adequacy requirements. As we discuss in our comments to CMS’ proposed rules for the
Medicare Advantage program, local plans also experience significant challenges in reaching
viable agreements with providers in some geographic areas and could also benefit from this
provision.

We anticipate that CMS will issue guidance regarding the information that MA regional
plans will be required to provide to demonstrate that “good faith” negotiation has taken
place, so that a hospital would be eligible for additional payments. We believe that CMS will
be able to establish requirements that ensure appropriate accountability, but are flexible
enough to take into account the inevitable variation in the course of negotiations.

4. “Do you think that the Centers for Medicare and Medicaid Services have enough aunthority
and resources to implement this section of the new law?”

Response:

AHIP believes that CMS has sufficient statutory authority to implement the Medicare
Advantage and Medicare prescription drug benefit provisions of MMA. AHIP has been
encouraged by recent efforts by CMS leadership to hire a number of experts with relevant
expertise in order to improve their ability to implement provisions in the MMA. For
example, CMS has hired experts in employer group benefits and pharmacy benefit
management. As of September, 2004, the agency had increased staffing for the 1-800-
MEDICARE hotline to 3,000 FTEs in order to provide additional customer service to
Medicare beneficiaries. CMS is continually improving its services and resources to meet the
wide needs of all parts of the Medicare program. We anticipate that the agency will continue
to take constructive steps necessary to implement all aspects of MMA.

Question from Senator Baucus
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“Ms. Ignagni, at the hearing, I asked Dr. McClellan about risk adjustment. My strong
preference is for risk adjustment to be applied across the entire program rather than just
across private health plans. Does AHIP have a position on the application of risk
adjustment? Does the answer change when you take into account the calculation that the
benchmark will be 107-108% of fee-for-service when competitive bidding starts in 2006?”

Response:

The Balanced Budget Act of 1997 (BBA) established the Medicare-+Choice program, now
Medicare Advantage, and changed the way health plans were paid. The BBA established
that payments to plans shall “provide for implementation of a risk adjustment methodology
that accounts for variations in per capita costs based on health status and other demographic
factors.” CMS is currently phasing in the implementation of the HCC risk adjustment
methodology which is applied to 30 percent of plan payments (which increases to 50% in
2005, 75% in 2006, and 100% in 2007). The remaining portion of plan payment is adjusted
based on demographic characteristics.

AHIP has always affirmed that Medicare payments to health plans should be accurate and
that they should fairly reflect the health care service needs of the Medicare beneficiaries who
enroll. In the conference report to the Balanced Budget Refinement Act of 1999, Congress
stated that the transition to 100% health status-based risk adjustment should be made on a
budget neutral basis. Congress therefore clearly intended that overall Medicare Advantage
payments should not be adversely affected because of the implementation of the health
status-based risk adjustment model. There is no change in the Congressional intent as laid
out in the MMA and we support the continued enforcement of a budget neutral risk adjuster.

We disagree with the assertion that Medicare Advantage plans are paid approximately 107
percent of what it would cost to cover their enrollees in the Medicare fee-for-service (FFS)
program. This figure is incorrect, because the methodology used to arrive at this amount
does not account for the full effect of graduate medical education (GME) payments which
Medicare makes directly to teaching hospitals. Further, this analysis incorrectly assumes that
hospitals reduce their contracted rates with health plans to account for GME payments made
by Medicare. These realities should be taken into account when comparing Medicare
Advantage payments and FFS payments -- GME payments made by the Medicare program
on behalf of beneficiaries are a cost to Medicare and should be included in the estimate of
FFS costs. The flawed analysis underlying the 107% calculation also underestimates FFS
costs because it does not include the costs associated with providing care that Medicare
beneficiaries may have received at facilities operated by the Department of Veterans Affairs
(VA) and the Department of Defense (DoD). To achieve an accurate comparison of

Medicare Advantage and Medicare FFS payments, GME and VA/DoD costs should be
included in the equation.
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Question from Senator Rockefeller

1.

“As you are aware, the Medicare Modernization Act calls for 10-50 regions to be
established for the Medicare Advantage (MA) regional PPO program. [ understand that
ensuring seniors in rural states -- such as West Virginia — have adequate access to
coverage options may require that we be combined with another state or states that offer a
more aftractive insurance market in order to appeal to carriers who otherwise may not be
compelled to do business here. I am concerned, however, that placing West Virginiain a
very large region encompassing too many states would also serve to limit the options
available to our Medicare beneficiaries because small to mid-size plans that are locally
trusted and otherwise fully capable of delivering benefits could effectively be excluded
from participation. Is this a valid concern?”

Response:

We believe that regions should be selected with the goal of maximizing the availability of
Medicare Advantage regional plans to beneficiaries. Our members strongly support
Congress’ objective of providing private sector options to beneficiaries in rural as well as
urban areas. In response to CMS' request for comments on this topic in July, we reflected
the view of many of our members that it would be prudent to begin with 50 regions,
because under the challenging time frames of the MMA, building on current state-based
licensure and provider networks will make broader plan participation possible in the near
term. At the same time, we have indicated to the agency that we also have some
members who prefer fewer regions and are looking carefully at the operational issues that
would be involved in serving beneficiaries in multiple states.
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CENTERS FOR MEDICARE & MEDICAID SERVICES
ON
TITLES I AND lI: FEATURES OF THE PROPOSED REGULATIONS
BEFORE THE
SENATE COMMITTEE ON FINANCE

September 14, 2004
Chairman Grassley, Senator Baucus, distinguished members of the Committee, thank you for
inviting me here today to discuss the most dramatic and innovative modifications to the
Medicare program since its inception in 1965. I want to thank the Committee members for your
interest in the Medicare program, your hard work on the Medicare Prescription Drug,

Improvement, and Modemization Act of 2003 (MMA), and your support of the Centers for

Medicare & Medicaid Services (CMS) as we work to implement this important new law.

The two regulations we are here to discuss today lay out CMS’ proposal for delivering new
services and benefits created by this Congress and the Administration in the MMA. This new
law provides better benefits -- including preseription drug savings of more than 50 percent for
the average senior without coverage -- and improved access to health care services through
Medicare. These proposed regulations create a new voluntary prescription drug benefit under
Medicare, as well as new health plan choices, improved health care for rural America and

improved preventive care benefits.

The new prescription drug benefit will allow all Medicare beneficiaries to enroll in drug

coverage through a prescription drug plan or Medicare health plan with Medicare paying, on
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average, for 75 percent of the premium for standard Medicare drug coverage. Additional
benefits for Medicare beneficiaries who have limited means will cover, on average,
approximately 95 percent of their drug costs. The new benefits will also provide support for
employers or unions that provide their retirees with drug coverage making it possible for those
sponsoring institutions to provide more help to the retirees. All the new Medicare benefits are
voluntary, as seniors can choose to keep their existing traditional coverage. With these
regulations we are delivering on our promise to America’s seniors to provide better benefits,
leading to better health and real savings on their out-of-pocket medical costs, including

prescription drugs.

The MMA is a substantial piece of legislation, containing 227 provisions requiring
implementation by the end of 2004 alone. As shown in the attached charts, CMS has
implemented 149 of those provisions, or 66 percent, and is currently in the process of finishing
the remaining 78. I might also point out that of those due by August 30, 2004, CMS has
implemented 91 percent, with the remaining handful in progress. Just for example, CMS
published the regulation setting up the Medicare approved drug discount card on December 15,
2003, just seven days after President Bush signed the MMA into law. CMS is well on its way to

full and timely implementation of this important legislation.

Background
Overall, Medicare has clearly been a success in providing needed care to America’s seniors and
disabled, but it has not kept pace with modern health care in its lack of coverage of most

outpatient drugs and in failing to provide access to coordinated-care options that reduce costs.
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At Medicare’s inception in 1965, the use of drugs to treat disease was not nearly as prevalent as
it is today. As a result, despite assistance offered through State Medicaid programs, Medigap
plans, employer retiree plans and other insurers, approximately one-quarter of Medicare
beneficiaries lack basic prescription drug coverage. The lack of prescription drug coverage is a
particular problem for beneficiaries with limited financial means, and those with catastrophic
drug costs, situations that force difficult choices. Under the MMA, all of these beneficiaries
have the option of new, subsidized, voluntary drug coverage, as well as new support to keep their

current retiree coverage secure.

In addition to the standard drug benefit, which is available to all beneficiaries, the MMA and the
proposed regulations provide several approaches for beneficiaries to get even more
comprehensive coverage. For example, low-income seniors and people with a disability who
have limited means ~ about a third of all people with Medicare — will get access to
comprehensive coverage, with no or limited premiums, deductibles, co-payments or coinsurance,
and no gaps in coverage. Medicare beneficiaries with retiree coverage may benefit from a set of
options to get affordable, enhanced coverage, including a new retiree drug subsidy as well as
options for employers and unions to wrap around Medicare coverage or offer Medicare-
subsidized drug coverage themselves. Beneficiaries who are contributing to their own coverage,
through an employer’s retiree plan, for example, may be able to use the new Medicare subsidies

to obtain enhanced coverage at a lower cost.

The new Medicare law and the proposed rules also allow states the flexibility to “wrap around”

the comprehensive coverage for certain low-income beneficiaries in addition to providing net
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savings to states by providing comprehensive coverage for “dual-eligible” beneficiaries (those
eligible for both Medicare and Medicaid) and providing new subsidies for state retiree coverage.
In addition, state pharmacy assistance prograns, other individuals, and charitable organizations
can contribute toward a beneficiary’s out-of-pocket costs and still have those contributions count

toward catastrophic coverage.

Finally, through the new Medicare Advantage (MA) program, beneficiaries will have access to a
variety of modern integrated health insurance plans, including preferred provider organizations
(PPOs). PPOs are the most popular health plans for younger Americans who are covered by
commercial health insurance plans, but until now have not been prevalent in Medicare,

particularly in rural areas.

The Regulations

The focus of today’s hearing is the two proposed regulations published by CMS on August 3,
2004, which contain the Agency’s recommendations for implementing Titles I and I of the
MMA. These proposals take many important steps forward toward implementing the new law,
and we are very anxious to “get it right,” so that Medicare beneficiaries can get the maximum
help from all the new benefits and choices made available through MMA. Consequently, we
have also asked for comment on a number of options for implementing the law, and we are

conducting a major public outreach effort to make sure we are hearing from all perspectives.

One of the primary goals of the regulatory process is to invite the public to work with the Federal

government in formulating a means to best implement the law as passed by Congress. We
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consulted widely with the private sector and other government entities during the development of
these roles, and now, to educate ourselves as thoroughly as possible prior to finalizing the rule,

we are soliciting public comments on all aspects of the proposals.

These two rules contain a number of instances where the Agency has specifically petitioned the
public to assist in deciding which course to take when there are multiple objectives and goals that
we want to achieve simultaneously. We are obtaining extensive public comment from experts in
the fields covered by these rules and will use their comments to shape the final regulations,
which are on schedule to be published in January 2003, so that the programs can go into effect in

2006.

Since announcing the regulations on July 26, CMS has been actively engaged in soliciting public
input. We have held some twenty open door forums to educate the public and obtain feedback.
These national conference calls are announced through our website and e-mail alerts, typically
have background materials associated with them, and are geared toward specific concerns with
the Medicare and Medicaid programs. Literally thousands of people from the private sector and
other outside groups have participated in these calls and have provided CMS with the

opportunity to explain and receive feedback on these two proposals.

CMS central office and regional office staff have also held numerous outreach and town hall
meetings to both explain and solicit comment on various aspects of our work to implement the

MMA. In addition to the open door forums and outreach events, Secretary Thompson and I have
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personally been very active in meeting with Congressional and outside groups to hear their

concerns and suggestions, and to explain our proposals.

The Drug Benefit

Under the new Medicare drug benefit, all Medicare beneficiaries will have access to a voluntary
drug benefit. A typical beneficiary without drug coverage today, who is not eligible for low-
income benefits, could see their total spending on drugs drop by 53 percent, or nearly $1,300.
The savings for the standard drug benefit come from two main sources. First, beneficiaries who
enroll in a Medicare drug plan, regardless of whether they qualify for low-income assistance or
not, will pay lower prices for the drugs they purchase because the drug plans will be negotiating
discounted prices with drug manufacturers. Prescription drug plans (PDP) and Medicare
Advantage plans offering prescription drug coverage (MA-PD), will face strong pressures to
keep drug costs low and pass those savings on to their enrollees. This negotiation is expected to
reduce drug prices for beneficiaries by 15 percent initially, rising to 23 percent within 5 years.
Even beneficiaries who have drug coverage aside from that offered through a Medicare drug plan
can avail themselves of these lower prices by purchasing through the Medicare plan. These cost
savings are expected to result from strong competitive pressures, including transparency in drug
price and benefit information, for drug plans to negotiate discounted prices and manage drug
costs to obtain the lowest costs possible while providing the drugs that beneficiaries need, and to

pass these savings on to beneficiaries.

The proposed rule outlines an approach similar to the one used by the Federal Employees Health

Benefits Program and other large health care payers. This approach is expected to provide the
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best discounts on drugs — discounts as good as, or better than, could be achieved through direct
government negotiation, resulting in prices that will be substantially better than Medicare’s prior
experience with price regulation for the drugs that it currently covers under Medicare Part B.
We have seen such competition yield beneficial results in drug prices already, in the Medicare
prescription drug discount card program, where numerous independent studies have found that
prices are substantially lower on very broad drug formularies, as purchasing power combined
with competitive pressures and public release of drug prices have driven prices down. Further,
these price reductions are on the drugs that beneficiaries commonly use, including many drugs
not included in the formularies of government-run drug plans. We expect prices under the drug
benefit to be reduced even further from those available under the Medicare approved drug
discount card program. With effective price negotiation and other tools to lower costs on the
drugs that beneficiaries want, no Medicare beneficiary ever needs to pay anything close to list

prices again.

The second way that the drug benefit will offer savings to Medicare beneficiaries is through the
Federal government’s subsidization of their monthly premiums and catastrophic costs.
Medicare’s approximately 75 percent subsidy, on average, for the standard drug coverage is
expected to result in a beneficiary premium for this coverage costing about $35 a month in 2006.
That is, for the first time, Medicare will be paying about $105 a month, per beneficiary toward
the cost of drug coverage for all beneficiaries. (As noted above, low-income beneficiaries get
even greater help.) In this subsidized coverage, in 2006, beneficiaries enrolling in the standard
benefit will pay an annual deductible of $250, plus 23 percent of drug costs, up to an Initial

coverage limit of $2,250. After that point, once the beneficiary reaches $3,600 in out-of-pocket
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spending, the Federal government and plans will pay about 95 percent of the beneficiary’s drug
costs. There will be no annual plan maximum, and coverage will never run out. Congress
designed the drug benefit so that the number of beneficiaries who will have to fill in the gap
between the initial coverage and the catastrophic coverage would be minimized. CMS estimates
that more than two thirds of Medicare beneficiaries will not have to pay any money toward
filling that gap. It is important to note, as well, that drug plans are required to pass on negotiated
prices to the beneficiaries on all drug purchases. As a result, even when beneficiaries are
responsible for the full cost of the drugs they purchase, the negotiated discounts mean that prices

for those drugs will be lower than they would if the beneficiary did not belong 10 a plan.

The subsidy Medicare provides for standard drug coverage can be combined with other sources
of assistance to provide even greater coverage. State pharmacy assistance programs, charitable
organizations, and other individuals can contribute to beneficiary out-of-pocket costs and have
those contributions count as “true” out-of-pocket expenditures when it comes to calculating how
close the beneficiary is to reaching the $3,600 in out-of-pocket spending required to trigger
catastrophic coverage. Beneficiaries, employers, and others can also use some of their existing
contributions to buy supplemental or “high-option” coverage to enhance the standard coverage,
while still obtaining substantial overall savings compared to what they or their employer are

paying now because of the new Medicare subsidies.
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Beneficiary Protections

The MMA incorporates substantial beneficiary protections from traditional Medicare and from
the Medicare+Choice program. It also creates new rights and protections that are specific to the
drug benefit, including:

> Guaranteed issue — PDPs, and the MA-PD plans, must accept all eligible enrollees who
reside in their service area, regardless of age or health status.

» Uniform benefits and premiums —~ Plans must provide all their enrollees with the same
benefits and charge a community-rated premium, which is the same for all enrollees in
that region.

» Formulary protections — Plans’ formularies must include two drugs from every
therapeutic category and class, with only a few exceptions. Plans must also develop the
formulary with the help of a pharmacy and therapeutic committee that includes practicing
pharmacists, physicians, and an expert in geriatric care. This committee will use the best
scientific evidence on drugs’ safety, efficacy, and side effects to enhance quality while
controlling costs. CMS is working with U.S. Pharmacopeia to develop a model
therapeutic categories and classes of drugs, and is also developing guidance on all major
aspects of a drug benefit to assure that drug coverage reflects modern medical practice
and does not discriminate against any particular type of beneficiary.

» Grievance and appeals requirements — Plans will be required to have a grievance and
appeals process that allows beneficiaries to challenge denials based on the formulary. A
successful challenge would result in the plan granting what is called an exception, under

which, a non-formulary drug could be covered, or a non-preferred drug could be covered
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under the terms applicable for a preferred drug under certain conditions. We are
proposing that plans have reasonable flexibility to design their exceptions criteria. As
part of this process, the prescribing physician would have to determine that the preferred
drug (or all the formulary drugs) either would not be as effective for the individual, or
would have adverse effects for the individual, or both. Physicians and authorized
representatives (such as a family member) can assist beneficiaries in challenging a plan’s
formulary or its tiered cost-sharing, though, by law, only the enrollee or authorized
representative can file an appeal to an outside, independent entity.

Information ~ Plans must provide a wide range of information to beneficiaries, including
a summary of benefits, how to access the benefits, how the formulary works, and how the
plan’s medication therapy management program works. They must also provide, upon
request, information on the grievance and appeals process and how the plans have
performed in this area. As part of our efforts to inform beneficiaries, Medicare also
expects to continue many of the features of our current “Price Compare” program for
drugs, so that beneficiaries can find the best prices on the medicines they need, as well as
learn about other ways to save like substituting less costly generic drugs.

Customer service ~ Plans must respond to beneficiary questions in a timely manner,
including responses through a toll-free telephone number and by placing information on
the Internet. They must also provide beneficiaries with a clear explanation of their
benefit use and how much prescription drug spending they have incurred during the year,
as well as how close they may be to the catastrophic coverage benefit.

Pharmacy access — Plans must assemble broad networks of retail pharmacies to provide

convenient access for beneficiaries, such that 90 percent of urban enrollees live within 2

10
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miles of a network pharmacy, 90 percent of suburban enrollees live within 5 miles, and

70 percent of rural beneficiaries live with 15 miles.

Cost management — Plans are required to have cost management programs that save
beneficiaries money with tools such as promoting the use of generic drugs and more cost-
effective therapeutic substitutions.

Therapy management —~ Plans must have medication therapy management programs to
help beneficiaries who have multiple chronic conditions, use multiple drugs, and expect
to have high drug costs make sure they are taking safe combinations of drugs and using
the drugs properly.

Generic drug information — Plans and pharmacists are required to inform beneficiaries at
the point of sale if they could save money by using a generic drug instead of a more
expensive brand name drug. Generic drugs are certified by the Food and Drug
Administration as just as safe and effective as their brand name counterparts, yet they
often cost a fraction of the brand price. As noted above, Medicare has already started
providing information on less costly alternative drugs and intends to continue to do so.
Privacy — Plans must maintain privacy and confidentiality of patient records.

Collecting satisfaction data — Plans are also required to participate in consumer
satisfaction surveys, which allow enrollees to rate their experience with plans. The
ratings will be published in Medicare’s comparative plan brochures and provide key

information for beneficiaries to use when choosing plans.

i1
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Low-Income Subsidy

One of the major points 1 would like to emphasize is the substantial additional assistance
available to lower income individuals with Medicare. Under the proposed rule, it is estimated
that nearly 11 million beneficiaries with limited incomes and assets will participate in the low-
income subsidy, receiving substantial additional help from Medicare. About 6.4 million “dual
eligible” low-income beneficiaries will pay no premium, or a limited premium, no deductible
and nominal co-pays or as little as $1 or $3 per prescription. For these beneficiaries, the
Medicare benefit will pay, on average, more than 95 percent of their drug costs. Of the “dual
eligible” beneficiaries, about 1.5 million who are institutionalized are totally exempt from cost

sharing. They pay no premiums, or a limited premium, no deductibles, and no co-payments.

About 3 million Medicare beneficiaries who are not full-benefit dual eligibles, but whose
incomes are less than 135 percent of the federal poverty level ($12,568 for an individual and
$16,861 for a couple in 2004) and who have limited assets will also pay only a few doliars per
prescription, with no premium, or a limited premium, and no deductible. Medicare will cover 95

percent of their drug costs on average.

For about 1.5 million beneficiaries with incomes less than 150 percent of the federal poverty
level and assets up to $10,000 (or $20,000 if married) in 2006, the Medicare benefit calls for 15
percent co-pays with a sliding-scale premium, covering 85 percent of their drug costs on
average. Among all enrollees receiving a subsidy, we expect the new comprehensive drug
benefit to attract more than 1 million beneficiaries with limited means who, while eligible for

Medicaid benefits (including QMB, SLMB and QI benefits), have not previously enrolled.
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Altogether, with the straightforward means test proposed in the rule, about a third of all
Medicare beneficiaries are eligible for low-income assistance with no gaps in coverage, and
limited, or no premiums, deductibles, or co-payments. This coverage is expected to be worth
almost $3,500 on average in 2006 and can mean tremendous savings in drug costs. For example,
beneficiaries with incomes below 135 percent of the federal poverty level and meeting the asset

test can get a lifesaving drug that costs $40,000 or more for at most $60 per year.

We believe that most people eligible will apply for the low-income subsidy and enroll in a plan
offering prescription drugs because of the high value of the drug benefit and the unprecedented
outreach activities by Medicare and its partners, particularly the Social Security Administration
(SSA). This includes about a million beneficiaries who are also eligible for Medicaid, but who
previously have not enrolled. To make sure these people can recetve drug coverage January 1,
2006, we are working with SSA and the States to have the systems in place so that eligibility
determination for the low-income subsidy can be done beginning in mid-2005. In the spring of
2005, SSA, CMS and our partners will begin comprehensive community-based communication
efforts to reach the people who are potentially eligible for the low-income subsidy and encourage
them to complete a timely application and enroll in a plan offering prescription drug coverage

early in the open enrollment period.

Asset Test

The MMA requires CMS to utilize an asset test in determining whether certain low-income

beneficiaries are eligible to receive the comprehensive assistance available under the new drug

13
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benefit. The public should know that this asset test specifically does not count items such as the
family home, household goods, personal effects, vehicles, burial plots, and a number of other
types of resources. CMS has proposed a straightforward asset test that would count only liquid
assets such as stocks, bonds, checking and savings accounts, plus real estate holdings other than
a primary residence, in determining a beneficiary’s qualification for the low-income subsidy.
We have also proposed a methodology for verifying income and resources that would eliminate

the need for extensive paper documentation.

Competition and Lower Drug Prices

The proposed drug benefit rule deseribes a competitive process for Medicare beneficiaries to pay
low premiums, have access to low drug prices, and receive high-quality pharmacy services. The
process includes direct Medicare oversight to make sure that the costs and quality of plan bids

reflect plans’ actual costs.

Beneficiary premiums for the new drug benefit will be determined through a competitive bidding
process. The premiums for standard coverage are expected to average in the range of $35 per

month in 2006. The specific premium for each plan will be determined by its bid.

By law, and as reflected in the proposed rule, all PDPs and MA plans wishing to provide a drug
benefit will submit a bid for the cost of providing the drug benefit to a typical beneficiary in the
area they seek to serve. The typical beneficiary will be a statistical average of age and health

status for the nation. CMS will review the bids, and the portion of all the approved bids related

to basic benefits will be compiled into a national weighted average, which serves as a benchmark

14
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for purposes of setting premiums. The weights will be the plans’ enrollment shares in the prior
year. For the first year of the program, CMS has proposed a system to estimate weights. The
premium for each plan’s drug benefit will be 25.5 percent of the benchmark, plus or minus any

difference between the benchmark and the plan’s bid.

Drug plans and Beneficiaries pay 25.5%
Medicare Advantage of the benchmark +/- the
plans submit bids for difference between the
the drug benefit. bid and the benchmark.
The bids form a On average,
national weighted Medicare pays
Plan 1 Bid average 74.5% of the Plan 1
“‘fﬁ‘é‘o"" \ (benchmark). benchmark. Premium
\.\ $30
Plan 2 Bid \ | Natl Avg. Fed Share Plan 2
T | —— + Premium
$135 / $135 $100 "$35
ey / M plan3
Plan 3 Bid | / Premium
$140 $40

Note: This illustration is slightly simplified and liberally rounded. It assumes equal enrollment weight on each of
the five plans and bids for basic benefits only. Technically, an adjustment factor modifies the beneficiary premium
percentage to account for reinsurance payments, which are not included in the plan bid amount. However, the
purpose of that adjustment factor is to ensure that, on average, the premium represents on average 25.5 percent of
the total cost of the benefit, including reinsurance, which is reflected in the graphic.

PDPs seeking to serve the Medicare population will negotiate discounts with manufacturers that
they must pass on to beneficiaries in the form of lowered premiums or improved services in
order to compete for beneficiaries. Plans that fail to secure highly competitive prices will not be

able to offer attractive premiums to beneficiaries, and will lose market share to plans that do a

better job of lowering prices.
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Competition among private plans to secure favorable drug pricing has been a successful model
for other government programs, including the Federal Employees Health Benefits Plan
(FEHBP). FEHBP leaves price negotiations up to the private plans that provide coverage for all

enrollees, including federal retirees.

As risk-bearing insurers, the new drug plans and MA plans wiil have every incentive to drive
hard bargains with drug manufacturers. Consequently, CMS and the Congressional Budget
Office (CBO) expect that the private negotiations between plan sponsors and drug manufacturers
will achieve comparable or better savings than direct negotiation between the government and
manufacturers, as well as coverage options that better reflect beneficiary preferences.
Competition, therefore, will be used to the advantage of beneficiaries and 1s expected to lower

the prices they pay.

Medicare will empower and support beneficiaries in “comparison shopping” by providing
specific information on premiums, covered drgs and their prices, and pharmacies and pharmacy
services. The competition engendered by making this type of information public has acted to
substantially lower prices in the Medicare approved prescription drug discount card program
from levels previously borne by our seniors and we expect similar competitive forces to push

prices down under the Part D drug benefit.

Using competition to drive price negotiation will maximize savings on drug prices, as well as, or
better than when government does direct price negotiation. For example, Medicare approved

discount drug card sponsors are realizing higher discounts than the California’s Medicaid
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program. Until recent reforms made by the MMA, Medicare’s prices for drugs currently covered
under Part B, and paid for based on rates set by the Federal government, consistently exceeded
market averages by significant amounts. We expect that risk-bearing private plans will have
strong incentives to negotiate price discounts for such drugs and that the Secretary would not be
able to negotiate prices that further reduce Federal spending to a significant degree. And since
drug plans are exempted from Medicaid’s best price rules, they can negotiate better prices than
those paid under Medicaid without having to extend the discounts elsewhere, providing further

incentives to do better than government price regulation.

In addition to price negotiation, plans will use a range of formulary design tools and drug
utilization management techniques to reduce total spending. Together, we anticipate discounts
and cost management savings of 15 percent in 2006, 17 percent in 2007, 19 percent in 2008, 21
percent in 2009, and 23 percent in 2010. The increase over time is due to the market maturing
and seniors migrating to more efficient plans. and accounts for the fact that lower drug costs may

increase drug utilization for many beneficiaries.

In addition, beneficiaries will also have formulary coverage and pharmacy services that are more
responsive to their own preferences than in a government-run plan. In a government run system
with a single, set formulary, patients may encounter situations where it is not possible to obtain
coverage for the drugs they need. Thus, the approach we are adopting is intended to maximize
price discounts while assuring up-to-date coverage of the drugs that beneficiaries prefer, not the
drugs that the government chooses in order to limit costs. CMS is seeking comments on steps

that will achieve the maximum drug savings possible, without compromising beneficiaries’
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access to the medicines they need. For example, the proposed rule seeks comment on how to

best design the drug benefit information, including personalized information on drug prices and
information about formularies and pharmacies, so beneficiaries will be able to know how much
they will have to pay for their drugs, similar to the information currently provided by Medicare

for the Medicare approved drug discount card program.

As required by the MMA, CMS has worked with the U.S. Pharmacopeia to establish model
guidelines for the categories and classes of drugs to be included in plan formularies. The
guidelines are a starting point for structuring formulary categories and classes. However, they
allow plans the flexibility to develop their own formularies, which CMS will review to ensure
adequacy and nondiscrimination according to publicly reviewed principles that make sure
patients have reasonable access to important drugs. CMS has invited public comment on these
guidelines and is also conducting an extensive process for public input on the model formulary

classification systems and formulary oversight.

Enrolling in a Drug Benefit Pian

The new Medicare drug benefit is designed to be voluntary. In general, Medicare beneficiaries
must choose to enroll in a plan offering prescription drug coverage, either a MA plan offering
drug coverage or a stand-alone PDP. This approach is different from the “opt-out” rule that exists
in Part B, where people are automatically enrolled in the program when they turn 65 unless they

notify Medicare otherwise.
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Beneficiaries without drug coverage from some other source, comparable to that offered under
the Medicare program, who choose to not sign up at the first opportunity, will face a late
enrollment penalty if they enter the program at a later date. This late enrollment penalty is
similar to a penalty currently in place for late enrollment in Medicare Part B insurance and its
purpose is to encourage beneficiaries to enroll when eligible in order to avoid situations where
only the sick sign up for insurance, thus skewing the risk pool for those participating in the

coverage.

Coverage for the new drug benefit begins January 1, 2006. Initial open enrollment for the new
benefit will begin November 15, 2005, and will run for six months, ending May 15, 2006. In
subsequent years, open enrollment will run from November 15 to December 31 for the next
benefit year. The enrollment periods for all Medicare plans offering drug coverage and

Medicare Advantage plans will run at the same time.

Any full dual eligible individual who fails to enroll in a PDP or MA-PD plan would be
automatically enrolled, on a random basis, into a PDP that has a monthly beneficiary premium

equal to or below the subsidy amount available to low-income beneficiaries.

The MMA also establishes special enrollment periods (SEPs) beyond the initial and annual
periods. Special enrollment periods allow an individual to disenroll from one PDP and enroll in
another PDP without penalties, outside of the annual period. Special enrollment periods are

available for several reasons, including:
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Involuntarily losing creditable drug coverage, or having such coverage reduced below the
level that would qualify it as creditable. Creditable coverage is coverage that is at least
equivalent to that offered under the standard Medicare drug benefit. Beneficiaries who
do not enroll in a PDP or MA-PD plan when first eligible, but maintain creditable
coverage through some other source, such as an employer, would be allowed to sign up
for Medicare coverage during an SEP and would not be subject to penalties if their
coverage was lost or reduced involuntarily.

Individuals who are subject to enrollment errors, specifically those caused through
misrepresentation, inaction, or error by the Federal government will be allowed to enroll
under an SEP.

Individuals who are determined to be full dual eligibles after the initial enrollment period
are provided with an SEP. This would also provide these individuals who have been
automatically assigned to a plan the opportunity to change PDPs or MA-PD plans at any
time.

An individual who enrolls in an MA-PD plan upon first becoming eligible for benefits
under Part A at age 65 and then discontinues that enrollment and elects coverage under
original Medicare and a PDP at any time during the 12-month period beginning on the
effective date of the MA-PD plan election is eligible for an SEP.

The PDP terminates its service area or is terminated in the area in which the individual
resides.

The individual moves out of the plan's service area.

The individual demonstrates to us, in accordance with guidelines that we establish, that

the PDP offering the plan substantially violated a material provision of its contract, or the

20



136

PDP materially misrepresented the plan's provisions in marketing the plan to the
individual.
> In addition, MMA provides for a continuous open enrollment period for institutionalized

individuals throughout the year.

Eligibility Determination Process

Eligibility for low-income subsidies may be determined by state Medicaid agencies or by SSA.
Individuals will be able to apply for the subsidy at either agency. SSA is implementing a
computer scannable application as well as an Internet based application. As a result, we expect
that the States and others partners will use the SSA application and eligibility determination

process.

If an individual is determined to be eligible for a subsidy, that determination will remain
effective for up to one year. The agency that processes the determinations will determine the
manner and frequency for re-determinations and the process for appeals. It is important to
remember that people who apply for the subsidy must still enroll in an MA-PD plan or PDP of

their choice to access the Medicare covered drug benefit.

Keep in mind that beneficiaries who are dually eligible for Medicare and Medicaid, about 6.4
million, as well as those in a Medicare Savings Program (QMB, SLMB, and QI beneficiaries —
about one million individuals) will not have to complete an eligibility application. These
beneficiaries are deemed eligible and will automatically qualify for the subsidy. Non-full benefit

dual eligible individuals will still need to enroll in a plan offering prescription drug benefits.

21



137

We are working closely with SSA as they develop the model, simplified application form and
process for determination and verification of an eligible beneficiary's income and resources
(based on our straightforward asset test). A draft application has been focus group tested with
Medicare beneficiaries and is being revised based upon their comments. SSA is working hard to

make sure that the application is readily understandable by beneficiaries.

Beneficiaries will be able to complete the application themselves or with the help of State or
other community based support organizations. SSA will accept the applications through the mail
or it can be dropped off in person, and beneficiaries can also apply over the phone or on the
Internet, making it even easier for community organizations to help them sign up. The
application form will consist of an attestation regarding a beneficiary's income and resources.
The straightforward asset test proposed by CMS, as discussed above, means that beneficiarics
will not have to gather together volumes of files, nor do they need apply in person. In fact, the
goal of the application process is to facilitate completing the application at home without the
need to visit a government office. SSA and the States will be able to verify most information
through data matches. States and SSA may need to request some follow up documentation to

verify information, if data matches do not provide the needed verification.

We have convened a workgroup with States, SSA, and CMS to work through a variety of issues
regarding implementing the low-income subsidies. We intend to work together to develop a
system that:

» ensures timely and accurate data sharing on the deemed population;
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facilitates filing applications via the internet, the telephone, or the mail;
works with community organizations to help people complete applications;
minimizes the paperwork burden on applicants; and

exercises appropriate stewardship of federal funds.

Savings to the States

States are projected to see net savings of about $500 million in 2006 and $8 billion in the first

five years of the drug benefit. Net savings are projected for states that provide Medicaid-only

coverage, states with Medicaid and state pharmaceutical assistance plans, and states with

Medicaid and “Pharmacy Plus” (Section 1115 waiver) plans. The sources of savings are as

follows:

>

Medicare drug coverage for dual eligibles: Starting in 2006, full-benefit dual eligible
beneficiaries (Medicare beneficiaries eligible for a state’s full range of Medicaid benefits,
including drug coverage) will receive most of their prescription drug coverage through
Medicare rather than through their state Medicaid programs.

New subsidies for state retiree health programs: As employers, states can qualify for the
new retiree drug subsidies available to employers and unions that furnish qualified retiree
drug coverage to Medicare beneficiaries.

Relief for State Pharmaceutical Assistance Programs: States that operate State
Pharmaceutical Assistance Programs (SPAPs) and “Pharmacy Plus” waivers providing
subsidized drug coverage to individuals who will be eligible for the Medicare
prescription drug plan will gain substantial savings starting in 2006, when Medicare

begins providing very generous coverage for beneficiaries with Jimited means. Asa
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result of the savings from beneficiaries who qualify for the low-income Medicare
coverage, States can “wrap around” the Medicare benefit to maintain or enhance benefits,
at a lower cost to the State. SPAP assistance with beneficiary cost sharing would count
toward the out-of-pocket catastrophic threshold. As a result, SPAPs will be able to
continue to provide as generous or more generous assistance for the beneficiaries who
receive coverage through state programs now, at a lower cost per beneficiary for the
States because of the availability of the Medicare drug benefit. States will also be able to

restructure existing “Pharmacy Plus” programs to wrap around the Medicare prescription

drug benefit.

CMS intends to work closely with States, through comments, the new “SPAP Commission™ and
many other forums, to ensure that the drug benefit delivers better coverage and lower costs for

beneficiaries in light of the individual circumstances of each state.

Retiree Coverage

The MMA contains new subsidies designed to encourage employers and unions to continue
providing high quality prescription drug coverage for their retirees. This alternative retiree drug
subsidy provides special tax-favored payments to sponsors of qualified retiree PDPs. The retiree
drug subsidy program has highly flexible rules that permit employers and unions to continue
providing drug coverage to their Medicare-eligible retirees while retaining their current plan
designs that are at least equivalent to the standard Part D drug benefit, and using the retiree drmg
subsidy to reduce the cost of providing generous coverage. That is, total support for retiree drug

coverage is likely to increase as financial support from the new Medicare retiree drug subsidy
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and the Medicare prescription drug benefit augment employer and union contributions. This
may result in retirees spending less on average — possibly significantly less - for prescription

drug cost sharing and premiums combined, than they would without the new law.

Sponsors of employer and union plans who offer a drug benefit as good as, or better than,
Medicare’s standard drug benefit wiil be able to apply for the subsidy, which is estimated to
roughly average $611 per beneficiary in 2006. The after tax nature of the retiree drug subsidy
payments effectively increases the value of these payments for employers that are subject to the
corporate income tax. For firms with a marginal tax rate of 25 percent that translates into a
subsidy of $815, and for firms with a marginal tax rate of 35 percent, the value of the subsidy
rises to $940. Our proposed rule presents several options on how to define the qualifying criteria
for employers and unions who would like to receive the subsidy. We are currently accepting
comments on these options and are committed to maximizing participation, preventing windfalls

and limiting costs to the treasury.

Retiree coverage has been in decline for many years

Employer-sponsored retiree health insurance has been an important source of drug coverage for
many Medicare beneficiaries. However, for well over a decade, the availability and generosity
of employer-sponsored retiree health coverage has been eroding, particularly for future retirees.
As prescription drug costs have risen, employers have shifted more of those costs to their

retirees, and many employers have ceased offering retiree health coverage altogether.
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Percentage of Firms Offering Retiree Health Benefits, 1988-2003
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Source: Kaiset/HRET Survey of Employer Sponsored Health Benefits: 2001, 2003; KPMG Survey of Employer-Sponsorced Health Benefits:

1988, 1991, 1995. The denominator is all firms that offer health benefits to active workers.

In 1988, 66 percent of large employers that offered health benefits to active workers also offered
retiree health benefits. In 2003, only 38 percent of large employers offered them. During the
same year, only about 10 percent of small firms that offered health benefits to active workers
also offered retiree health benefits. The picture is even starker for future retirees, who have been

disproportionately affected by most of these changes.

The Retiree Drug Subsidy

Medicare is helping employers continue to provide retiree health care coverage. The new retiree
drug subsidy will support employers and unions who continue offering high-quality prescription
drug coverage as Medicare’s own benefit comes online, or who enhance their coverage by using

the new support to offer better coverage at a lower cost. The proposed regulation reflects our
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four objectives of: maximizing the number of retirees benefiting from the retiree drug subsidy,
avoiding windfalls to employers, minimizing administrative burden, and not exceeding budget
estimates. In doing so, our objective is to get the maximum possible increase in support for drug
coverage for all retirees, and so we are considering a range of potential options discussed in the
preamble of our Title I proposed regulation, each of which may help us achieve our key
objectives. We seek comments and are conducting extensive public outreach on how best to

accomplish our objectives.

To maximize the continuation and enhancement of retiree coverage, CMS is proposing that the
Medicare retiree drug subsidy be designed to be flexible enough to enable employers and unions
to obtain the subsidy without disrupting their current coverage. Many employers will be able to
continue the same drug plans they offer today, uninterrupted, while receiving a substantial
Federal subsidy to reduce their costs. Retirees can choose to enroll or not enroll in the new
standard Medicare drug benefit while remaining in their employer or union plan, which may also

offer better coverage.

Employers also have the option of declining the retiree drug subsidy and encouraging their
retirees to enroll in Medicare’s new PDPs, or in an MA-PD plan, while providing them with
extra help. These approaches as well can lead to drug savings for both retirees and employers.
There are several ways that employers could supplement the standard Medicare drug benefit:
» They may pay for supplemental coverage through an enhanced Medicare plan that fills in
more of the cost-sharing, just as employers “wrap around” Part A and Part B Medicare

benefits today;
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> They may set up their own external supplemental plans and coordinate benefits with the
Medicare drug plans, providing extra help with cost sharing;

» They may also choose to provide assistance with the basic drug premium for Medicare;
and,

> They may choose to set up special prescription drug plans, or Medicare Advantage plans,
for their retirees. CMS plans to use its waiver authority to allow employers to make
special arrangements with PDP and MA-PD plans for their retirees. These waivers would
allow employers and plans to provide more flexible benefits and to limit enroliment to the

retiree population.

Many factors may influence the responses of employers and unions to the new subsidy for retiree
drug coverage. As noted above, one critical decision is whether employers will want to remain
the primary insurer of retiree prescription drug costs and receive the retiree drug subsidy, or shift
to becoming a secondary payer by wrapping around Medicare coverage, with Medicare
subsidizing retiree drug costs by becoming the primary insurer. Either way, the actual benefits
received by retirees could remain unchanged or increase, but at a lower cost to the employer,

making both approaches to comprehensive drug coverage indistinguishable to beneficiaries.

It is important to remember that retirees who choose to continue with their employer-sponsored
drug coverage will always be able to enroll in the Medicare prescription drug program at a later
date, free from any late enrollment penalties, as long as their employer’s drug coverage is at least

as generous as the standard Medicare drug benefit.
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We are seeking comments from retirees, employers, unions, and others on the best way to
implement all of those options in order to reduce retiree drug costs. On June 9 and August 19,
CMS held two open door forums, allowing the public to comment on this important aspect of the
drug benefit. After an overview of the issues by several panel members, the bulk of the time in
these meetings was devoted to public input. CMS also issued a white paper that includes an

extensive discussion of these important issues for the August forum and solicited input thereon.

Providing More Comprehensive, Lower-Cost Health Plan Choices through an Enhanced
Medicare Advantage Program

The MMA expands the existing options available to Medicare beneficiaries to voluntarily enroll
in private health plans. Currently, about 4.7 million beneficiaries are enrolled in these plans,
known as MA local plans. The key new benefit is the MMA’s new regional contracting option
for new MA regional plans. The proposed regulation issued by CMS would propose to
implement these and other changes to the MA program. The new regional plans, which will be
available in 2006, are structured as preferred provider organizations {PPOs), which have a
network of doctors and hospitals that contractually agree to provide health care services at a
specified rate but also allow enrollees to go outside the network for care, usually for an
additional charge. PPOs are now the most popular type of coverage in the private market in the
U.S. In 2002, 52 percent of Americans covered under group health insurance programs were
enrolled in PPOs. This is because they provide both coordinated care that reduces beneficiary
costs, and broad flexibility in choice of providers if and when beneficiaries need them. Also

addressed in the proposed regulation is a new option created by the MMA that allows specialized
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plans for Medicare beneficiaries who have special needs, such as the institutionalized, those with

Medicaid, and individuals with severe or disabling chronic conditions.

We are working right now to make these new MA options available to all Medicare beneficiaries
in 2006. Beneficiaries will receive materials each fall that outline the options available to them
and their quality and cost features, and also can get sources for additional information, enabling

them to make the choice best suited to their needs.

Beneficiaries Will Get More Savings

Studies show that enrollees in current Medicare+Choice/MA plans not only receive more
benefits than beneficiaries who have coverage only in the traditional Medicare fee-for-service
(FFS) program only, they also pay less out of their own pockets to receive these benefits. A
recent published report found that out-of-pocket payments for beneficiaries in MA plans are 34
percent less than out-of-pocket payments for beneficiaries with FFS Medicare. While out-of-
pocket costs (including the Medicare Part B premium) for beneficiaries with FFS with no
supplemental coverage average about $2,631 per year, the average for MA enrollees in 2003 was
$1,964. Thus, on average, a beneficiary could expect to save about $56 a month as an MA

enrollee.!

The differences in spending between MA and FFS Medicare are particularly large for
beneficiaries with costly chronic illnesses and predictably high medical costs. A CMS analysis

of out-of-pocket costs showed that in 2004, enrollees in poor health could expect to save, on

! (Marsha Gold and Lori Achman, “Average Out-of-Pocket Health Care Costs for Medicare+Choice Enrollees
Increase 10 Percent in 2003,” Commonwealth Fund Issue Brief #667, August 2003.)
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average, about $1,900 per year by enrolling in an MA plan, as compared to FFS without

supplemental coverage. (Unpublished CMS data.)

Reduced out-of-pocket payments make MA plans particularly important for lower income
beneficiaries who are struggling to afford up-to-date medical care. For example, beneficiaries
with incomes between $10,000 and $25,000 - beneficiaries who usually do not qualify for
Medicaid, and who are unlikely to have access to inexpensive retiree coverage to supplement
their Medicare coverage — are relatively much more likely to enroll in MA plans. These
beneficiaries comprise about one-third of all Medicare beneficiaries, but make up half of
Medicare Advantage enrollees. (Based on year 2002 Medicare Current Beneficiary Survey data.)
As seniors and people with disabilities struggle with rising out-of-pocket costs for their health
care, it is more important than ever to make options available that enable them to lower their

medical costs substantially.

Extra Benefits and Other Savings

MA plans typically cover benefits beyond the Medicare range of covered services, and do not
limit services to the same extent as Medicare (for example, the majority of MA plans offer
unlimited inpatient hospital days). Such extra benefits include additional preventive benefits and
wellness services; disease management and care management services for beneficiaries with

chronic illnesses or high medical expenses; and dental, vision, and hearing services.

In addition to expanded benefits and lower beneficiary payments for services, MA enrollees may
benefit from lower Medicare premiums as well. Eleven percent of Medicare beneficiaries

currently live in a county in which there is a MA plan offering rebates on the premiums
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beneficiaries pay for Medicare Part B. In three counties in Florida, beneficiaries can choose a
plan that has no plan premium and that offers a full reduction of the 2004 monthly Medicare Part

B premium of $66.60.

MA plans begin to offer drug coverage in 2006 under Part D. With their ability to secure
discounts and coordinate the drug benefit with medical services, MA plans may be able to offer

more generous drug coverage and lower premiums compared to stand-alone drug plans.

The MMA has already improved the situation of the average MA beneficiary. Under the revised
MA program that will begin in 2006, a// Medicare beneficiaries will have access to these same

types of savings.

Immediate MA Improvements

While many changes in the Medicare Advantage program do not take effect until January 1,
2006, some immediate increases to payments for Medicare Advantage organizations are already
improving access to health plan options and reducing costs and improving benefits for Medicare
beneficiaries. This increased funding will make up for years of payment updates that were
behind the cost increases M+C organizations were facing, which in turn prompted many plans to
drop out of the program. In addition, the new law requires these additional payments to be used

to lower premiums or improve the benefit package offered by the MA plans.

As a result of these immediate changes, about 3.7 million enrollees in Medicare Advantage plans

are seeing improved benefits and lower costs. Premiums dropped for 1.9 million enrollees, and 2

32



148

million enrollees had a decline in cost sharing. Many enrollees are benefiting from more than
one of these changes in their health plan. In addition, the enroliment-weighted average premium
for Medicare Advantage plans dropped from $42 to $31. Further, the percentage of enrollees
that will receive some type of drug coverage increased from 78 percent to 80 percent. On
average, improvements in the MA benefit package made possible by the MMA outweigh recent

increases in the Part B premium.

Overall, 95 percent of the increased funding is being used to help beneficiaries, with:
» 31 percent being used to reduce enrollee premiums;
» 5 percent being used to reduce the amount enrollees pay for cost sharing and co-
payments;
» 17 percent being used to enharnce existing benefits; and,
» 42 percent of the additional funds being used to strengthen provider networks and
ensuring that beneficiaries continue to have more choices of physicians, specialists, and

other health care providers.

Benefits and Beneficiary Protections

MA plans must provide all Medicare-covered benefits, and as noted above, they generally
provide substantial additional benefits that allow beneficiaries who enroll to lower their costs
significantly. Most MA local plans currently provide limited, if any, coverage if their enrollees
choose to go outside the network for non-emergency care. And they are not required to have a
single deductible or catastrophic limit on enrollee out-of-pocket costs. Beneficiaries in MA
regional plans will typically have lower cost-sharing when they remain in network, but they will

have more coverage of care provided outside the network that is significantly more generous
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than that available in most local plans today. In addition, unlike traditional FFS Medicare with
its separate deductibles for Parts A and B, regional MA plans are required to have a single,
unified deductible (if they feature a deductible at all), though they may waive the deductible for
preventive services and other services. Regional MA plans must also feature a catastrophic limit
on out-of-pocket expenditures for in-network services, and a limit for all covered services. MA

plans may also offer a prescription drug plan in conjunction with the traditional benefit package.

Regions

Unlike local plans that serve individual counties and groups of counties chosen by the plan
sponsor, the new regional PPOs will bid to serve an entire region, which may be a state or multi-
state area. The goal of these larger regional markets is to bring more plan options to rural areas
by grouping them with the urban areas that have traditionally attracted managed care plans under
the Medicare+Choice program. The MA regional plans may operate in more than one region, or
even nationally. Following a market survey that will be completed later this year, as well as
public comment, the Secretary will establish 10 to 50 MA regions, designed to maximize plan
participation and quality and cost savings for beneficiaries. All beneficiaries will have access to
a choice of such plans, regardless of the region in which they live. On July 21, 2004, CMS held
a public meeting in which interested parties were allowed to offer their perspectives on
establishing the MA regions. The Agency is cognizant of the importance of establishing these
regions in a timely manner and is working to meet the statutory deadline of January 1, 2005. We
will continue our public outreach efforts as we consider how to finalize this important aspect of

the rule.
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Financial Incentives for Regional PPOs

Risk Corridors

To encourage the offering of regional MA plans, MMA provided for risk sharing for Part A and
B health benefits to be in effect for 2006 and 2007. Risk corridors will allow the government to
share in any unexpected gains or losses that the plans incur and help plans in the early years of
the regional plan program while they gain experience covering the Medicare population on a
regional basis. With the risk corridors, a target amount of plan spending is set to equal the total
payments to plans from the government and enrollee premiums, minus the plan’s administrative
costs assumed in its bid. Actual costs at the end of the year are then compared to this target
amount. The risk corridors are symmetrical in that the government pays plans if costs are above

the target and recoups its share of the savings when costs are below the target.

The plan is fully at risk for the first 3 percent of costs above or below a target amount.
The plan and the government share 50 percent of costs/savings that are 3 to 8 percent off the
target. The government pays/keeps 80 percent of the costs/savings that are more than 8 percent

off the target.

Plan Entry and Retention Fund

Starting in 2007, a plan entry and retention fund will be created consisting of $10 billion in
appropriated funds plus additional monies from the bidding process (half of the government’s
portion of the savings based on the difference between the regional plans’ bids and the regional

bidding benchmarks). The fund is available through 2013 and can be used several ways:
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National Bonus. If a health plan enters the program nationally (by bidding to provide a MA plan
in all regions), then its benchmark payment in each region is increased by 3 percent. This bonus
is available for one year only, and it is not available if a national plan was available the prior

year.

Regional Plan Entry Bonus. If no regional MA plans serve a given region in one year, then the
Secretary may increase payments for plans in that region for the following year. The Secretary

has wide discretion to set the parameters of the regional plan entry bonus.

Regional Plan Retention Bonus. If plans signal that they are going to leave a region, the
Secretary may increase the benchmark in that region in an effort to keep the remaining plans and
attract new bidders. Two additional conditions must be met: the exits must result in fewer than
two regional organizations being available, and the MA enrollment share in the region must be
less than the national MA enrollment share. The Secretary has discretion to increase the

benchmark (within certain limits), and the increase can last for up to two years.

All of the above payments are subject to the overall budget constraints for the plan entry and
retention fund. The Secretary and CMS actuaries must certify that there is enough money in the
fund to cover the payments, and they may limit enrollment in regional plans receiving the
payments to make sure enough money is available. The Secretary must also periodically report
to Congress about how the plan entry and retention fund has been used and the market conditions

in regions that make its use necessary.
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Essential Hospitals

One of the challenges that MA plans have faced in operating in rural environments is
establishing an adequate network. Beginning in 2006, regional MA plans that are unable to
successfully contract with certain essential hospitals are eligible to receive limited assistance to
establish an adequate network. If specific criteria are met, CMS is authorized to pay additional
amounts to that hospital from the Federal Hospital Insurance Trust Fund. These funds are

limited to $25 million in 2006, with inflationary updates in succeeding years.

An essential hospital means a general acute care hospital that CMS determines the MA regional
plan must have under contract in order to meet access requirements. The determination of
essential hospital status is only conferred after appropriate application to us by an MA
organization offering an MA regional plan. Finally, in order to qualify for the additional
payment, the essential hospital must demonstrate to our satisfaction that the amounts normally
payable are less than the hospital's costs for providing services to MA regional plan enrollees. In
addition, there is a minimum amount to be paid by the MA plan and a maximum total payment,

including the Medicare payment to the essential hospital.

The intent of the additional payment to essential hospitals is to facilitate an MA regional plan's
ability to meet network adequacy requirements across large geographic areas—an MA region.
Such an essential hospital would become part of the contracted network of providers of the MA
regional plan and in-network enrollee cost-sharing rules would apply. CMS anticipates this

provision to be particularly helpful to rural beneficiaries. The proposed regulation seeks
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comments on other approaches within our statutory authority to support effective access for rural

beneficiaries in all parts of a PPO region.

Improved Quality and Patient Safety

Under the MMA, CMS is moving to increase patient safety and quality of care through a number
of initiatives. The focus is on obtaining better results for the dollars we spend. To accomplish
this, among other things, the statute requires the National Comumittee on Vital and Health
Statistics (NCVHS) to develop recommendations for electronic prescribing standards. E-
prescribing is a proven method of reducing medication errors and CMS locks forward to working
on this important effort. NCVHS has consulted with physicians, hospitals, pharmacists and
pharmacies, pharmacy benefits managers (PBMs), State boards of pharmacy and medicine,
Federal agencies and other electronic prescribing experts in its work to develop uniform
standards. The law also requires a pilot project once the Secretary has adopted or announced the
initial standards. The pilot will run from January 2006 through December of that year, and it
will be completed prior to the promulgation of the final standards. We expect that NCVHS will

shortly be communicating its recommendations to the Secretary.

Medication therapy management services are also called for under MMA. The statute allows a
broad range of services under this provision. The purpose of medication therapy management is
to provide services, distinct from dispensing drugs, that optimize therapeutic outcomes for

targeted beneficiaries.
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Medication therapy management may include elements designed to promote (for targeted
beneficiaries):

¢ Enhanced enrollee understanding--through beneficiary education counseling, and other
means--that promotes the appropriate use of medications and reduces the risk of
potentially adverse events associated with the use of medications.

o Increased enrollee adherence to prescription medication regimens (for example, through
medication refill reminders, special packaging, other compliance programs, and other
appropriate means).

s Detection of adverse drug events and patterns of overuse and underuse of prescription
drugs.

In order to promote these elements and optimize therapeutic outcomes for targeted beneficanes,
we envision a broad range of simple to complex services falling under the heading of medication
therapy management services. In addition to those mentioned in the statute, services could
include, but not be limited to, performing patient health status assessments, formulating
prescription drug treatment plans, managing high cost “specialty” medications, evaluating and
monitoring patient response to drug therapy, providing education and training, coordinating
medication therapy with other care management services, and participating in State-approved
collaborative drug therapy management. We expect that these services will help increase the
effectiveness of medications used by beneficiaries and reduce the number of adverse events

associated with drug interactions or reactions.

CMS has also begun an exciting program designed to improve care for beneficiaries with chronic

conditions. Under Section 721 of the MMA, CMS will contract with a number of disease
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management programs to provide services to beneficiaries with a select range of chronic
conditions. These disease management programs will use a broad range of proven and
promising techniques to help beneficiaries comply with physician treatment plans, drug regimens
and lifestyle changes in order to reduce the number of hospitalizations and acute incidents that
they experience. The disease management organizations’ payments will depend entirely on their
ability to prove reduced costs to the program. The statute provides for a broader application of
the Chronic Care Improvement Program. In addition, all MA plans will be required to use
disease management techniques to help beneficiaries with chronic conditions and their
physicians better manage their health. The increased quality of information that these disease
management programs will provide to patients and their physicians, along with their reliance on
proven standards of care could result in Medicare beneficiaries receiving higher quality, more

effective care at lower costs overall.

Through clear, consistent and integrated communications and effective partnerships, the Quality
Improvement Organizations {QIOs) are continuing to work with providers, stakeholders,
purchasers/payers, and the media to help stimulate widespread change in attitudes and behavior
with regards to the importance of ongoing quality and safety improvement in health care. There
is tremendous opportunity for improving quality and safety in health care for seniors, particularly
involving prescription drugs. For example, a recent study of nearly 400 hospitalized elderly
patients reported in the Annals of Pharmacotherapy found that nearly 92 percent of patients had

received a medically inappropriate prescription.”

? Hanlon, Joseph T, et. al., “Inappropriate Medication Use Among Frail Elderly Patients,” in The Annals of
Pharmacotherapy, vol. 38, no. 1, pp. 9-14.
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Specifically for the Part D drug plan, the QIO’s, working with the Agency, will begin work with
PDP, MA-PD plans, and fallback plans, (referred to as drug plans), and providers to help
promote higher quality care for beneficiaries enrolled in these plans. QIOs will develop quality
improvement projects that measure performance of the drug plans and providers with whom they
work. Performance measures will be organized according to the Institute of Medicine’s (IOM)
six identified criteria for quality: Safe, Effective, Patient centered, Timely, Efficient, and

Equitable.

CMS will monitor the QIOs’ work with these plans and their ability to disseminate important
quality improvement information learned in their efforts. The QIOs will also identify and offer
technical assistance to all drug plans that serve beneficiaries within their state to implement

quality improvement programs.

Timely Implementation

Implementing all of these new benefits and programs involves a tremendous amount of work.
Because Medicare has never before offered outpatient prescription drug coverage, CMS must
engage in a new line of business to establish these benefits. To implement regulations for these
programs CMS must propose regulations to the public, accept and respond to comments, and
issue the final version. CMS is hiring a large number of new people with specific knowledge
and skills (e.g., administration of pharmacy benefit programs and employer benefits), preparing
to build computer systems, negotiate and execute complex contracts, institute monitoring
mechanisms, and expand our current beneficiary education and support program. To help us in

hiring the right people, CMS is participating in an innovative public-private effort with several
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leading human resources firms, including Monster Government Solutions, ePredix, CPS Human
Resource Services, AIRS, Brainbench, and Korn/Ferry International. These entities will be
donating their services to analyze CMS” hiring process and make suggestions for improving
things so that the Agency can employ the most qualified persons in a timely fashion. The 2006
deadline for all of this to happen is very ambitious and CMS has been diligently laying the

groundwork for that opening day since the moment the legislation was signed.

The Medicare Approved Prescription Drug Discount Card — A Bridge to the New Benefit
While working on the myriad of tasks required to implement the new drug benefit and improve
the MA program, CMS has already implemented an important program to offer some immediate
relief to seniors with high drug costs. The Medicare Approved Prescription Drug Discount Card
program, announced only a few days after President Bush signed the MMA, is now offering

concrete assistance to Medicare beneficiaries with little or no drug coverage.

To date, well over 4 million beneficiaries have enrolled in the drug card program. The
beneficiaries who are receiving real savings now represent well over 50 percent of the 7.4

million seniors who CMS estimated would sign up for the card by December of 2005.

Medicare beneficiaries began signing up for drug cards on May 3, with discounts beginning June
1,2004. Since that time there has been steady growth in beneficiaries signing up for the card
with drug card sponsors now receiving an average of well over ten thousand enrollees every day.
As of September 2, more than 4.3 million beneficiaries have enrolled in a card program. Well

over 1 million of those beneficiaries are receiving the $600 low-income credit. Approximately
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2.4 million beneficiaries were automatically enrolled in a card by their health plans and nearly
350,000 were auto-enrolled through their state pharmacy assistance program (SPAP), with an

additional 13,000 being sent pre-filled applications by their SPAP.

A recent Kaiser Family Foundation study reported that top Medicare drug cards provide savings
as compared to retail of between 19 and 24 percent for urban retail prices, 17 to 22 percent for
rural retail, and 27-32 percent urban mail order.® A study released in July by The Lewin Group
analyzing 150 drugs most frequently used by seniors found that individuals participating in the
Medicare drug discount card program beginning in the summer of 2004 will save an average of
$1,247 on their prescription drug purchases before the program concludes at the end of next
year.4 A June study by the American Enterprise Institute found that the Medicare approved drug
discount cards offered discounts of 813 percent off of brand name retail prices and 15-23
percent on mail order brand name drugs.® A study by the Consumers Union found that Medicare
approved drug discount cards available in California consistently provided drug prices lower
than those available under the Medi-Cal program. Medi-Cal prices are already 20 percent lower

than those typically available in a retail setting and the study concluded that prices under the card

* Medicare Drug Discount Cards: A Work in Progress, Prepared for the Henry 3. Kaiser Family Foundation by
Health Policy Alternatives, Inc. Available at:

http://www ki org/medicare/loader.cfmZurl=/commonspot/security/getfile. cfim& Pagel D=44587

* Assessment of Beneficiary Savings in the Medicare Drug Discount Card Program, Prepared for the Healthcare
Leadership Council by Jennifer Bryant, John Corea, and Allison Sydiaske of The Lewin Group Available at

endur2nfmSm/LewinHECStudy pdf
* Private Discounts, Public Subsidies: How the Medicare Prescription Drug Discount Card Really Works, Prepared
by the American Enterprise Institute, Joseph Antos and Ximena Pinell. Available at:

http://www.aei.org/docLib/20040616_book779text.pdf
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program could be reduced by as much as 10 percent beyond Medi-Cal’s rates.® The results of

these private studies all compare well with CMS studies, which have shown similar savings.

Beneficiaries should know, that signing up is as simple as calling 1-800-MEDICARE with the
information on their preseriptions, their preferred pharmacy, and their annual income. The
customer service representatives at our call centers can walk them through their drug card
options and the process of enrolling in an appropriate drug card in just a few minutes. The

person can quickly enroll in a card and begin reahizing savings on the medications they need.

Education and Outreach

CMS is aware that one of the greatest challenges will be to accurately inform beneficiaries about
these new options and assist them in taking advantage of these services. CMS has taken many
steps to increase beneficiary assistance and seeks comments on how to further improve our
ability to help beneficiaries get the personalized, one-on-one assistance they need to get the most
out of Medicare’s expanded benefits and out of our increasingly modern, but increasingly
complex, health care system. These activities will build on our broad experience and success
using the National Medicare & You Education Program begun in response to the Balance Budget
Act of 1997. We will employ the comprehensive elements of this Program to ensure that people
with Medicare know about these new benefits and choices, and understand how to make
informed decisions to enroll in the health plans and the prescription drug plans that offer these
benefits. Elements of this Education Program and examples of consumer products and assistance

include:

$ Medicare Discount Drug Card Savings in California: Technical Summary, Prepared by Consumers Union for
California Healthcare Foundation. Available at:
http://www chef org/documents/ingurance/MedicareDiscountDrupCardSavings pdf
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Publications for People with Medicare

CMS intends to continue and enhance the use of targeted publications and informational
mailings to help people with Medicare understand the new benefits and how to get the
most out of these benefits. These mailings and related publications will also be available
online at www.medicare.gov. Numerous mailings have already been sent to people with
Medicare to help them learn about, and enroll in, the Medicare-approved drug discount
cards and the formal drug benefit coming in 2006.

Medicare & You Handbook

Additionally, each fall CMS mails Medicare & You handbooks for the next plan year to
beneficiaries and stakeholders. Handbooks are offered in English and Spanish, and are
also available in Braille and large print. CMS also mails Medicare & You to new
enrollees throughout the year on a monthly basis.

1-800-MEDICARE Toll-Free Telephone Services

CMS undertook recent enhancements at 1-800-MEDICARE so that people with Medicare
can get additional support in identifying the best drug plans and health plan options for
their needs. CMS has increased the number of customer service representatives (CSRs)
from several hundred to 3,000 and expects to maintain this number of trained CSRs to
handle the unprecedented number of callers in a timely and effective manner. CMS has
added voice messages to help callers be better prepared when they reach a customer
service representative, further reducing call waiting and call handling time.
www.medicare.gov

The most significant recent enhancement to the Medicare web site is the release of

information on the new Medicare-approved drug discount cards. The Prescription Drug
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and Other Assistance Programs (PDAP) section of www.medicare.gov provides
information on public and private programs that offer discounted or free medication,
programs that provide help with other health care costs, and Medicare health plans that
include prescription coverage. Enhancements and updates to the site will continue
frequently to ensure users get the accurate information they need, easily and in a timely
fashion.

National Publicity Campaign

The CMS national multi-media campaign utilizes television, radio, print, and Internet
advertising, to inform and motivate people with Medicare and their caregivers to call |-
800-MEDICARE, visit www.medicare.gov, and refer to the Medicare & You Handbook
for answers to their Medicare questions. For example, the last week of April 2004, CMS
initiated a new TV and print ad campaign to introduce the Medicare-approved drug
discount cards, and launched new advertising in late August to further encourage
enrollment in the cards.

Public Private Partnership

CMS currently partners with more than 140 organizations and groups on education and
outreach efforts. We have taken steps to expand the partnership base to provide stronger
entrée into community and faith-based service organizations, health information
providers, and aging outreach centers — groups that work with Medicare beneficiaries
who are most in need.

Community-Based Qutreach

CMS also supports non-profit organizations to help educate and assist low-income

beneficiaries who may otherwise be hard to reach. We recently announced the
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availability of $4.6 million in grants and contracts to community-based organizations,
local coalitions, and national organizations to help people with Medicare learn about the
$600 in transitional assistance money available through the Medicare-approved drug
discount cards. CMS continuously looks for the most effective ways to work with State
Health Insurance and Assistance Programs (SHIPs), as well as private organizations, to
help further improve our personalized outreach and support.

Regional Education about Choices in Health (REACH)

CMS’ ten Regional Offices (ROs) manage the Regional Education about Choices in
Health (REACH) program to cultivate community-based partnerships with organizations
that use existing outlets to conduct education activities for populations with barriers
caused by differences in language, literacy, location, low income and/or culture. Many
REACH partners serve beneficiaries who prefer and need in-person information and
assistance in familiar, community settings.

State Health Insurance Assistance Programs — SHIPs

For beneficiaries with unique and complex issues and who require face-to-face
personalized assistance, CMS has also enhanced its partnership with the State Health
Insurance Assistance Programs (SHIPs). CMS recently announced that HHS will award
$21.1 million this year, and another $31.7 million next year, to the SHIPs, reflecting the
increased emphasis on one-on-one advice and counseling for people with Medicare. The
SHIPs are an essential resource in helping beneficiaries learn about the changes to
Medicare and will be able to use the additional funds to equip local organizations with

the tools needed to answer beneficiaries’ questions.

Training for Information Intermediaries
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CMS has developed a national training program to educate and train CMS staff, partners,
and information intermediaries who are responsible for educating people with Medicare
about their health care choices, benefits, rights and protections. Training is made
available in a variety of different ways including web-based, face-to-face and on CD-
ROM.

e Consumer Research and Performance Measurement
To help ensure that all of these education and outreach efforts effectively reach people
with Medicare with relevant and understandable information, CMS conducts consumer
research. This research includes both formative research to determine what information
different segments of our population want and how to convey it, and testing of

publications, material for the website and media messages and strategies.

Program Assessment

A fundamental building block of the National Medicare & You Education Program is a
multifaceted approach to assess the overall strategy of educating beneficiaries about Medicare.
These performance measurement activities identify what is working well and what needs to be
improved in each of the activities used to communicate information about Medicare. The
performance measurement system addresses all elements of NMEP. The assessment information
is used for continuous quality improvement of each element as well as to improve how well the
different elements work together. The channel-specific measurements cover: print materials;
toll-free telephone services (1-800-MEDICARE); the internet (www.medicare.gov); Regional
Education about Choices in Health (REACH); National Alliance Network; national training and

support for information givers; and enhanced beneficiary counseling from the State Health
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Insurance Assistance Programs (SHIP). We have also conducted case studies in six communities
to study the evolution of the National Medicare & You Education Program in these communities.
The case studies add to our other performance measurement activities by providing information

about how all of the elements of the education program work together at the local level.

Summary

Beginning in 2006, Medicare beneficiaries will have access to higher quality, more affordable,
more comprehensive and integrated modern health care. They will have choices about how they
obtain those benefits, and their market power will be used on their behalf to lower the prices they
pay. CMS looks forward to working with the Congress in implementing these important new
programs and we emphasize, again, our strong desire for public participation and comment in
this process. I thank the Committee for its invitation to come here today to discuss these, the

most important changes in Medicare’s history, and look forward to any questions you may have.
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Senate Finance Committee
Hearing on "Titles I and II: Features of the Proposed Regulations"
September 14, 2004
These are the answers for the record to be inserted into the transcript for the hearing.

SEN. GRAHAM: Could you submit for the record your estimate of how components of the
Medicare reform bill, by classes of beneficiaries, will affect their costs of uncovered services?

INSERT: Page 69, line 20
DR. McCLELLAN: See the table below:

Estimated Average Enrollee Total Drug Spending, Drug Spending Paid for by Medicare
Drug Benefit, and Drug Benefit Premium, CY 2006 and CY 2010

Estimated average Estimated average Estimated average
I drug spending ! drug spending t premi

paid for by the

Medicare drug

henefif*
2006
Enrollees Not Receiving Low-Income | $2,936 $1,437 $428.
Subsidy
Enrollees Receiving Low-lncome 3,649 3476 0 or$214**,
Subsidy
2010
Enrollees Not Receiving Low-Income | 3,852 1,890 $564.
Subsidy
Enrollees Receiving Low-Income 4,794 4,518 0 or $282**.
Subsidy

* Average annual drug spending paid for by the Medicare drug benefit reflects on average how
much the Medicare drug benefit will payout per beneficiary. This is different from the amount of
drug costs the Medicare drug benefit would payout for a beneficiary with average total drug
spending, due to the interaction between the distribution of drug spending and the deductible and
cost-sharing structure of the Medicare drug benefit. We also note that the average drug spending
paid for by the Medicare Part D plan reflects drug costs reimbursed by the plan and does not
include PDP or MA-PD administrative costs.

** Low-income subsidy enrollees with income between 135 percent and 150 percent of FPL face
a sliding scale premium based on income, which is estimated to average $214 per year in 2006
($282 in 2010). Other enrollees in the low-income subsidy pay no beneficiary premium at all, as
long as they select a PDP or MA-PD with a premium that does not exceed the greater of the low-
income benchmark premium or the lowest PDP premium for basic coverage for the region and as
long as they enroll within the initial enrollment period or have met creditable coverage
requirements.
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SEN. BINGAMAN: Could you get back to me, maybe, with a little better sort of analysis as to,
if in fact we are investing $23.4 billion, or transferring that much to health plans in this period,
could you detail, what are the benefits that beneficiaries receive as a result of that?

INSERT: Page 102, line 24.

DR. McCLELLAN: Some have erroneously claimed that managed care companies will be
receiving an extra $25 billion in Medicare payments between 2004 and 2009, with only $1.4
billion of this amount going towards benefits. This statement is incorrect.

We project that the MMA will result in additional program expenditures of $24.8 billion over the
six-year period 2004-2009, or about $37 per Medicare Advantage enroliee per month. This will
be used to finance Part A and B benefits, reduce cost sharing for Medicare enrollees, and/or pay
for extra benefits for plan enrollees (benefits not covered by Medicare but available through MA
plans). This reflects the costs associated with increased enrollment in the Medicare Advantage
program. Under the new law, Medicare Advantage enrollment is expected to increase two-fold,
from 11% to 33% of beneficiaries through 2010.

The $1.4 billion quoted in the Federal Register for the provision of benefits beyond basic Part A
and B benefits is actually incorrect and we are working to correct this. According to the
additional analysis we have completed to date, we expect the amount of extra benefits provided
to be much higher. Examples of these extra benefits include eyeglasses, hearings aids, and
additional drug coverage, as well as reduced out-of-pocket expenditures for covered services and
reductions in expenditures for Medicare’s Part B premiums (or Part D cost sharing in 2006).
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Questions for the Honorable Mark B McClellan, M.D., Ph.D.
Administrator, Centers for Medicare & Medicaid Services
from the Honorable Charles Grassley,
Committee on Finance
regarding the September 14, 2004, hearing entitled
"Titles I and I1: Features of the Proposed Regulations"

I have concerns about how regional Medicare Advantage plans are going to be setting up
their networks in rural parts of the country. Many hospitals in Iowa have special payment
status from Medicare and I want to make sure they are not going to be penalized when
these health plans come in and try to negotiate contracts to set up their networks. In the
Medicare Medernization Act, Congress gave specific authority to the Secretary to oversee
these negotiations. I want to guarantee that our rural facilities won’t be penalized in terms
of reimbursements.

1. The regulations propose relaxing the comprehensive network adequacy
requirements for regional Medicare Advantage plans — why do you think that is
necessary?

Answer: As you know, CMS is committed to maximizing plan participation and choices for
beneficiaries in rural states and those in urban states.

CMS recognizes that imposing network adequacy requirements is a delicate balance between
protecting access for beneficiaries and affording organizations the flexibility they need to offer
their plans. We have proposed to relax the comprehensive network adequacy requirements for
MA regional plans, but only to the extent that beneficiaries are not put “at risk” for high cost
sharing related to services received from non-network providers. We plan to use this flexibility
in limited circumstances and not necessarily on a plan-wide basis. Specifically, this could be
applied in a county or portion of a region where, for example, the MA regional plan is unable to
secure contracts with an adequate number of a specific type of provider or providers to satisfy
our comprehensive network adequacy requirements. CMS proposes to permit MA regional plans
with lower out-of-network cost sharing to have less robust networks of contracted providers and
vice-versa. This is because if the plans’ networks were robust, we would not expect beneficiary
access to be unduly limited by higher cost-sharing requirements when they seek care from out-
of-network providers.

2. How will you know that a health plan has made a “good faith effort” to contract
with essential hospitals in rural areas?

Answer: In our proposed rule we have asked for comments on how CMS can best ensure that a
“good faith effort” has been made by a MA plan to contract with an essential hospital. For
instance, we have asked whether we should require negotiations to occur before the admission of
an MA regional plan patient to the essential hospital. Or, in the case of an emergency admission,
we have asked if we should permit negotiations between the MA regional plan and the hospital
to occur after admission, or perhaps even after discharge.
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1t’s important to note that extra payments to essential hospitals will not be made available unless
the hospital can demonstrate to CMS that its costs for providing care to a Medicare beneficiary
exceed normal payment amounts. Additionally, CMS is asking for comments on how to
determine these hospital costs.

3. Do you think that $25 million te help hold essential hospitals harmless will be
sufficient for 2006?

Answer: The statute limits such payments to $25 million for 2006, and the prior year’s amount
to be updated by the market basket percentage increase for future years. Whether or not this
amount will be sufficient depends on the number of hospitals who qualify as essential hospitals,
how many beneficiaries they serve, and the difference between standard Medicare payments and
the costs of the essential hospitals. Currently, we do not have sufficient data to accurately
answer all of those questions, but with time we will be able to see whether the $25 million is
enough.

Page 2 of 60



170

Questions for the Honorable Mark B McClellan, M.D., Ph.D.
Administrator, Centers for Medicare & Medicaid Services
from the Honorable Max Baucus,

Commttee on Finance
regarding the September 14, 2004, hearing entitled
"Titles I and II: Features of the Propesed Regulations"

1. The Medicare drug discount card has not met with the level of success that the
administration intended. One of the reasons is that there are too many choices.
Montana seniors can choose from among 41 options. The MMA gives CMS
significant discretion to turn down PDP applicants ~ and specific reasons for doing
so. Can you please comment on how you intend te use this authority? Under what
conditions should drug plans be turned down from participating in the new
Medicare Part D benefit?

Answer: With the MMA, we now have the opportunity to take new steps to make the Medicare
program more personalized, with more choices and better benefits for our seniors. The changes
to the Medicare managed care program do exactly that — provide beneficiaries with the option to
choose a plan that provides the best benefits for their needs.

This benefit is modeled after the FEHBP, where an individual can choose a plan based on factors
such as health history, health status, and risk aversion. Just like the health insurance market for
people under age 65, Medicare beneficiaries will now be able to choose the best plan for them.

The bottom line is that this is really an important step toward the future of Medicare — a
Medicare that gives control back to patierits to work with their doctors to get the benefits of
personalized care, with the support of the Federal government to make good choices. Itis
extremely unlikely that beneficiaries will have to choose from as many options in any one
location as they have in the case of drug cards. Still, we intend to provide information on
beneficiary drug benefit options in many different forms that will allow beneficiaries to choose
the best option for them.

in order for plans to participate, obviously, they will have to meet all of the qualifying criteria

established under regulation. By accepting more than one plan, or multiple plans, for any given
region, we will be promoting competition among those plans within the region they serve. This
competition will drive prices down and will help both beneficiaries and the Federal government.
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2. CMS established the region size for the drug discount card to be no less than a state,
but gave significant discretion to drug card participants to draw their own service
areas. Now that CMS is considering region size for the 2006 drug benefit, I would
like to recommend larger region sizes as one way to limit the number of potential
participants. Would you agree that larger PDP regions is one way to limit the
number of PDP plans, ensure that the options available represent the most qualified
to participate, and guarantee that beneficiaries will not be inundated with too many
choices?

Answer: We have sought out and received comments from interested stakeholders on the
appropriate number of PDP regions and will be seeking additional public comment again very
shortly. In the comments we have received to date, we have heard from both those who would
like smaller state-based regions and others who would prefer larger multi-state regions. We will
be announcing a decision on the regions later this year — hopefully by the middle of the fall,
though no later than January 1, 2005 as the statute requires.

The law directed CMS to conduct a market study and consider how different regional choices
can maximize plan participation. CMS has hired a contractor — RTI International - to conduct
that study, which is ongoing. CMS held a public meeting to present options for both sets of
regions on Wednesday July 21, 2004 in Chicago, IL and has received scores of comments from
potential PDP and MA plan bidders. It is our goal to establish regions that will result in
sufficient plan participation to create competitive pressures to drive prices downward, while
simultaneously providing beneficiaries with meaningful choice in how they obtain their care.

Dual Eligible and Low-Income Beneficiaries

3. Dual eligible beneficiaries whe fail to elect a drug plan will be automatically
enrolled into a plan, and I support this decision. I understand that you have
identified several options for how to achieve this policy goal. What factors will
influence your decision to select an option? Will you consider the drugs that a dual
eligible beneficiary is currently taking? And if not, how will you address the
circumstance in which a dual eligible is assigned to a plan that does not cover a drug
that he or she is currently taking?

Answer: Full benefit dual-eligible individuals will be deemed eligible for the subsidy covering
almost all of their drug costs. They will be given an opportunity to select a plan of their choice.
If they do not select a plan, they will be automatically enrolled in a plan so that they do not lose
these important benefits. Once enrolled, if the beneficiary finds that the plan does not cover a
drug he or she is currently taking, the beneficiary may opt out and enroll in another plan without
any penalty.

If there is a choice of more than one plan with a premium covered by the subsidy, the statute
directs the Secretary to auto-enroll beneficiaries on a random basis.
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Transitioning dual eligible beneficiaries to the new benefit is an important issue. We have been
engaging states in discussions on transition issues because they will play an important role in
educating dual eligibles about the upcoming changes impacting their drug coverage.

4. Why did CMS decide not to automatically enroll Medicare Savings Programs
beneficiaries into a drug plan, as it has proposed to do for the dual eligibles? What
happens if these beneficiaries don’t choose a plan, will they be subject to the late
enroliment penalty if they fail to enroll during the open enrollment period?

Answer: In the case of full dual eligible individuals, CMS was given a specific statutory
directive to automatically assign these beneficiaries to a plan, should they fail to choose a plan
on their own. The statute did not direct CMS to automatically enroll MSP beneficiaries into a
plan. While MSP beneficiaries, who fail to enroll during the open enrollment period, will face
late enrollment penalties if they choose to enroll at a later date, there are subsidies for late
penalties for these beneficiaries.

5. ‘What steps will CMS take to make sure that low-income subsidy applicants are also
screened for Medicaid and Medicare Savings Programs eligibility?

Answer. We intend to be very aggressive about screening and enrolling applicants for any
benefits to which they are entitled.

In addition to determining eligibility for premium and cost sharing subsidies for the new
Medicare Part D prescription drug program, states are also required to determine eligibility for
and offer enrollment into a Medicare cost-sharing program (QMB, SLMB, and QI) at the time
they screen eligible individuals for low-income subsidies. We will be working with states to
ensure that they understand their obligations with this requirement.

Furthermore, CMS will be working very closely with the Social Security Administration. SSA
may advise people that, based on the fact that they have low income and resources, they may
want to consider applying at the state Medicaid office for Medicare Savings Programs that
provide assistance with Medicare premiums and, in some cases, cost sharing. SSA itself cannot
take such enrollments as they are Medicaid functions. There is no affirmative obligation on SSA
to screen and refer under MMA, as there is on states to screen and enroll, and in fact there may
be issues related to privacy rights that limit the ability to share an applicant’s personal
information, but CMS will work to see if we can address these concerns.

However, concerned about low enrollment in Medicare savings programs generally, Congress
passed legislation in 2000 requiring SSA to conduct outreach to low-income Medicare
beneficiaries to notify them of their potential eligibility for Medicare savings programs. SSA
began notifying beneficiaries in response to the statutory requirement in 2002.

6. Determining initial eligibility for low-income subsidies is incredibly important, but

so is the process of renewing eligibility. From other low-income programs, like
Medicaid, we know that the renewal process, if not carefully designed, can result in
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the loss of eligibility of a huge proportion of enrolled individuals. The MMA
requires that there be a renewal process of some sort at least once a year. The
regulations do not describe that process. Please provide your current thinking on
the issue of the renewal process.

Answer: For individuals who apply for the low-income subsidy, the initial period of eligibility
is effective for a period not to exceed one year. Thereafter, the manner and frequency of re-
determinations of eligibility will depend on which entity processed the initial determination; the
state Medicaid office or SSA. If SSA processed the initial application, SSA will decide how
often and in what manner re-determinations of subsidy eligibility are made. SSA is planning on
issuing regulations, which will address its process. Since we expect that SSA will process most
of the applications for the low-income subsidy, including many applications taken by states but
forwarded to SSA for processing, SSA will likely be the responsible agency in most cases for
individuals who apply for the subsidy.

State Medicaid agencies will re-determine subsidy eligibility for those beneficiaries whose
applications have been processed by the state Medicaid agency. This is likely to occur in cases
where individuals specifically request that the state, and not SSA, process the application for the
subsidy. In such cases, the state will process the re-determinations in the same manner and
frequency as they do under its Medicaid program, which must occur at least once every 12
months.

For the full benefit dual eligible population, who are deemed eligible for the Part D low-income
subsidy, the renewal process will follow the normal Medicaid eligibility determination process.
States will identify to CMS those eligible for Medicaid and thus automatically eligible for the
subsidy by law. We are exploring options for individuals who tend to go on and off Medicaid
eligibility, and hope to have more guidance in our final rule and other operational documents.
Similarly, eligibility for MSPs would be re-determined under whatever schedule a state normally
follows for its MSP groups regardless of whether an MSP-eligible person is receiving a low-
income subsidy.

7. What outreach and education efforts will CMS undertake to help states inform
beneficiaries about the low-income subsidy? Is CMS considering a higher match
rate for enrollment and outreach efforts?

Answer: CMS and SSA are planning an aggressive outreach strategy for the low-income
subsidy. SSA plans to mail applications to potential, non-deemed eligibles (those who are not
full benefit dual eligibles or Medicare Savings Program beneficiaries) in early summer 2005 to
encourage individuals who might be eligible to apply early for the low-income subsidy. In
addition, SSA plans to educate community-based organizations, faith-based groups, state offices
and employer groups about the low-income subsidy program, so that they can assist seniors with
limited means in becoming aware of the program, and to encourage them or assist them directly
in applying for the subsidy.

We also are working with State Medicaid Directors to develop strategies to educate dual eligible
beneficiaries about the new Medicare prescription drug benefit, how this new program impacts
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their coverage under Medicaid, and the process to enroll in prescription drug plans. However,
state Medicaid programs will not receive a higher match rate for these activities. The statute
only authorizes that states receive normal administrative match for low-income subsidy related
activities.

We are also working with State Pharmaceutical Assistance Programs (SPAPs) to make sure we
coordinate our outreach efforts with their enrollees. Under the MMA Congress set aside $125
million for FFYs 2005 and 2006 ($62.5 million each year) for grants to states with SPAPs to help
them educate their enrollees about the Medicare drug benefit. CMS solicited applications from
states in early July and received state applications in August. We are completing our review of
these applications and will be informing states shortly about the results of their grant
applications. We plan to make the funds for FFY 2005 available to states at the start of the fiscal
year.

Medicare Advantage Program

8. I understand that private plans may be reluctant to participate as PPOs if the
regions are defined too broadly. Are the health plans’ concerns legitimate?

Answer: The goal of creating regional PPO plan options in Medicare Advantage is to maximize
plan choices for beneficiaries. CMS wants to work with any plan that might be interested in
becoming a regional PPO to encourage their participation to ensure access to these plans for all
of our beneficiaries, including those living in rural areas. With regards to plan concerns over the
size of a region, responses vary depending on the type of health plan. We have heard both sides
-- some have said that they will participate if the regions are defined broadly and some have said
that they will not. Having said that, it’s important to note that several national plans have
indicated to us that they will offer MA regional plans, regardless of the number of regions.

Through our outreach with a variety of plans, CMS has learned that several issues exist with
defining large multi-state regions. These include a plan’s-ability to develop networks in a single
state, let alone a multi-state region, especially in the compressed time frame. However, existing
national plans with multi-state provider networks have stated that this is not a major concern.
Another concern we have heard from state-based plans is that multi-state licensure is costly and
burdensome for them. However, when drafting the law, Congress recognized that this would be
an issue and included in the statute an exception. Specifically, although a plan must be licensed
in at least one state within a multi-state region, they may be granted a waiver for licensure in the
remaining states while licensure applications are pending. For plans that already have licenses in
multiple contiguous states, this is not an issue.
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9. If the regions are defined to be 50 states, won’t PPOs cherry-pick the states, similar
to how they cherry-pick counties today?

Answer: The regional plans required by the MMA must serve extensive geographic areas
specified by CMS. Private plans cannot cherry pick counties, thus ensuring that areas not
previously served by private plans in Medicare (pasticularly, rural counties) will have private,
coordinated-care plan options available.

In addition, Congress has provided numerous incentives for plans to offer regional MA plans,
regardless of region size. These include bonuses for plans to enter and remain in a region, as
well as risk-sharing. These incentives should serve to make more Medicare Advantage options
available to more Medicare beneficiaries, particularly in areas with no plans today. Specifically,
incentives in the initial years of the program will be available to organizations that offer regional
Medicare Advantage plans. These include risk-sharing arrangements between regional plans and
CMS, as well as a $10 billion stabilization fund, which was established by the MMA to
encourage regional plan participation.

We would expect regional PPOs to make a business decision whether to enter certain regional
markets based on regional factors. These factors include population size, payment rates, existing
provider networks, and existing commercial PPO participation. If a region does not have some
or many of these factors, then it is conceivable that a prospective plan could reject that region in
favor of other regions.

10.  Plans have told me directly that they are not factoring in the “stabilization fund” in
deciding whether or not to participate as a regional PPO. They believe the rules for
accessing the fund are vague and subject fo significant administrative discretion.
Moreover, the fund, in my view, represents bad public policy. I believe it should be
repealed next year in favor of more pressing priorities. Please share your views on
what has become known as the “PPO slush fund.”

Answer: Congress has authorized an MA Regional Plan Stabilization Fund in order to promote
greater stability in the regional program and provide us with a tool to respond to market
fluctuations. This is an important tool that will ensure options in all areas and opportunities for
increased benefits and decreased costs for beneficiaries. It is true that regional PPOs may not
need or receive any money from the stabilization fund. That decision will be made by the
Secretary in response to how the market develops. The statute calis for the stabilization fund to
be funded at $10 billion (plus additional amounts deposited into the fund when regional PPO
plans bid below the benchmark) and to be available for eligible regional MA plans between
January 1, 2007, and December 31, 2013.

The intent in making this additional funding available to regional MA plans is two-fold. First, it
is intended to encourage managed care organizations to offer regional plans — a so-called entry
bonus. Second, it is also intended to encourage managed care organizations to continue to offer
regional plans —and has been called a plan retention bonus. Further, a bonus payment will be
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made for any organization that offers a regional plan throughout the country in a single year.
These bonus payments are structured similarly to earlier bonus payments made to
Medicare+Choice organizations that were intended to reward plans that entered counties with no
other private sector options.

11, For 2005, will risk adjustment be implemented on a budget-neutral basis, across all
parts of the program as MedPAC has strongly recommended? If not, why not?

Answer: In light of the startup of the new Medicare Advantage program, CMS has decided to
implement risk adjustment for 2005 in a budget neutral manner within th& Medicare Advantage,
as was done in 2004. Given that we are just now seeing growth in the program after several
years of plans leaving and their benefits decreasing because of insufficient payments, we don’t
believe we should make policy changes at this point. For too long, payments to
Medicare+Choice (M+C) plans have been inadequate, causing plans to pull out of the program
and leaving seniors without a valuable option for receiving their Medicare benefits. The
decision to risk adjust on a budget neutral basis in Medicare Advantage in addition to the new
MMA plan funding in 2005 is also likely to bring additional Medicare Advantage plans into
more markets serving Medicare beneficiaries, so that more beneficiaries have access to lower-
cost, higher-benefit coverage options. At this point, we have not made any decisions about
budget neutrality for future years.

12.  Under the new competitive bidding system for private plans, which begins in 2006,
does CMS intend to apply risk adjustment on a budget-neutral basis across all parts
of the program as was intended by Congress?

Answer: The proposed Title Il rule describes the various ways that risk adjustment would be
used in the new competitive bidding methodology in order to ensure that plans are paid
accurately for the health status of their members, so that plans with sicker beneficiaries are paid
more than plans with healthier patients (in the same area). Likewise, if an MA plan enrolls
healthy beneficiaries, it will be paid less than plans who enroll sicker beneficiaries, (in the same
area).

In addition to risk adjusting the plan’s payment for each enrollee, CMS will also risk adjust each
plan’s basic Part A/B bid and benchmark amounts to determine the amount of savings that will
be returned to the government and beneficiary rebate dollars that will be returned to beneficiaries
in additional benefits—the reduction of the Part B or Part D premiums, provision of non-
Medicare covered benefits, and/or additional drug coverage.

CMS continues to refine risk adjustment methodology currently used to pay Medicare Advantage
plans to improve its ability to provide higher payments for beneficiaries with complex
conditions. A part of those refinements involves considering how to implement the risk
adjustment measures in a budget neutral fashion. However, it’s important to note that no
decision has been made yet on the exact methodology.

13.  During your confirmation hearing, you stated that CMS may be able to extract
greater savings from health plans through aggressive implementation of the
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competitive bidding provisions. Can you elaborate on steps CMS took in the Title Il
proposed rule to achieve greater efficiency and savings?

Answer: Our goal is to help plans achieve as much savings as possible so that plans can pass
these savings onto beneficiaries in the form of more benefits and lower costs. CMS intends for
the Medicare Advantage program to become a competitive, consumer-driven system that enables
beneficiaries to join the plans best suited to their needs. This includes implementing the new
Medicare Advantage program that strives to streamline the program and thereby reduce
unnecessary plan costs while lowering costs for beneficiaries. )

CMS has already undertaken a series of initiatives to reduce the unnecessary administrative
burden faced by health plans during their participation in the M+C program. One example is
modifying our standard contract with health plans to eliminate imposition of new, mid-year
requirements, which were neither known nor built into rates when they were submitted to CMS.

We are committed to a transparent process and to educating plans on the new competitive
bidding methodology and how to participate in the program. We are holding meetings not only
to answer questions on the proposed rules, but also to solicit input on plan concerns regarding
bidding in the new program. Another key component will be in providing information to
beneficiaries on benefits through our website, hotline, and the “Medicare and You” handbook.
Made available in a comparative form, this information increases transparency while continuing
to drive down prices.

Fallback Plans

i4.  Please discuss the propoesed criteria for selecting faliback plans? If fallback plans
are selected based on the ability to secure discounts, shouldn’t this criterion also be
applied to at-risk plans?

Answer: [ agree that the fallback provisions, which Sen. Baucus was instrumental in
negotiating, are a crucial backstop to make sure that the prescription drug benefit is available to
all Medicare beneficiaries on January 1, 2006. We are confident that with all the risk-sharing
tools we have for the risk-bearing prescription drug plans (PDPs), that we will have a viable
market with PDPs serving Medicare throughout the country. If, however, the market fails to
work in any part of the country, we are committed to having a fallback contractor standing by to
pay claims and provide drugs on schedule.

We are still developing our fallback contracting criteria, and we are very interested in receiving
comments from potential bidders on how we can best structure the fallback contracts. The law
directs us to run a competitive process, with plan payments tied to performance incentives,
including cost containment and we are exploring ways to do that. We have retained the services
of a consulting firm -- Booz Allen Hamilton ~ which has extensive experience in pharmacy
benefit management contracting, and they are currently preparing a series of reports on our
contracting issues for us. We expect to release more information as part of our bidding process
in the coming months.
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We expect that plans in all parts of the Medicare program will be working hard to secure
discounts and low prices for prescription drugs, though the incentives to do so have different
forms.

With fallback plans, we are working to develop performance metrics that will tie plan payments
to cost containment, which necessarily includes drug prices. The specific metrics and payment
incentives will be developed further as part of our bidding process, and we ask in the proposed
rule for feedback on this point. We will be looking for potential fallback plans that can save
money for both Medicare beneficiaries and the taxpayers by negotiating lower prices and using
other formulary tools to drive cost-effective drug utilization.

For the at-risk plans, these tools are even more important, since they will be competing with one
another to achieve low premiums for beneficiaries. Our actuaries and the Congressional Budget
Office both agree that the at-risk plans will have significant incentives to drive hard bargains
with manufacturers and use other formulary tools to encourage cost-effective utilization.
Specifically, they project that over time, beneficiaries will migrate to the most cost-effective
plans, increasing the discounts and other cost savings in the program.

USP Model Guidelines

15. - Is the USP recommendation on therapeutic classification significantly different than
the classes of drugs currently used by health plans in the private sector to establish
formularies? If so, how?

Answer: It is our hope, and we have communicated this to US Pharmacopeia, that the model
guidelines for drug classes and categories will reflect those currently used by pharmacy benefit
managers and insurance plans. And we think the model guidelines issues last month are good
step in that direction. Remember that plans are not required to use their guidelines. We want
them to be useful and not sit on a shelf somewhere. We will monitor developments at USP as
they work toward final guidelines.

16.  Is there a need for CMS to seek a revision to the therapeutic class recommendations
that were developed by the USP?

Answer: It is important to remember that CMS’s review of the drug plans formularies’ just
begin with the categories and classes. Even more important are the drugs that are included on
the list and what co-pay tiers those drugs are assigned to. Contrary to some of the rhetoric being
thrown about, this is not a simple matter of checking for 2 drugs in each class. We intend to
have a vigorous review process to make sure that a sufficient range of drugs is available to all
Medicare beneficiaries and that vulnerable groups are not discriminated against in drug selection
or through co-pays. In many cases — the AIDS drugs, for example -- I expect significantly more
than 2 drugs will be required where they are available, since combinations of anti-viral
medications are absolutely critical to keeping the virus at bay.
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Qur formulary review process will have to strike a balance between providing plans the
flexibility they need to make discount deals with manufacturers and providing beneficiaries with
guaranteed access to necessary medications. The USP guidelines are a piece of that process, but
by far not the whole process.

Appeal Rights

17. Dual eligible beneficiaries currently have due process rights for claims related to
their Medicaid coverage. Some of these rights appear to be weakened by the
proposed rule. For example, Constitutional and statutory “due process” now
requires States to provide Medicaid beneficiaries with continued access to needed
medical care while their appeal is pending — to make sure they are not left without
access to a needed prescription pending a dispute with their plan. It doesn’t appear
to me that this standard is met by the proposed rule. Would you agree?

Answer: All beneficiaries will have access to an appeals process through which they can
request coverage for a non-formulary drug, or moving a drug from a high tier to a lower tier. An
enrollee, or a prescribing physician on behalf of an enrollee, may file an exceptions request.
Although neither are required to submit a physician's certification along with a request for an
exception, nothing in the regulation would prohibit an enrollee, or his or her prescribing
physician, from submitting a supporting physician's certification with the exceptions request.
Plans are permitted to require a prescribing physician to submit a certification supporting the
enrollee's exceptions request once a request has been submitted, and CMS expects that plans will
routinely ask for them. Therefore, it would benefit enrollees to submit a physician's certification
with his or her exceptions request, but they are not required to do so.

The statute requires plans to meet the requirements for plan-level appeals in the same manner as
such requirements apply to benefits under the Medicare Advantage program. Thus, in the
proposed rule, we adapted the Part C appeal procedures to Part D.

However, CMS does not believe that it has the statutory authority to require plans to provide
continued coverage during the appeals process (continued access is not discussed in the MMA).
Therefore, in the proposed rule CMS is attempting to resolve the issue by proposing fo give
PDPs a choice of either 1) providing enrollees with notice 60 days in advance of any formulary
change and include information about how to obtain an exception and appeal in the notice, or 2)
providing enrollees with a 60 day supply of a medication and notice of a formulary or tiering
change when the change occurs. CMS also is proposing to shorten the adjudication timeframes
so that it is possible to receive an Administrative Law Judge hearing within 7 days if necessary.
Together, these proposals will ensure that enrollees will be able to obtain an independent review
or switch to a medically appropriate alternative medication with little risk of coverage lapses.

18.  Although the new Medicare law gave the Secretary the authority to set standards
for exceptions to the plan’s formulary or cost-sharing rules, the proposed rule
appears to delegate authority for establishing these standards to plans, and it
appears the proposed rule would allow plans to require patients to meet a very
tough standard in order to get an exception — requiring them to show medical and
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scientific evidence that the non-formulary drug is safer and more effective than the
formulary one. Is this what you intended? It seems that under this scenario, plans
would be able to apply a different standard to every patient seeking an exception.
Would you agree?

Answer: We are proposing that plans have flexibility in designing their exceptions criteria but
we will be working with plans to devise exceptions processes that are based on good medical
evidence while being minimally burdensome to doctors, patients and pharmacists. Our review of
plans includes making sure their exceptions process meets the standards specified in the final
regulations. We certainly do not expect beneficiaries to review medical and scientific evidence
in order to get a formulary exception.

We expect that Part D plans will have exceptions criteria that are fast and highly automated
much like the market today. For example, we envision an exceptions process similar to
Missouri's Medicaid program, which has a computerized system for its prior authorization
restrictions. That state's program has the COX-2 inhibitors on prior authorization, since other
pain relievers, such as aspirin or ibuprofen, are often just as safe and effective but at much less
cost. If a beneficiary tries to fill a Celebrex prescription, the computerized prior authorization
system works with the pharmacist to see if they patient meets any of the plan's scientifically
established exceptions criteria. These include a prior history of gastrointestinal illness or
concurrent use of a blood thinner such as warfarin, among others. If the patient meets the
criteria, the coverage is automatically approved. If not, the patient's physician can still challenge
the restriction with additional information by a phone-in process.

19.  Please clarify what would happen in the following situation: an individual goes to
their pharmacist for a prescription, but is told the prescription is not covered under
the plan. Would the individual receive notice of the coverage decision and their
right to appeal from the pharmacist? This seems like it will be a very common
situation, so ] am very interested in hearing how the appeal process will work and
what information individuals will get so they will know their rights and be able to
pursue an appeal.

Answer: CMS will make sure that beneficiaries are well informed of their appeal rights. PDP
and MA-PD sponsors are required to give their enrollees written information about the grievance
and appeal procedures available to them. We’re asking for comments on this very important
issue.

Current practice today when a drug is no longer covered by a plan is that the pharmacist informs
individuals that their drug is no longer covered and instructs them to call their plan to appeal.
We expect this practice apply in Part D. Under the proposed regulations an individual may file
an appeal by either calling or writing to their plan. Should the pian deny the beneficiary’s
challenge, this becomes a coverage determination subject to several levels of appeal rights.

In general, the appeals system will follow the Medicare Advantage process, which includes

access to independent reviews of plan decisions. Beneficiaries, prescribing physicians, or
beneficiaries’ authorized representatives can begin the appeals process, although only
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beneficiaries or their authorized representative can appeal beyond the plan level. We would be
happy to have any comments on how the appeals process should be structured and we certainly
want it to be simple for the beneficiary to navigate.

Indian Health Service Pharmacies

20. I mentioned at the hearing that I am very concerned about access of Native
American populations to IHS pharmacies. CMS has outlined two options in the
proposed rule: (1) require all PDPs to contract with IHS and long term care
pharmacies, or (2) strongly encourage all plans to contract with these pharmacies.
It seems that there are drawbacks to both options. The drug discount card required
that at least one card option be available to these vulnerable populations. Why not
adopt this approach in the final rule?

Answer: The MMA gives the Secretary the option to include in the pharmacy access rules
standards for pharmacies operated by the Indian Health Service (IHS), Indian tribes and tribal
organizations, and urban Indian organizations (/T/Us) in the access rules. This provision gives
us necessary flexibility to decide how best to achieve the access goals for Indian beneficiaries.

Our proposed rules sought comments on two alternatives:

(1) A requirement for all drug plans to include I/T/U pharmacies, or (2) strong encouragement
for plans to include them. In the preamble of the proposed rule, we discuss the pros and cons of
each alternative for each of these specialized pharmacies.

We explained two concerns with these alternatives: (1) that requiring al] plans to contract with
such pharmacies may be unduly burdensome, given the special accommodations that are likely to
be necessary, but (2) even strong encouragement and assistance may not be successful in
persuading enough plans to include these pharmacies. That is why we did not make a decision
on these matters but sought comments on them through the NPRM. We are considering the
comments we have received.

uality and Pay for Performance

21.  Trecently introduced a bill (S. 2562) to initiate a pay-for-performance policy for the
ESRD and Medicare Advantage programs. The bill is based on recommendations
by MedPAC, and I believe it lays out a path for incorporating quality into Medicare
payment systems for the future. CMS may not be able to take a position on pending
legislation, but 1 would appreciate if you could share your views on how Medicare
can move forward and play a leading role in the health care quality debate. How
can quality-related provisions in the MMA, such as Section 501, which tied hospital
payments to reporting data on ten quality indicators, inform Medicare’s progress
along this path?

Answer: The Centers for Medicare & Medicaid Services (CMS) has been active in promoting

pay for performance, with several activities underway or in development that use financial
incentives for quality improvement, including the Premier Hospital Quality Incentive
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demonstration, the Physician Group Practice Management demonstration, the ESRD Disease
Management demonstration, the Medicare Care Management Performance demonstration, and
the Medicare Health Care Quality demonstrations.

In July 2003, we launched the first Medicare demonstration project that uses financial incentives
to encourage hospitals to provide high quality inpatient care. The Premier Hospital Quality
Incentive demonstration rewards hospitals with higher Medicare payments when they deliver the
best quality care. It involves a CMS partnership with Premier Inc., a nationwide organization of
not-for-profit hospitals. Through this demonstration, CMS aims to see-a significant
improvement in the quality of inpatient care by awarding bonus payments to hospitals for high
quality in several clinical areas, and by reporting extensive quality data on the CMS web site.

Further, as you mentioned above, the Medicare Prescription Drug, Improvement, and
Modernization Act of 2003 (MMA) propelled pay for performance forward. For the first time in
the history of the Medicare program, Medicare payment was linked to the submission of quality
data under section 501 of the MMA. Nearly all of the nation’s eligible hospitals have begun
reporting data on the quality of care they deliver, which is a vital step in improving patient care.
Hospitals that submit quality information to CMS will be eligible to receive the full Medicare
payment for health care services in 2005. Although reporting is voluntary, those inpatient acute
care hospitals that do not report will get a 0.4 percentage point reduction in their annual
Medicare update. This provides a strong financial incentive for eligible hospitals to submit data
for the 10 quality measures. These results provide strong evidence that when it comes to quality
reporting, payment incentives are nearly 100 percent effective. In turn, quality information will
provide further incentives to improve the quality of care available to millions of Americans as
patients and doctors start using this quality information to help them make decisions about
hospital care.

In addition, the Medicare Care Management Performance demonstration, authorized by section
649 of the MMA, is under development. In this demonstration, Medicare will establish a pay for
performance 3-year pilot with physicians to promote the adoption and use of heaith information
technology to improve quality and reduce avoidable hospitalizations for chronically ill patients.
Doctors who meet or exceed performance standards (set by CMS) will receive a bonus payment
for managing the care of eligible Medicare beneficiaries. The pilot must show that it does not
cost Medicare more than the program would have spent on the beneficiary otherwise.

Linking quality performance to payment is where health care is heading in the future. While we
build on our pay for performance efforts, we also recognize the importance of expanding the
information available about quality of care through the Department’s ongoing Quality Initiative.
In November 2001, Secretary Tommy G. Thompson announced the Quality Initiative and his
commitment to assure quality health care for all Americans through published consumer
information. The Quality Initiative was launched nationally with the Nursing Home Quality
Initiative (NHQI) and expanded in 2003 with the Home Health Quality Initiative (HHQI) and the
Hospital Quality Initiative (HQI). These initiatives are part of a comprehensive look at quality of
care that now also includes the Doctor’s Office Quality (DOQ) project and End-Stage Renal
Disease quality projects.
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Questions for the Honerable Mark B McCleltan, M.D., Ph.D.
Administrator, Centers for Medicare & Medicaid Services
from the Honorable Jeff Bingaman,

Committee on Finance
regarding the September 14, 2004, hearing entitled
"Titles I and I1: Features of the Proposed Regulations"

1. Auto-Enrollment in the Drug Card: I remain concerned about the Discount Card,
which has not gotten off the ground or seen much success. One option remains to
auto-enroll low-income Medicare Savings Program beneficiaries into the program
in order to receive the $600 annual subsidy. Months ago, you testified before this
commiittee that “auto-enrollment is one way to increase the number of people who
take advantage of the program.” Why has CMS failed to do so and thereby left
hundreds of thousands of eligible low-income seniors and people with disabilities
without the $600 subsidy?

Answer: 1 am pleased to inform you that we are making progress in establishing a method to .
ensure that MSP beneficiaries are enrolled in the Medicare-Approved Drug Discount Card and
Transitional Assistance Program. CMS has been diligently evaluating options as to how to assist
in the enrollment of the MSP population. In the past few months, CMS has conducted an
extensive review of its legal authority, including a proposal submitted by the ABC Coalition, a
group of non-profit organizations that has come together to assist low income beneficiaries find
prescription drug savings programs. In addition we have had extensive discussions with states
and drug card sponsors regarding a process to auto-enroll MSP beneficiaries.

Under this approach, each MSP beneficiary will be randomly assigned a card and will be sent
that card along with a letter instructing the beneficiary that they may also be eligible for the $600
credit. The beneficiary will have the opportunity to opt out if he or she does not want the
assigned card, and will be allowed to choose another card within a given time frame.

In order to receive the $600 credit, the beneficiary will need to call either the drug card sponsor
or 1-800-MEDICARE and attest that they do not have other prescription drug coverage.

While MSP beneficiaries are deemed income eligible, we need further clarification for purposes
of determining which coinsurance group the beneficiary should be assigned. Therefore, the
beneficiary will need to provide information about their income so that we can assess which
coinsurance amount they will pay -- 5% or 10%-- per prescription when using the $600 credit.
Once the attestation is made, the beneficiary will be enrolled in the Transitional Assistance and
will be able to use the $600 toward their drug expenses effective the first day of the month
following their attestation. Enroliment in the card will be effective November 1, 2004, They
will also automatically be eligible for the $600 in 2005.

2. Implementation of Payments to Providers for Emergency Care to Undocumented
Immigrants: I have spoken and written to you in the past about the need to ensure
that CMS implements the $250 million in payments to emergency care providers
whe deliver care to undocumented immigrants (Section 1011 of MMA) is done is a
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manner that is not everly bureaucratic or burdensome to health care providers and
does not lead to fear and intimidation in the immigrant community, which could
spark a public health crisis. Unfortunately, that is precisely what I believe will
happen as a result of the “policy paper” that CMS has issued as guidance for
providers to be reimbursed under this section of the law. Hospital, immigrant, and
Hispanic community advecates have all recommended a number of alternatives to
trying to “document the undocumented”, which by definition makes no sense, by
using proxies and other mechanisms to receive reimbursement. Have these
alternatives been rejected and, if so, why? )

Answer: CMS proposed an approach to implement section 1011 and solicited public comment.
We are currently analyzing the public comments submitted and are working to finalize an
implementation plan, which we hope to publish shortly.

Section 1867 of the Social Security Act (EMTALA) requires a hospital that provides emergency
services to medically screen all persons who come to the hospital seeking emergency care to
determine whether an emergency medical condition exists. The proposed process under section
1011 is consistent with this EMTALA requirement and would not allow a delay in the medical
screening examination because of inquiries about citizenship.

There is nothing in the proposed process that is different than is currently being done right now.
After the medical screening examination and after basic treatment is provided, the hospital can
ask the individual how payment will be made—through Medicare, Medicaid, or private
insurance, if any.

We received a number of comments on the documentation requirements included in our
proposal. We are carefully reviewing these comments to see if there are ways to ease the burden
on hospitals, while fulfilling our fiduciary responsibility to the Medicare Trust Fund.

Section 1011 of the MMA provides $250 million per year for fiscal years (FY) 2005-2008 for
payments to eligible providers for emergency health services provided to undocumented aliens
and other specified aliens.

Two-thirds ($167 million) will be allotted in all 50 states and the District of Columbia, based on
their relative percentages of the total number of undocumented aliens. The remaining one-third
($83 million) will be allotted to the six states with the largest number of undocumented alien
apprehensions for such fiscal year (AZ, CA, FL;, NM, NY, and TX).

On July 22,2004, CMS issued a proposed implementation plan for section 1011. One aspect of
the plan was to require hospitals to ask patients about their citizenship status in order to receive
reimbursement under section 1011.

Questions about citizenship status are currently used for purposes of Medicaid eligibility. To
apply for Medicaid, an applicant must declare that he or she is a citizen or national of the United
States or an alien in a satisfactory immigration status. Under the proposed process for section
1011, the individual can decline to answer this question.
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3. Auto-Enrollment in the Drug Plans in 2006: Once again, why not automatically
enroll beneficiaries in Medicare Savings Programs into a drug plan in 2006, as you
have proposed to do for the dual eligibles? What happens if these beneficiaries
don’t choose a plan? Will they be subject to the late enrollment penalty?

Answer: In the case of full dual eligible individuals, CMS was given a specific statutory
directive to automatically assign these beneficiaries to a plan, should they fail to choose a plan
on their own. The statute did not direct CMS to automatically enroll MSP beneficiaries into a
plan. While MSP beneficiaries, who fail to enroll during the open enrollment period, will face
late enrollment penalties if they choose to enroll at a later date, there are subsidies for late
penalties for these beneficiaries.

4. CMS Overpayments to Health Plans: It appears that CMS has not followed
MedPAC’s recommendation for implementation of risk-adjustment. For 2005, will
risk adjustment be implemented on a budget-neutral basis among just health plans
or across all parts of the program as MedPAC has strongly recommended? If not,
why and what is the estimated cost of that pelicy to Medicare?

Answer: In light of the startup of the new Medicare Advantage program, CMS has decided to
implement risk adjustment for 2005 in a budget neutral manner within the Medicare Advantage
program. The decision to risk adjust on a budget neutral basis in addition to the new MMA plan
funding in 2005, that was announced in May 2004, is also likely to bring additional Medicare
Advantage plans into more markets serving more Medicare beneficiaries, so that more
beneficiaries have access to-lower-cost, higher-benefit coverage options. With these changes, we
are now seeing a return to a stable managed care program. For too long, payments to
Medicare+Choice (M+C) plans have been inadequate, causing plans to pull out of the program
and leaving seniors without a valuable option for receiving their Medicare benefits. At this
point, we have not made any decisions about budget neutrality for future years.

S. Ensuring Dual Eligibles Receive Appropriate Access to Drugs: Almost all states
have recognized the unique needs of individuals with mental illness and provided
exemptions for mental health medications including antipsychotics and
antidepressants while employing cost-saving techniq Physicians are currently
able to prescribe medicines to their dual eligible, special-needs populations. When
passing the MMA, Congress did not intend to diminish benefits for dual eligible
beneficiaries with mental illnesses. After January 1, 2006, how will CMS, in its
regulations, ensure continuity of care and access to necessary treatiment for these
special needs patients?

Answer: CMS will not allow plans to place arbitrary limits on the number of prescriptions that
beneficiaries may fill. The drug benefit is an open-ended entitlement, featuring catastrophic
coverage with no upper limit. If a physician prescribes multiple medications for a beneficiary,
all are eligible for coverage under the terms of the plan. The MMA establishes special
enrollment periods which will permit dual eligible beneficiaries to change plans if their
medications aren’t covered. CMS will work to make this clear in the final rule and in
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forthcoming sub-regulatory guidance. However, plans will have authority to combat waste and
fraud by placing reasonable limits on the quantity of medicine dispensed or the frequency of
refills, but they cannot, for example, limit the total number of prescriptions filied per month as
certain state Medicaid programs do.

All beneficiaries will have access to an appeals process through which they can request coverage
for a non-formulary drug, or moving a drug from a high tier to a lower tier. An enrollee, ora
prescribing physician on behalf of an enrollee, may file an exceptions request. Although neither
are required to submit a physician's certification along with a request for an exception, nothing in
the regulation would prohibit an enroliee, or his or her prescribing physician, from submitting a
supporting physician's certification with the exceptions request. Plans.are permitted to require a
prescribing physician to submit a certification supporting the enrollee's exceptions request once a
request has been submitted, and CMS expects that plans will routinely ask for them. Therefore,
it would benefit enrollees to submit a physician's certification with his or her exceptions request,
but they are not required to do so.

CMS will review plan formularies to ensure that Part D plans offer a comprehensive benefit that
does not discriminate against beneficiaries with a particular disease or condition, including dual
eligibles. In addition, we will review plan administrative control requirements and appeals
processes to ensure that vulnerable beneficiaries will have appropriate access to the medications
they require.

6. Ensuring Dual Eligibles Are Not Worse Off Than Under Medicaid: Although those
dual eligible beneficiaries who do not participate in the enrollment process for the
prescription drug benefit will be automatically enrolled in the Medicare Part D
benefit, how will CMS ensure that those dual eligible beneficiaries who are
automatically enrolled in a prescription drug plan maintain the same benefits they
received under Medicaid?

Answer: CMS will not allow plans to place arbitrary limits on the number of prescriptions that
beneficiaries may fill. The drug benefit is an open-ended entitlement, featuring catastrophic
coverage with no upper limit. If a physician prescribes multiple medications for a beneficiary,
all are eligible for coverage under the terms of the plan. The MMA establishes special
enrollment periods which will permit dual eligible beneficiaries to change plans if their
medications aren’t covered. CMS will work to make this clear in the final rule and in
forthcoming sub-regulatory guidance. However, plans will have authority to combat waste and
fraud by placing reasonable limits on the quantity of medicine dispensed or the frequency of
refills, but they cannot, for example, limit the total number of prescriptions filled per month as
certain state Medicaid programs do.

All beneficiaries will have access to an appeals process through which they can request coverage
for a non-formulary drug, or moving a drug from a high tier to a lower tier. An enrollec, or a
prescribing physician on behalf of an enrollee, may file an exceptions request. Although neither
are required to submit a physician's certification along with a request for an exception, nothing in
the regulation would prohibit an enrollee, or his or her prescribing physician, from submitting a
supporting physician's certification with the exceptions request. Plans are permitted to require a
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prescribing physician to submit a certification supporting the enrollee’s exceptions request once a
request has been submitted, and CMS expects that plans will routinely ask for them. Therefore,
it would benefit enrollees to submit a physician's certification with his or her exceptions request,
but they are not required to do so.

CMS will review plan formularies to ensure that Part D plans offer a comprehensive benefit that
does not discriminate against beneficiaries with a particular disease or condition, including dual
eligibles. In addition, we will review plan administrative control requirements and appeals
processes to ensure that vulnerable beneficiaries will have appropriate access to the medications
they require.

7. Dual Eligibles’ Appeals Rights: Dual eligible beneficiaries currently have due
process rights for claims related to their Medicaid coverage. Some of these rights
appear to be weakened by the proposed rule. For example, Congress intended that
Medicaid beneficiaries have the right to continued access to needed medical care
while their appeal is pending — to make sure they are not left without access to a
needed prescription pending a dispute with their plan. It doesn’t appear to me that
this standard is met by the proposed rule. What steps are you taking to ensure
protections for these vulnerable citizens?

Answer: All beneficiaries will have access to an appeals process through which they can request
coverage for a non-formulary drug, or moving a drug from a high tier to a lower tier. An
enrollee, or a prescribing physician on behalf of an enrollee, may file an exceptions request.
Although neither is required to submit a physician's certification along with a request for an
exception, nothing in the regulation would prohibit an enrollee, or his or her prescribing
physician, from submitting a supporting physician's certification with the exceptions request.
Plans are permitted to require a prescribing physician to submit a certification supporting the
enrollee's exceptions request once a request has been submitted, and CMS expects that plans will
routinely ask for them. Therefore, it would benefit enrollees to submit a physician's certification
with his or her exceptions request, but they are not required to do so.

The statute requires plans to meet the requirements for plan-level appeals in the same manner as
such requirements apply to benefits under the Medicare Advantage program. Thus, in the
proposed rule, we adapted the Part C appeal procedures to Part D.

However, CMS does not believe that it has the statutory authority to require plans to provide
continued coverage during the appeals process (continued access is not discussed in the MMA).
Therefore, in the proposed rule CMS is attempting to resolve the issue by proposing to give
PDPs a choice of either 1) providing enrollees with notice 60 days in advance of any formulary
change and include information about how to obtain an exception and appeal in the notice, or 2)
providing enrollees with a 60 day supply of a medication and notice of a formulary or tiering
change when the change occurs. CMS also is proposing to shorten the adjudication timeframes
5o that it is possible to receive an Administrative Law Judge hearing within 7 days if necessary.
Together, these proposals will ensure that enroilees will be able to obtain an independent review
or switch to a medically appropriate alternative medication with little risk of coverage lapses.
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Questions for the Honorable Mark B McClellan, M.D., Ph.D.
Administrator, Centers for Medicare & Medicaid Services
from the Honorable John Breaux,

Committee on Finance
regarding the September 14, 2004, hearing entitled
"Titles I and II: Features of the Proposed Regulations"

1. One provision of the MMA that has received a great deal of attention has been the
“noninteference” provision which states that the Secretary “(1) may not interfere
with the negotiations between drug manufacturers and pharmacies and PDP
sponsors; and (2) may not require a particular formulary or institute a price
structure for the reimbursement of covered part D drugs.” I, for one, have stated in
the past that I don’t believe this provision has a significant effect on drug prices
because the drug benefit under this law is provided by private plans. If we were to
strike this provision, I don’t believe that the Secretary could or would negotiate
drug prices on behalf of the private companies offering these plans. CBO seems to
agree and has stated that “substantial savings will be obtained by the private plans
and that the Secretary would not be able to negotiate prices that further reduce
federal spending to a significant degree.” However, that said, some members have
criticized the provision despite the fact that it has been in numerous other
bipartisan bills in the past. Could you explain the effect of this provision and why
the Administration believes that the best method to achieve lower drug prices is for
the private plans administering the drug benefit to negotiate those prices
themselves? Why is this method preferred to what the VA does when it sets drug
prices or what the state Medicaid programs do when they bargain for drug prices?

Answer: Both the Congressional Budget Office and the actuaries at CMS agree that plans under
Medicare’s new drug benefit will achieve significant cost management savings, including lower
prices, by negotiating with drug makers and applying a range of utilization management tools.
CBO predicts this cost management factor will achieve 20 percent savings in 2006, rising to 25
percent over time as beneficiaries gain experience with plans and migrate to more efficient plans
with lower drug prices and premium. The CMS Office of the Actuary prediction is similar, 15
percent in 2006 rising to 25 percent over time. Prescription drug plans and Medicare Advantage
plans will have strong incentives to negotiate good drug prices and otherwise control costs, as
they will carry insurance risk for the drug benefit. With these strong incentives in place,
interference from the Secretary in the negotiation is not expected to reduce prices.

The MMA relies on these market incentives to bring down drug prices. Medicare’s history with
direct price setting is not one to be proud of. For years, Medicare clearly overpaid for Part B
drugs for years using the AWP methodology, and these overpayments are just now being
corrected as part of the MMA changes. Some have suggested that Medicare should link to the
prices received by the Veterans Administration, but this would not lower Medicare prices.
Rather, it would raise VA prices. The VA is about a 2 percent market player, whereas Medicare
beneficiaries together are expected to account for 40 percent of total drug spending. If the two
were linked, manufacturers’ strategic response would be to raise prices on the small fry. That is
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why the MMA explicitly de-links drug prices between Medicare and Medicaid to prevent these
kind of unintended consequences from occurring.

2. 1t’s very important, especially for the dual eligibles who are switching from
Medicaid prescription drug coverage (which is extremely generous) to Medicare
coverage, that beneficiaries have the right to appeal if the drug their doctor
prescribes is not on their plan’s formulary or if it is covered only at a high level of
cost-sharing. It seems that CMS has left this appeals process or exception process
largely up to the plans — with each plan setting its own process. It’s vital that this
process be navigable for seniors, especially for those with chronic conditions, those
who are low-income, and those taking a number of prescription drugs. It should not
be too confusing, and seniors should not have to submit too much documentation
(for example, having to gather scientific journal articles proving the superiority of
the drug for which they are requesting coverage.) As I’ve said many times, I think
this program combines “the best of what the government can do with the best of
what the private sector can do” - this is a perfect instance of something that the
government (CMS) should do — that is give more guidance on and provide oversight
to ensure that seniors can get the drugs they need. Will CMS provide more
guidance in the final rule on this issue? Can you please describe the extent to which
CMS will give plans direction in designing their exceptions processes?

Answer: All beneficiaries will have access to an appeals process through which they can
request coverage for a non-formulary drug, or moving a drug from a high tier to a lower tier. An
enrollee, or a prescribing physician on behalf of an enrollee, may file an exceptions request.
Although neither are required to submit a physician's certification along with a request for an
exception, nothing in the regulation would prohibit an enrollee, or his or her prescribing
physician, from submitting a supporting physician's certification with the exceptions request.
Plans are permitted to require a prescribing physician to submit a certification supporting the
enrollee's exceptions request once a request has been submitted, and CMS expects that plans will
routinely ask for them. Therefore, it would benefit enrollees to submit a physician's certification
with his or her exceptions request, but they are not required to do so.

However, we do not believe that we have the statutory authority to require plans to provide
continued coverage during the appeals process (continued access is not discussed in the MMA).
Therefore, in the proposed rule we are attempting to resolve the issue by proposing to give PDPs
a choice of either 1) providing enroliees with notice 60 days in advance of any formulary change
and include information about how to obtain an exception and appeal in the notice, or 2)
providing enrollees with a 60 day supply of a medication and notice of a formulary or tiering
change when the change occurs. We also are proposing to shorten the adjudication timeframes
so that it is possible to receive an Administrative Law Judge hearing within 7 days if necessary.
Together, these proposals will ensure that enrollees will be able to obtain an independent review
or switch to a medically appropriate alternative medication with little risk of coverage lapses.

We certainly aren't going to require beneficiaries to go out and read medical journals in order to
get a formulary exception. We will work with plans to devise exceptions processes that are
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based on good medical evidence while being minimally burdensome to doctors, patients and
pharmacists.

In the market today, many of these exceptions criteria are highly automated and very quick.
Missouri's Medicaid program has a computerized system for its prior authorization restrictions.
That state's program has COX-2 inhibitors on prior authorization, because other pain relievers,
such as aspirin or ibuprofen, are often just as safe and effective but at much less cost. Ifa
beneficiary tries to fill a Celebrex prescription, the computerized prior authorization system
works with the pharmacist to see if they patient meets any of the plan's scientifically established
exceptions criteria. These include a prior history of gastrointestinal illness or concurrent use of a
blood thinner such as warfarin, among others. If the patient meets the criteria, the coverage is
automatically approved. If not, the patient's physician can still challenge the restriction with
additional information by a phone in process, and the state has worked to get call times down to
a minimum.

3. The MMA required that the Secretary request the United States Pharmacopeia
(USP) to produce a “model formulary” which, if plans adopt, will satisfy the plans’
nondiscrimination requirement. It is therefore vital that this model formulary be
truly nondiscriminatory and that its design not include widely used drugs, especially
newer, more advanced drugs. While I appreciate that an overly inclusive formulary
could lead to much higher drug expenditures, I also feel that access to clinically
appropriate medications is vitally important, especially for beneficiaries with low
incomes and/or chronic health problems.

T have heard concerns that the USP’s current draft formulary could allow PDPs to
exclude coverage of certain widely used drugs, including statins and SSRls. Is this
correct? And if so, what specific actions does CMS plan to take to ensure that these
drugs are available to beneficiaries?

Amnswer: Medicare will provide seniors with coverage for the medicines they need at the lowest
possible price when the new Medicare prescription drug benefit begins in 2006. It makes no
sense to create a new prescription drug program that does not cover the drugs seniors take. Itis
critical to note that by law, the drug benefit must not discriminate against the needs of Medicare
beneficiaries, regardless of their health problems. Also, the process to develop clear guidance to
prescription drug plans will be public and will examine all aspects of a drug benefit. The
Medicare drug benefit will be a comprehensive benefit, covering an amount and a variety of
drugs sufficient to treat all diseases. The benefit will save seniors who currently lack good drug
coverage hundreds or even thousands of dollars a year, while giving them access to high-quality
medicines. CMS has the authority it needs to review and approve plan formularies, as well as
the authority to negotiate with plans on these and other benefit design features. The agency will
use this authority to ensure that beneficiaries get the drugs they need at the lowest possible cost.

The USP model guidelines will be a valuable piece of CMS’s formulary review process, but is
only one piece of 2 much bigger pie. In addition to the categories and classes, CMS will review
the actual drugs chosen to populate the formulary, the co-pays assigned to the drugs, the
exceptions and prior authorization rules, as well as the appeals process. Only when viewing all
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these pieces together, can one make a judgment about beneficiary access to needed medicines.
Two drugs per class is not a hard and fast rule — just a minimum floor. In many cases — AIDS
drugs, for example -- I expect significantly more than 2 drugs will be required where they are
available, since combinations of anti-viral medications are absolutely critical to keeping the virus
at bay.

Our formulary review process will have to strike a balance between providing plans the
flexibility they need to make discount deals with manufacturers and providing beneficiaries with
guaranteed access to necessary medications. The USP guidelines are a piece of that process, but
by far not the whole process.
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Questions for the Honorable Mark B McClellan, M.D., Ph.D.
Administrator, Centers for Medicare & Medicaid Services
from the Honorable Tom Daschle,

Committee on Finance
regarding the September 14, 2004, hearing entitled
“"Titles 1 and II: Features of the Proposed Regulations™

1. The proposed rule allows private drug plans to exclude Indian Health Service
pharmacies from their networks. Was that an oversight? If se, do you plan te
correct it in the final rule? If not, how do you justify excluding those facilities? Can
you explain why the proposed rule does not appear to provide appeal rights for
beneficiaries who use 2 non-network pharmacy?

Answer: The MMA gives the Secretary the option to include in the pharmacy access rules
standards for pharmacies operated by the Indian Health Service (IHS), Indian tribes and tribal
organizations, and urban Indian organizations (I/T/Us) in the access rules. This provision gives
us necessary flexibility to decide how best to achieve the access goals for Indian beneficiaries.

QOur proposed rules sought comments on two alternatives:

(1) A requirement for all drug plans to include I/T/U pharmacies, or (2) strong encouragement
for plans to include them. In the preamble of the proposed rule, we discuss the pros and cons of
each alternative for each of these specialized pharmacies.

We explained two concerns with these alternatives: (1) that requiring all plans to contract with
such pharmacies may be unduly burdensome, given the special accommodations that are likely to
be necessary, but (2) even strong encouragement and assistance may not be successful in
persuading enough plans to include these pharmacies. That is why we did not make a decision
on these matters but sought comments on them through the NPRM. We are considering the
comments we have received.

2. What sort of efforts have you made to educate beneficiaries who live on reservations
about the drug card and the drug benefit? What do you have planned?

Answer: On a general level, CMS has mailed information to all Medicare beneficiaries
concerning the drug discount card. The Agency has run print and broadcast advertising in both
English and Spanish in order to make beneficiaries and their caregivers aware of this important
new program. CMS staff has engaged in literally hundreds of outreach events around the
country as well. CMS is also partnering with community-based organizations, states, and other
federal agencies to outreach to beneficiaries about the drug card.

In addition, we have made a number of special efforts to educate Indian Medicare beneficiaries
and the THS, Tribal, and urban Indian health programs (I/T/Us) that serve them both on and off
the reservations about the drug card. The special drug discount card educational efforts were
accomplished in several ways. CMS conducted an Open Door Forum on Indian issues and the
drug discount card on May 17, 2004. CMS also used the satellite broadcast network that links to
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more than 50 IHS and Tribal health programs to conduct a live broadcast with call-in questions
and answers on May 28, 2004. CMS entered into an inter-agency agreement with IHS and
conducted training sessions in September and October 2004 in each of the 12 IHS Areas for
patient benefits coordinators and staff from tribal and urban health programs who have direct
contact with beneficiaries. The training packages prepared for these sessions contained a variety
of materials for future reference, including staff fact sheets, a training diskette with additional
information on the program, and informational posters for display in patient access areas of
Indian hospitals, clinics, and pharmacies. The two specially endorsed drug card sponsors that
offer drug discount cards tailored for I/'T/Us and their beneficiaries respond to questions from
I/T/Us and beneficiaries on an ongoing basis. Tribal representatives have been pleased with the
training approach used for the drug card. The CMS inter-agency agreement with IHS includes
funding to develop additional outreach materials for the drug discount card to be used in 2005.
We are considering use of similar techniques to those used for the drug discount card for
providing Indian-specific information on the Part D drug benefit.

In FY 04, SHIP funding will total $21,062,500. This amount consists of $13.5 million in basic
funding, $1,562,500 additional funding to help the SHIPs prepare for activity related to the
Medicare-approved Prescription Drug Card, and $6 million additional funding to help them
prepare for activities related to the Drug Card and the upcoming Part D Prescription Drug
Benefit.

In FY 03, SHIP funding will be $31,675,000. This will include $14,175,000 in basic funding,
$2,500,000 to assist SHIPs with Prescription Drug Card related activity, and $15,000,000 for
activities related to the Part D Prescription Drug benefit.

CMS has also awarded a $4.16 million task order to Ogilvy PR Worldwide for the purpose of
organizing and funding community-based organizations (CBOs) to help low-income Medicare
beneficiaries learn about Medicare-approved discount drug cards and how to enroll in the
program.

CMS is partnering with leading non-profit organizations, such as Access to Benefits Coalition, to
educate low-income beneficiaries on the drug card program. The Coalition’s objective is to
enroll at least 5.5 million low-income beneficiaries for the $600 credit by the end of 2005.

With the support of the Administration on Aging the funding for this task has been increased by
another 1.75 million. The focus of this effort is to identify at least 200 CBOs that can conduct
outreach activities in the top 30 markets; these top 30 markets target the locations where
approximately 70 percent of the low-income beneficiaries reside.

3. How much money has the Centers for Medicare and Medicaid Services (CMS) and
the Department of Health and Human Services (HHS) spent on advertisements
(print, television, mailings) promoting or otherwise notifying the public about the
new law? How much have you spent targeting Native American communities to let
them know how to enroll in the cards?

Answer: There were two waves of advertising for the drug card this year for the Spring totaling
about $32.9 million and for the Summer totaling about $17.2 million. Also, $4.6 million for
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community based organizations and $21.1 million this year and $31.7 million next year for State
Health Insurance Assistance Programs to outreach, educate and enroll beneficiaries about the
drug card. Additionally, CMS and Administration on Aging awarded $3.7 million to grassroots
organizations for their drug card outreach efforts.

Special drug cards will be available for American Indians and Alaskan Natives at Indian heath
program pharmacies on October 8", CMS and Indian Health Service are working in partnership
on outreach, education and enrollment of the special drug cards. HHS has spent a total of
$224,000 on training and outreach materials and posters targeting the American Indians and
Alaskan Natives communities. CMS will continue outreach efforts to this community to ensure
all who qualify for the special drug cards and for the $600 credit enrolls.

4. How much money have CMS and HHS spent to promote public awareness of the
Medicare oral anti-cancer and self-injectible demonstration projects? Have you
made any efforts to target rural beneficiaries? Why is enrollment in the program so
fow? How de you plan to meet the enrollment level of 50,000 people?

Answer: Our goal is to make sure that all beneficiaries who can benefit from this demonstration
projects are aware of it and make the choice to apply. The outreach has been targeted to those
beneficiaries who can benefit from this project who have serious diseases such as cancer,
multiple sclerosis, and rheumatoid arthritis. Those who enroll in the project can receive savings
up to 90 percent on the cost of oral and self-injectable drugs that replaces previously only
delivered in physician offices.

We have conducted various outreach activities at the local level working with CMS regional
offices and SHIPs. We have also worked with key advocacy organizations, disease groups,
health plans and drug store groups to reach out to beneficiaries who use the covered drugs. In
addition, some MA plans that offer limited drug benefits have sent targeted letters to eligible
beneficiaries in their plans. We are encouraging PDP plans to do the same sort of outreach.

Information about the demonstration also comes up on CMS Price Compare website when a
beneficiary indicates they are taking one of the demonstration’s covered drugs.

In addition, we had an article in the September 12" issue of Parade Magazine (Sunday
newspaper supplement). Also this past week, special pharmacy newsletters started printing out
in selected pharmacies (approximately one-third of pharmacies) across the country when
beneficiaries fill a prescription for one of the demonstration’s covered drugs. The newsletter
includes information about the demonstration and how to apply.

When the September 30" enrollment deadline passes and the 50,000 beneficiaries limit has not
been reached then we will have a “rolling” enroliment period until we reach the limit.

1t is difficult to quantify the amount specifically used for outreach because it primarily involves
staff time presenting at meetings and corresponding with interested groups. We are spending
approximately $100,000 through Trailblazer for the special pharmacy newsletters print out when
beneficiaries fill a prescription for one of the demonstration’s covered drug.
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5. Several patient groups have raised concerns that the US Pharmacopeia Draft Model
Guidelines would allow plans to exclude certain important drugs such as SSRIs or
statins from their formularies. Given the statute’s provision limiting the Secretary’s
ability to review the formularies if they comply with the Guidelines, how will you
ensure that such critical drugs are covered by the plans? Are the Draft Model
Guidelines’ definition of each pharmacologic class appropriate? Are these classes
broad enough that plans will be able to use the formularies to discourage
beneficiaries with certain conditions from enrolling?

Answer: Medicare will provide seniors with coverage for the medicines they need at the lowest
possible price when the new Medicare prescription drug benefit begins in 2006. It makes no
sense to create a new prescription drug program that does not cover the drugs seniors take. It is
critical to note that by law, the drug benefit must not discriminate against the needs of Medicare
beneficiaries, regardless of their health problems. Also, the process to develop clear guidance to
prescription drug plans will be public and will examine all aspects of a drug benefit. The
Medicare drug benefit will be a comprehensive benefit, covering an amount and a variety of
drugs sufficient to treat all diseases. The benefit will save seniors who currently lack good drug
coverage hundreds or even thousands of dollars a year, while giving them access to high-quality
medicines. CMS has the authority it needs to review and approve plan formularies, as well as
the authority to negotiate with plans on these and other benefit design features. The agency will
use this authority to ensure that beneficiaries get the drugs they need at the lowest possible cost.

The USP model guidelines will be a valuable piece of CMS’s formulary review process, but is
only one piece of a much bigger pie. In addition to the categories and classes, CMS will review
the actual drugs chosen to populate the formulary, the co-pays assigned to the drugs, the
exceptions and prior authorization rules, as well as the appeals process. Only when viewing all
these pieces together, can one make a judgment about beneficiary access to needed medicines.
Two drugs per class is not a hard and fast rule — just a minimum floor. In many cases — AIDS
drugs, for example -- I expect significantly more than 2 drugs will be required where they are
available, since combinations of anti-viral medications are absolutely critical to keeping the virus
at bay.

Our formulary review process will have to strike a balance between providing plans the
flexibility they need to make discount deals with manufacturers and providing beneficiaries with
guaranteed access to necessary medications. The USP guidelines are a piece of that process, but
by far not the whole process.

6. When a beneficiary’s drug is net covered by a drug plan’s formulary that is in
compliance with the Guidelines, what recourse will that beneficiary have? How
does this appeals process differ from public and private insurance coverage? What
standards will beneficiaries have to meet to have the drugs they need covered?

Answer: We intend to implement the law so that drug plans and Medicare Advantage plans

provide coverage for medically necessary drugs that are not excluded from Medicare coverage.
As part of achieving this goal, under the law all drug plans are required to have exceptions
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processes when people wish to challenge a drug that is not covered on their plan’s formulary.

If an enrollee wishes to receive a non-formulary drug — ot to receive a non-preferred drug for the
lower preferred co-pay - the enrollee or enrollee’s physician may request an exception. Under
such an exception, a non-formulary drug could be covered, or a non-preferred drug could be
covered under the terms applicable for a preferred drug under certain conditions. As part of this
process, the prescribing physician would have to determine that the preferred drug (or all the
formulary drugs) either would not be as effective for the individual or would have adverse
effects for the individual, or both.

We expect that Part D plans will have exceptions criteria that are fast-and highly automated
much like the market today. For example, we envision an exceptions process similar to
Missouri's Medicaid program, which has a computerized system for its prior authorization
restrictions. That state's program has the COX-2 inhibitors on prior authorization, since other
pain relievers, such as aspirin or ibuprofen, are often just as safe and effective but at much less
cost. If a beneficiary tries to fill a Celebrex prescription, the computerized prior authorization
system works with the pharmacist to see if they patient meets any of the plan's scientifically
established exceptions criteria. These include a prior history of gastrointestinal illness or
concurrent use of a blood thinner such as warfarin, among others. If the patient meets the
criteria, the coverage is automatically approved. If not, the patient's physician can still challenge
the restriction with additional information by a phone-in process.

7. The proposed regulation does not appear to prevent drug plans from limiting the
number of preseriptions that could be filled in a2 month. Is that the case?

Answer: CMS will not allow plans to place arbitrary limits on the number of prescriptions that
beneficiaries may fill. The drug benefit is an open-ended entitlement, featuring catastrophic
coverage with no upper limit. If a physician prescribes multiple medications for a beneficiary,
all are eligible for coverage under the terms of the plan. CMS will work to make this clear in the
final rule and in forthcoming sub-regulatory guidance. Plans do have authority to combat waste
and fraud by placing reasonable limits on the quantity of medicine dispensed or the frequency of
refills, but they cannot, for example, limit the total number of prescriptions filled per month as
certain state Medicaid programs do.

8. The propesed rule does not appear te set limits on the type of private infoermation
that can be shared with drug plans and HMOs to help them “efficiently” market.
Could information about health status or income be shared with plans?

Answer: The beneficiary information given to the plans is intended solely to assist in their
outreach to ensure beneficiary education and participation in the drug benefit. The statute
provides us broad authority to share information with drug plans and we are concerned of
potential adverse impacts on beneficiaries. The information about beneficiaries provided to drug
plans must be in accordance with the HIPAA Privacy rule that includes disclosure of protected
heaith information. We encourage input from the public on this very important matter.
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9. The proposed rule indicates that drug plans will not be allowed to design a plan that
discourages individuals with specific health conditions from enrolling. It appears,
however, that a plan could discourage enrollment of sicker people in general, by
charging higher cost sharing for all high-cest drugs. Could a plan impose higher
cost sharing in this manner and still be approved?

Answer: It is critical to note that by law, the drug benefit must not discriminate against the
needs of Medicare beneficiaries, regardless of their health problems. CMS will review all plan
benefit designs and will not approve any that appear to be aimed at favorable selection. We
clearly have that authority in statute and plan to use it to protect beneficiaries and the taxpayers.
We will also be reviewing formularies to ensure that tiering structures do not discriminate
against certain beneficiary groups.

10.  In order for the prescription drug catastrophic coverage to begin, beneficiaries have
to spend a defined amount out of their own pockets. In the propesed regulation, a
few other sources count toward that spending, including a pharmaceutical
company’s assistance program. The regulation does not count spending by the
Veterans Administration or the Indian Health Service, which disadvantages the
peeple those programs serve. Can you explain why spending by these agencies does
not count toward the out-of-pocket limit?

Answer: The MMA provides that any cost sharing reimbursed or paid for by insurance or
otherwise, a group health plan, or another third-party payment arrangement on behalf of a Part D
enrollee does not count toward true out of pocket expenditures.

The term “insurance or otherwise” is defined in the NPRM consistent with CMS’s policy goal
(which we believe to be consistent with Congressional intent) of reducing incentives for current
employers, other insurers, and government programs to reduce their current levels of coverage
and replace that coverage with Medicare Prescription Drug plan wrap-around benefits.
Consistent with our definition, “insurance or otherwise” includes any government-funded
program whose principal activity is the direct provision of health care to individuals. Since the
principal activity of the Veterans Administration and the Indian Health Service is the direct
provision of health care, any cost-sharing the VA or Indian Health Service subsidizes on behalf
of Medicare Prescription Drug Benefit enrollees cannot count toward the true out of pocket
costs.

The Indian Health Service will benefit from the implementation of the Medicare Prescription
Drug Benefits given that prescription drug plans and Medicare Advantage-Prescription Drug
plans will reimburse Indian Health Service, Tribal, and urban Indian health program pharmacies
for 75 percent of the Medicare Prescription Drug Benefit enrollees’ covered drugs under the new
benefit spending between the deductible and the initial coverage limit. This reimbursement by
plans represents, in many cases, expenses that Indian Health Service and Tribal facilities were
previously paying in full on behalf of their beneficiaries.
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Questions for the Honorable Mark B McClellan, M.D., Ph.D,
Administrator, Centers for Medicare & Medicaid Services
from the Honorable Orrin Hatch,

Committee on Finance
regarding the September 14, 2004, hearing entitled
"Titles I and II: Features of the Proposed Regulations"

There are more than one million dual eligible beneficiaries as well as additional elderly
beneficiaries with mental illnesses who require psychotropic medications. The scope and
impact of severe and persistent mental disorders and the cost of treatment is indisputable.
The U.S. Department of Health and Human Services in 2003 recognized that four of the top
ten leading causes of disability in the United States were indeed psychiatric in origin.

It is clear that the Medicare conferees who drafted the MMA were concerned about
ensuring that all Medicare beneficiaries with special needs have access to their medications
under Part D. The language in the final conference report is unequivocal. "Itis the intent
of the conferees that Medicare beneficiaries have access to prescription drugs for the
treatment of mental illness and neurological diseases resulting in severe epileptic episodes
under the new provisions of Part D. To fulfill this purpose the Administrator of the Center
for Medicare Choices sic] shall take the appropriate steps before the first open enrollment
period to ensure that Medicare beneficiaries have clinically appropriate access to
pharmaceutical treatments for mental illness, including but not limited to schizophrenia,
bipolar disorder, depression, anxiety disorder, dementia, and attention deficit
disorder/attention deficit hyperactivity disorder and neurological illnesses resulting in
epileptic episodes. (Emphasis added) (Sec. 923 of the Joint Explanatory Statement of the
Medicare Conferees, Nov. 21, 2003, p. 321). :

The Report of the President's New Freedom Commission on Mental Health cites the
critical importance of Medicare and Medicaid Reform to improving the quality and
accessibility of mental health service delivery through support of evidence-based
treatments. On August 20, 2004, CMS itself published a paper entitled ""Psychotropic
Medications: Addressing Costs without Restricting Access.”" The paper stressed that
despite the current economic conditions and pressures on states, states have effectively
implemented alternative cost management techniques related psychotropic medications
witheut restricting access to specific medications. The paper cites several examples of
states as models, including Missouri, Texas and Pennsylvania that have reduced the
amount spent on psychetropic medications while not limiting access.

1. Almost all states have recognized the unique needs of individuals with mental illness
and provided exemptions for mental health medications including antipsychotics
and antidepressants while employing cost-saving techniques. Physicians are
currently able to prescribe medicines to their dual eligible, special-needs
populations. When passing the MMA, Congress did not intend to diminish benefits
for dual eligible beneficiaries with mental illnesses. After January 1, 2006, how will
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CMS, in its regulations, ensure coutinuity of care and access to necessary treatment
for these special needs patients?

Answer: CMS will not allow plans to place arbitrary limits on the number of prescriptions that
beneficiaries may fill. The drug benefit is an open-ended entitlement, featuring catastrophic
coverage with no upper limit. If a physician prescribes multiple medications for a beneficiary,
ali are eligible for coverage under the terms of the plan. The MMA establishes special
enrollment periods which will permit dual eligible beneficiaries to change plans if their
medications aren’t covered. CMS will work to make this clear in the final rule and in
forthcoming sub-regulatory guidance. However, plans will have authority to combat waste and
fraud by placing reasonable limits on the quantity of medicine dispensed or the frequency of
refills, but they cannot, for example, limit the total number of prescriptions filled per month as
certain state Medicaid programs do.

All beneficiaries will have access to an appeals process through which they can request coverage
for a non-formulary drug, or moving a drug from a high tier to a lower tier. An enrollee, or a
prescribing physician on behalf of an enrollee, may file an exceptions request. Although neither
are required to submit a physician's certification along with a request for an exception, nothing in
the regulation would prohibit an enrollee, or his or her prescribing physician, from submitting a
supporting physician's certification with the exceptions request. Plans are permitted to require a
prescribing physician to submit a certification supporting the enrollee's exceptions request once a
request has been submitted, and CMS expects that plans will routinely ask for them. Therefore,
it would benefit enrollees.to submit a physician's certification with his or her exceptions request,
but they are not required to do so.

CMS will review plan formularies to ensure that Part D plans offer a comprehensive benefit that
does not discriminate against beneficiaries with a particular disease or condition, including dual
eligibles. In addition, we will review plan administrative control requirements and appeals
processes to ensure that vulnerable beneficiaries will have appropriate access to the medications
they require.

2. Although those dual eligible beneficiaries who do not participate in the enrollment
process for the prescription drug benefit will be automatically enrolled in the
Medicare Part D benefit, how will CMS ensure that those dual eligible beneficiaries
who are automatically enrolled in a prescription drug plan maintain the same
benefits they received under Medicaid?

Answer: CMS will not allow plans to place arbitrary limits on the number of prescriptions that
beneficiaries may fill. The drug benefit is an open-ended entitlement, featuring catastrophic
coverage with no upper limit. If a physician prescribes multiple medications for a beneficiary,
all are eligible for coverage under the terms of the ptan. The MMA establishes special
enrollment periods which will permit dual eligible beneficiaries to change plans if their
medications aren’t covered. CMS will work to make this clear in the final rule and in
forthcoming sub-regulatory guidance. However, plans will have authority to combat waste and
fraud by placing reasonable limits on the quantity of medicine dispensed or the frequency of
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refills, but they cannot, for example, limit the total number of prescriptions filled per month as
certain state Medicaid programs do.

All beneficiaries will have access to an appeals process through which they can request coverage
for a non-formulary drug, or moving a drug from a high tier to a lower tier. An enrollee, or a
prescribing physician on behalf of an enrollee, may file an exceptions request. Although neither
are required to submit a physician's certification along with a request for an exception, nothing in
the regulation would prohibit an enrollee, or his or her prescribing physician, from submitting a
supporting physician’s certification with the exceptions request. Plans are permitted to require a _
prescribing physician to submit a certification supporting the enrollee's exceptions request once a
request has been submitted, and CMS expects that plans will routinely ask for them. Therefore,
it would benefit enrollees to submit a physician's certification with his or her exceptions request,
but they are not required to do so.

CMS will review plan formularies to ensure that Part D plans offer a comprehensive benefit that
does not discriminate against beneficiaries with a particular disease or condition, including dual
eligibles. In addition, we will review plan administrative control requirements and appeals
processes to ensure that vulnerable beneficiaries will have appropriate access to the medications
they require.
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Questions for the Honorable Mark B McClellan, M.D., Ph.D.
Administrator, Centers for Medicare & Medicaid Services
from the Honorable Jon Kyl,

Commttee on Finance
regarding the September 14, 2004, hearing entitled
"Titles I and II: Features of the Proposed Regulations"

1. Dr. McClellan, your office has stated that a large portion of the increase in the
Medicare premium stems from the provision in the Medicare Modernization Act
that increased the physician payment by 1.5 percent and averted the eminent cut of
4.5 percent. I was adamant te have that increase in physician payment included in
the legislation because I had heard from doctors and patients alike about the impact
the anticipated reduction would have had on patient access, both in rural,
underserved communities and by specialists. This ‘fix’ in the legislation was
temporary; the underlying issue of adequate physician payment and specifically the
sustainable growth rate (SGR) formula remains problematic.

I, along with my esteemed colleague from Arkansas and member of the Finance
Committee, Senator Lincoln, circulated a Dear Colleague letter dated May 25, 2004
addressed to you on the SGR issue. A total of 73 Senators, both Republicans and
Democrats, signed the letter, asking for an administrative fix to this problem. As we
have yet to receive a written response, can you tell me of your intentions to address
the SGR problem administratively in the future? What are your plans to avert the
need to correct physician payment increases / decreased by an act of Congress in
subsequent years?

Answer: [ believe you have since received my response and 1 am sorry that you did not receive
it sooner. [ have long shared your concern about making sure that Medicare payments to
physicians are adequate and encourage better care, because physician decisions can have such a
critical impact on all Medicare costs and on patient health. Now more than ever, we need to
work with physicians to find the best ways to improve quality and reduce costs.

I strongly agree with you that we must work together to preserve beneficiaries’ access to high
quality care. As you point out, as a result of our joint collaboration, enactment of the MMA
guarantees the 2005 physician fee schedule update will be no less than 1.5 percent. The MMA
improves access to high-quality care by recognizing that Medicare beneficiaries cannot get such
care without paying physicians appropriately. We are increasing payments for doctors this year
and next, instead of the payment cuts that would have taken effect had this law not been passed.
As a result of the MMA, physicians will receive roughly 4 percent more in Medicare revenues in
2004 and 2005.

CMS is also currently working to implement numerous provisions of the MMA that make vital
improvements to the Medicare program, such as adding important preventive benefits and taking
steps to reward health professionals for avoiding complications and reducing costs. We are also
investigating new approaches that may reduce adverse incentives in the current payment system
and allow Medicare to pay for better rather than more care. We are implementing innovative

Page 34 of 60



202

coordinated care and disease management pilots and demonstration programs such as the
Chronic Care Improvement Program that may provide insight on new and innovative ways to
control expenditure growth in the future. We are currently assessing the impact this significant
new law should have on the physician spending targets.

In your letter, you specifically requested that CMS take certain administrative action to address
the physician update situation. As I believe you are aware, some of the administrative proposals
that you ask about have significant long-term cost implications but will not have an impact in
2006 and the subsequent few years. Therefore, without a change in law, there will still be a
reduction in physicians’ fee schedule rates for 2006 and subsequent years. Nevertheless, as we
consider changes to the physician fee schedule for 2006 and future years, we are committed to
looking thoroughly at your suggestions.
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Questions for the Honorable Mark B McClellan, M.D., Ph.D.
Administrator, Centers for Medicare & Medicaid Services
from the Honorable Blanche Lincoln,
Committee on Finance
regarding the September 14, 2004, hearing entitled
"Titles I and II: Features of the Propesed Regulations"

1. Can you please provide me a list of states where those beneficiaries who were
automatically enrolled in a Medicare-approved drug discount card are
located? (Beneficiaries in some State Pharmacy Assistance Programs and
Medicare Advantage Plans were automatically enrolled.)

Answer: Nine states are auto-enrolling approximately 345,000 of their State Pharmacy
Assistance Program (SPAP) beneficiaries into the Medicare drug discount card and
transitional assistance (TA) program. These beneficiaries will access the $600 in
transitional assistance prior to utilizing the state benefit programs. States that are auto-
enrolling include: Connecticut, Maine, Massachusetts, Michigan, New Jersey, New
York, North Carolina, Pennsylvania, and Rhode Island.

Each state is auto-enrolling their TA beneficiaries with one sponsor, except Connecticut.
Connecticut will be giving their TA beneficiaries a choice of 14 sponsors. Ifa
beneficiary fails to enroll with one of Connecticut’s sponsors, the State, at random, will
auto-enroll them into a sponsor’s plan.

[llinois has passed legislation to auto-enroll its low-income beneficiaries and is working
on an administrative rule to administer the auto-enrollment program.

Nevada is also considering auto-enrollment at a later date.

The Medicare Advantage plans automatically enrolled their enrollees into their exclusive
drug cards. Most of the MA exclusive cards enrollees are located in Arizona, California,
Florida and Pennsylvania.

2. Can you please provide me a state-by-state list of how many beneficiaries
have enrolled in a drug discount card? If you do not have this information,
please tell me where I can get it.

Answer: There are about 4.4 million beneficiaries enrolled in the drug discount card
program, which is more than halfway to our goal of 7.3 million beneficiaries for 2004.
Currently state-by-state enrollment data is not available. We are working diligently to
make these numbers available to you as soon as we can.
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3. Can you please provide me a state-by-state list of how many beneficiaries are
getting the $600 transitional assistance? If you do not have this information,
please tell me where I can get it.

Answer: There are about 1.2 million beneficiaries enrolled in transitional assistance.
This is a quarter of low-income beneficiaries we anticipated to enroll in the program for
2004 and 2005. Currently state-by-state enroliment data is not available. We are
working diligently to make these numbers available to you as soon as we can.

4. When are you going to define the regions for the PPOs?

Answer: We have sought out and received comments from interested stakeholders on
the appropriate number of PDP regions and will be seeking additional public comment
again very shortly. We will be announcing a decision on the regions later this year —
hopefully by the middie of the fall, though no later than January 1, 2005 as the statute
requires). '

The law directed CMS to conduct a market study and consider how different regional
choices can maximize plan participation. CMS has hired a contractor — RTI International
— to conduct that study, which is ongoing. CMS held a public meeting to present options
for both sets of regions on Wednesday July 21, 2004 in Chicago, IL and has received
scores of comments from potential PDP and MA plan bidders. It is our goal to establish
regions that will result in sufficient plan participation to create competitive pressures to
drive prices downward, while simultaneously providing beneficiaries with meaningful
choice in how they obtain their care.

S. That is the proposed criteria for selecting “fallback plans”? Are there any
differences in criteria between fallback and “at-risk” plans? Why?

Answer: As directed by statute, most all of the criteria for selecting fallback plans will
mirror those for the at-risk plans ~ prescription drug plans (PDPs) and Medicare
Advantage (MA) plans. All types of plans will set up a benefit design, formulary and
utilization management rules, networks of retail pharmacies to provide the benefit,
customer service operations to handle beneficiary calls, enrollment teams to sign
beneficiaries up. All applicants will have to demonstrate that they can meet standards set
by law and by regulation on all these fronts.

The requirements differ between fallback and the others as they relate to competition and
insurance risk. Again, these differences are statutory and are reflected in CMS’ proposed
rule. The PDPs and MA plans will carry insurance risk and compete for beneficiaries on
price and quality. Because of this, they will have strong incentives to control premiums
and drug prices while providing beneficiaries with the medicines they need. The design
for these plans in the MMA relies on this competitive dynamic, and premiums are set
entirely on a bid-based system. CMS will evaluate plans’ bids to make sure for
reasonableness, to make sure they reflect the revenue required. Fallback plans, by
definition, will not compete with other plans, as by statute they will only be activated if
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at-risk plans fail to enter parts of the country. They will also not carry insurance risk.
For these reasons, analysts believe their incentives to control costs are somewhat weaker,
and the statute directs CMS to include other performance incentives in its contracts with
fallback plans. These incentives are to include cost containment, which will most likely
involve performance bonuses related to drug prices and utilization management. CMS is
currently working with experts in the field of pharmacy benefit management to devise its
performance metrics, and will have further information available in the final rule and in
forthcoming guidance as part of the fallback and at-risk bidding processes.

6. The proposed Medicare formulary classification gunidelines place all of the
modern antipsychotic medications in the same category — the so-called
“atypical” antipsychetics. However, leading experts find this categorization
“confusing . . . inappropriate and misleading”, and “lackling] clear
theoretical underpinnings and rigor in application.” As ene leading
researcher put it, “the differences between drugs within this group are just
as large as the differences between them and the classical [antipsychotics].”
Because the atypical antipsychotic drugs are so different from each other,
will CMS place each in its own category? If not, how will CMS ensure that
the special population that relies on these medications is not harmed?

Amnswer: Medicare will provide seniors with coverage for the medicines they need at the
lowest possible price when the new Medicare prescription drug benefit begins in 2006. Tt
makes no sense to create a new prescription drug program that does not cover the drugs
seniors take. It is critical to note that by law, the drug benefit must not discriminate
against the needs of Medicare beneficiaries, regardless of their health problems. Also,
the process to develop clear guidance to prescription drug plans will be public and will
examine all aspects of a drug benefit. The Medicare drug benefit will be a
comprehensive benefit, covering an amount and a variety of drugs sufficient to treat ail
diseases. The benefit will save seniors who currently lack good drug coverage hundreds
or even thousands of dollars a year, while giving them access to high-quality medicines.
CMS has the authority it needs to review and approve plan formularies, as well as the
authority to negotiate with plans on these and other benefit design features. The agency
will use this authority to ensure that beneficiaries get the drugs they need at the lowest
possible cost.

The USP model guidelines will be a valuable piece of CMS’s formulary review process,
but is only one piece of a much bigger pie. In addition to the categories and classes,
CMS will review the actual drugs chosen to populate the formulary, the co-pays assigned
to the drugs, the exceptions and prior authorization rules, as well as the appeals process.
Only when viewing all these pieces together, can one make a judgment about beneficiary
access to needed medicines. Two drugs per class is not a hard and fast rule — justa
minimum floor. In many cases — AIDS drugs, for example -- I expect significantly more
than 2 drugs will be required where they are available, because combinations of anti-viral
medications are absolutely critical to keeping the virus at bay.
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Our formulary review process will have to strike a balance between providing plans the
flexibility they need to make discount deals with manufacturers and providing
beneficiaries with guaranteed access to necessary medications. The USP guidelines are a
piece of that process, but by far not the whole process.

7. Is the USP recommendation on therapeutic classification significantly
different than the classes of drugs currently used by health plans in the
private sector to establish formularies? If so, how? Is it different from the
VA formulary or the Medicaid formulary, and how?

Answer: The draft guidelines, released by USP in August, have drug categories and
classes that are very similar to those used in commercial plans, as well as the VA and
Medicaid. This is in keeping with CMS8’s discussions with the USP expert committee.
CMS would like for the model guidelines to reflect the current practice of pharmacy
benefit management so that plans will choose to use the guidelines when designing their
formularies for Medicare. Recall that plans are not required to use the USP model.

The USP Model Guidelines list 43 major categories and 138 pharmacologic drug classes.
This places it well in line with other models. For comparison:

e The Blue Cross/Blue Shield Federal Employee Health Plan (Basic Option)
formulary lists 17 major categories and approximately 175 therapeutic drug
classes. (Approximately 660 drug products are included on the formulary)

o The Aetna Federal Employee Health Plan formulary lists 17 major categories and
approximately 108 therapeutic drug classes. (Approximately 325 brand name drug
products and most generically available covered prescription oral products are
included on the formulary)

e The Advance PCS 2004 formulary lists 17 major categories and approximately 95
therapeutic classes. (More than 900 drug products are listed on the formulary)

¢ The Caremark Preferred Drug List has 13 major categories and approximately
158 therapeutic classes. (Approximately 360 brand name drug products are listed
and most generically available prescription drug products would be included)

e The Wellpoint formulary lists 26 major categories and approximately 99
therapeutic classes. (More than 650 drug products are listed on the formulary)

As indicated in the previous answer, the categories and classes are only one element of a well
constructed formulary Regardless of whether plans use the USP model or develop their own,
CMS will review the entirety of the formulary to make sure that beneficiaries have access to
the drug they need.
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Questions for the Honorable Mark B McClellan, M.D., Ph.D.
Administrator, Centers for Medicare & Medicaid Services
from the Honorable John Rockefeller,
Committee on Finance
regarding the September 14, 2004, hearing entitled
"Titles I and II: Features of the Proposed Regulations"

Staring J: y 1, 2005, seniors across the country will see an increase of 17.4% in their
Medicare part B premiums. This increase amounts to a dellar amount of $11.60 per month
and $139.20 for the year. Never in the history of Medicare has the dollar increase in part B
premiums been this great.

1.

CMS chose a very unconventional method of making the premium increase

nt. Instead of announcing the 2005 Medicare part B premium increase
in October at the same time as the 2005 Social Security cost-of-living-adjustment
(COLA), which is typically the case, you chose to announce the premium hike late
on a Friday afternoon, before a long weekend when a major hurricane was about to
hit Florida. Can you explain why CMS chose to announce the increase in this
manner, separate from the COLA announcement? Were you concerned that
seniors would be upset to learn that their Medicare part B preminm increase would
eclipse any increase in the Social Security COLA?

Answer: CMS is committed to providing information to the beneficiary community in a manner
that is as timely as possible. We released these figures at the time we did because that is when
the numbers were available and we believed that the importance of these figures merited an
earlier than usual release. While some of the changes in the MMA resulted in increases in the
Part B premium, for example the changes to physician payments, these changes also addressed a
significant problem of potentially reduced access to physician services as a result of significant
reductions in payments to physicians that would otherwise have taken effect. Most members of
Congress supported increases in payments to doctors because of concerns that beneficiaries
might lose needed access to physician services. And while premium costs have increased by
more than 17%, costs for some beneficiaries have been reduced as a result of the MMA. For
example, beneficiaries who use prescription medications and chose to obtain a Medicare
discount drug care saw savings in their drug costs; for some beneficiaries these savings may have
surpassed the increase in the Part B premium. Note also Medicare is now covering screening for
cardiovascular disease and diabetes for all beneficiaries, as well as a “Welcome to Medicare”
physical examination for new beneficiaries. And finally let me point out that the 6 million
lowest income beneficiaries do not pay the Part B premium and hence are not affected by the
increase for 2005.

West Virginia ranks 3™ in the nation in residents over 65. Fifteen percent of our
population is 65 or older. As a result, West Virginia will be hit harder by the

premium increase than almost any other state in the country. The premium hike
will cost seniors in my state $48.4 million more next year. I am concerned that a
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significant portion of this increase will be going toward subsidies for private plans,
which have not and will not come into West Virginia. I understand from press
reports that at least 15% of the premium increase is a direct result of subsidies to
private plans. Is this true? What is the remaining 85% attributable to?

Answer: The principal contributing factor accounting for about four-fifths of the increase in
benefit costs is higher payments in Medicare’s traditional plan. In particular, MMA provisions
that increased payments to physicians ~ which had strong bipartisan support - account for more
than half of the higher benefit payments related to the traditional plan.

The 2005 premium reflects a Congressionally-mandated increase of 1.5 percent in physician
payments for both 2004 and 2005. (Please note that the 2004 premium was set before the
enactment of the MMA.) In addition, increases to physician payments under the Consolidated
Appropriations Resolution of 2003 are reflected in the premium for 2005.

These changes in physician payments prevented a significant payment reduction that could have
threatened access to high-quality physician services for millions of Medicare beneficiaries.
Notably, in 2002 the Medicare Rights Center, a beneficiary advocacy organization, forecasted a
potential access problem and recommended a review of payment adjustments.

Members of Congress of both parties — including Members who did not vote in favor of final
passage of the bill - strongly supported increases in payments to doctors and Medicare
Advantage plans, as well as coverage of new preventive benefits.

A much smaller portion (about one-fifth) of the higher Part B benefit costs is due to
improvements in Medicare Advantage. As a result of these improvements, many beneficiaries
enrolled in Medicare Advantage plans will receive additional benefits including prescription
drugs, more preventive care, and even dental and vision care, as well as lower co-payments that
enable them to reduce their out of pocket costs.

By law, the amount of a beneficiary’s Part B premium increase may not exceed the cost of living
increase in his or her Social Security check. In general, the amount of the cost of living increase
will be significantly greater than the premium increase of $11.60, but for those Social Security
beneficiaries for whom this is not true, the law protects them from a reduction in their Social
Security benefits.

And, more than 6 million low-income beneficiaries will see no premium increase. These
beneficiaries are protected, because they already have their entire premium paid for by Medicaid.
In addition, beneficiaries in Medicare Advantage may get help from their plan in paying the Part
B premium, and many beneficiaries with retiree coverage get help as well.

3. Has CMS done any modeling to determine how this premium increase will affect
enrollment in traditional Medicare fee-for-service versus Medicare Advantage? Do
you anticipate that the 17.4% premium hike will drive even more seniors to
Medicare Advantage plans, which again are not widely available in West Virginia?
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Answer: No, we have not done any modeling to determine whether this premium increase may
affect enrollment in Medicare Advantage. Under the MMA, regional PPOs are expected to be
available across the country, including in West Virginia, beginning in 2006. And it is expected
that these MA plans will offer beneficiaries savings compared to fee-for-service Medicare.
Therefore, for those beneficiaries who do choose an MA plan, they should see reduced costs
compared to obtaining their Medicare benefits through the traditional Medicare fee-for-service
program.

Retiree Coverage

As you kuow, I have written twe letters — one to HHS and one to the President — on the loss
of retiree coverage under the new Medicare law. Both letters ask that this Administration
implement a clear standard that protects employer-sponsored retiree health benefits.
Because of your numerous public admissions that this Administration is interested in
protecting retiree coverage, I had hoped the proposed regulations would provide
meaningful details on your plans to fight the erosion in retiree coverage expected as a result
of the new Medicare law. However, the proposed regulations are vague at best. And, they
do not provide clear guidance on actuarial equivalence, which is perhaps the single most
important component of this law as it relates to retirees,

4. Why is the so-called “one-prong” test even an option for defining actuarial
equivalence when it would allow employers to receive the full subsidy without
regard to whether or not they are actually paying an amount for retiree drug
coverage that is at least as much as what they are receiving in subsidy payments?
Because this “option” would not take into account financing, employers could cost-
shift the entire cost of prescription drug coverage onto their retirees while still
receiving the subsidy. This is the same problem that exists under current law, so
why would CMS consider such an option?

Answer: In the proposed rule, we discussed several options for defining actuarial equivalence in
the context of the retiree drug subsidy. We specifically sought comments and additional data on
the best combination of approaches to achieve our goal of providing the maximum improvement
in retiree coverage at the least cost.

Under all of the alternatives presented, the amount of support for retiree coverage and thus the
generosity of retiree coverage generally increases, because of the combination of contributions
from Medicare and from employers.

Allowable retiree costs are defined in the law as the part of the gross covered prescription drugs
costs under a qualified retiree prescription drug plan that are actually paid (net of discounts,
chargebacks, and average percentage rebates) by the sponsor or by or on behalf of a qualifying
covered retiree. In the proposed rule, we asked for comments on the nature and scope of price
concession and how to best account for all price concessions and rebates.
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S. Is CMS considering any type of maintenance of effort requirement to prevent
employers whoe are offering more comprehensive retiree coverage than the Medicare
standard benefit from reducing their retiree benefits to the level of Medicare?

Answer: Employer-sponsored coverage was in decline before the MMA was enacted. This
important new law now offers considerable financial incentives to encourage employers to
continue providing this coverage. We believe that Medicare Part D, including the retiree drug
subsidy and the other options it gives employers for providing enhanced drug coverage, will help
to counteract this trend by increasing the financial support available te employers for retiree drug
coverage.

We anticipate the options made available by the MMA will not only protect, but also will
enhance coverage offered to retirees. The retiree drug subsidy puts new money on the table to
encourage employers to continue offering the high quality benefits they currently provide.
Retiree plan sponsors must offer coverage at least as generous as the standard Medicare
prescription drug benefit to qualify for the tax-free subsidy payments.

6. What is the definition of a plan for purposes of determining actuarial equivalence?

Answer: The term "group health plan” is defined in section 607(1) of ERISA. With respect to
which health benefits are included within a sponsor's group health plan for determining actuarial
equivalence, we proposed to presume that all heaith benefits provided by a sponsor are under a
single group health plan unless it is clear that one or more health benefits comprise a separate
group health plan. We recognize that there is tremendous diversity and complexity among
retiree drug plans, and believe our proposed approach preserves sponsor's flexibility.

7. How is CMS planning te verify an employer’s attestation that it has met the
actuarial equivalence standard? At an August 19 public forum on this issue, Steve
Lieberman admitted that CMS has no experience in this area. Have you met with
(or are you planning to meet with) unions and employers to discuss employer
disclosure requirements? Have you thought about an audit and enforcement
mechanism? Will there be an appropriate appeals process for unions and/or
beneficiaries?

Answer: The law requires that the audits of sponsors of retiree prescription drug programs that
receive a subsidy be similar to the audits of MA organizations and PDP sponsors. We proposed
that the sponsor of the plan (or designated plan administrator, insurer, or group health plan)
would be required to maintain and provide access to sufficient records for our audits or audits of
the Office of Inspector General to assure the accuracy of the attestation of actuarial equivalency
with the standard Part D benefit and the accuracy of subsidy payments. We have held a special
open door forum to discuss the retiree subsidy and numerous participants provided feedback on
the issue of employer attestation. We welcome the valuable input of employers and unions as we
develop the final rule.
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8. CMS has proposed four “options” for employers with regard te retiree coverage.
Deoes the CMS Office of the Actuary have estimates on how each “option” would
affect the employer drop rate? On July 23, the New York Times published an article
which indicated that one of the “options” that CMS rejected would have caused at
least 3.8 million retirees to lose their employer-sponsored prescription drug
coverage in 2006. Can you tell me what this rejected “option” was?

Answer: According to the CMS Office of the Actuary (OACT), there is considerable
uncertainty associated with how employers will react to the new Medicare drug benefit. The
additional information we are seeking from employers and unions and their advisors through the
proposed rule should help reduce the uncertainty and facilitate the preparation of specific
estimates of the extent to which employers will take each of the available options.

Employers and unions will have several options to participate in their retirees’ drug coverage.
They can continue offering primary retiree prescription drug coverage and accept the new
Medicare retiree drug subsidy. They can supplement the new Medicare drug benefit either by
paying basic and / or supplemental premiums, or by providing “wrap-around” coverage that filis
in some of the cost sharing. Employers or unions can also contract with drug plans or Medicare
Advantage plans to provide enhanced benefits. Lastly, sponsors can qualify as Medicare
prescription drug plans and directly offer enhanced benefits to their retiree-beneficiaries.

OACT did not estimate the number of retirees retaining employer coverage where Medicare drug
coverage is primary (because the beneficiaries are enrolled in a Medicare Part D plan). OACT’s
preliminary assessment is that the majority of such beneficiaries probably would not receive drug
benefit coverage through their employer. One reason, as noted below, is that some retirees are in
plans where employers make no contribution to the costs of drug coverage. Such employers are
unlikely to make contributions to “wrap around” Medicare. Instead, these retirees are likely to
be substantially better off financially by replacing their current, unsubsidized retiree coverage
with the new subsidized Medicare drug coverage. OACT is continuing to investigate the
likelihood of each possibility and hopes to be able to make more specific estimates in the future.

The New York Times story was incorrect, and it does not reflect the policies that we present in
the proposed rule. The 3.8 million appears.to be based on a proposal that was previously
rejected because it did not adequately protect benefits for seniors under Medicare. Under all of
the options we are considering in the proposed rule, the amount of support and the generosity of
support is significantly higher for retiree coverage — not lower, as the story implied.

We are taking great pains to ensure that benefits are protected -- and expanded -- under the
Medicare Modernization Act. That is precisely why we are only considering proposals that
enhance retiree coverage.

9. Employers that decide to remain the primary insurers for their retirees will receive
a 28 percent subsidy equal to $611 per retiree in 2006. However, employers that
decide to drop their comprehensive retiree drug benefits and wrap-around
Medicare Part D will receive incur savings of approximately $900 per retiree in
2006. Isn’t CMS at all concerned about the incentive created by this law for
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employers to drop their retiree prescription drug coverage and enroll their retirees
in less comprehensive Medicare plans?

Answer: We are taking great pains to ensure that benefits are protected -- and expanded -- under
the Medicare Modernization Act. That is precisely why we are only considering proposals that
enhance retiree coverage. To stop the strong trend of dropping coverage that has been occurring
for more than a decade, we have outlined four approaches in our proposed rule that we intend to
use to get the maximum increase in support for retiree coverage.

The CMS Office of the Actuary (OACT) estimates that Medicare payments for the retiree drug
subsidy will average $611 per beneficiary in 2006. In addition, employers with corporate tax
liability will also benefit from the exclusion of this payment from taxable income. For employers
with a marginal tax rate of 35%, the tax exclusion makes the Medicare payment equivalent to a
taxable payment of $940.

All of the options permit enhanced coverage at a lower cost than employers are paying today.
Many employers offer enhanced Medicare coverage for Part A and Part B benefits today by
wrapping around Medicare’s standard coverage, and some have expressed interest in doing this
for Part D benefits. In addition, some employers do not contribute enough to the cost of retiree
coverage to meet the actuarial equivalence test, which will prohibit any employer windfalls.
Retirees in these plans may still be able to get more generous coverage than they have today,
however, through the other options.

While we sought comment on this set of approaches to enhancing retiree coverage, one thing is
clear: under all of the approaches we are considering, the combined contributions by employers
and Medicare for drug coverage on behalf of retirees will generally being greater - and
frequently significantly greater - than they otherwise would have been. This means stronger
retiree coverage — and the main question for the comment period is how do we make it as much
stronger as possible.

10.  CMS has often pointed to the exclusion of the 28 percent subsidy from taxable
income as a reason for employers to remain primary insurers. However, the fax
benefit for each employer is different based on each employer’s marginal tax rate.
Furthermore, there are many employers who do not incur corporate tax lability at
all and, therefore, would receive no benefit from the tax exclusion. Does CMS have
any concrete numbers on the number of employers with retiree coverage that have
corporate tax liability? How many employers with retiree coverage do not have
corporate tax liability?

Answer: CMS does not have data on the tax liability of employers offering retiree drug
coverage. According to the CMS Office of the Actuary (OACT), there is considerable
uncertainty associated with how employers will react to the new Medicare drug benefit. The
additional information we are seeking from employers and unions and their advisors through the
proposed rule should help reduce the uncertainty and facilitate the preparation of specific
estimates of the extent to which employers will take each of the available options. OACT is
continuing to investigate the likelihood of each possibility and hopes to be able to make more
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specific estimates in the future.

11.  For employers that decide to become Part D plans and receive the higher subsidies
paid to private plans, how will the TROOP definition affect their reinsurance
subsidies?

Answer: By law, only cost-sharing paid by certain sources counts toward the drug benefit’s out
of pocket limit, which defines the start of the catastrophic coverage. These sources include:

The enrollee (or another person on behalf of the enrollee)
CMS (on behalf of a low-income enrollee who qualifies.for low-income
subsidies), and

» A State Pharmaceutical Assistance Program (SPAP)

Congress chose to distinguish between payers of out-of-pocket costs in order to encourage
current employers, other insurers, and government programs to continue offering prescription
drug coverage when the Medicare drug benefit begins.

In the proposed rule, we propose to extend the above list slightly to include charities unaffiliated
with insurers or the beneficiary’s employer. We do this by proposing to define “person” (first
bullet, above) in the legal sense of the word, to includes unrelated corporations, so charities that
are not connected to insurers or the beneficiary’s employer could have a role in helping
beneficiaries with their out-of-pocket costs.

The proposed rule also outlines specific insurance and government programs that will not count
toward the out-of-pocket limit. These include cost-sharing obligations subsidized in whole or in
part by employers, other insurers, and government programs (for example, the Indian Health
Service (IHS), Department of Veterans Affairs (VA), Department of Labor Federal Workers’
Compensation Program, Federally Qualified Health Centers (FQHCs); Medicaid; the State
Children’s Health Insurance Program (SCHIP); black lung benefits; Ryan White CARE Act
funds; and State special funds that assist certain individuals with their medical costs).

12.  What type of system is CMS putting into place to monitor prescription drug
payments from various payers and their impact on the TROOP definition?

Answer: The new Medicare drug plans and Medicare Advantage plans are responsible for
coordination of benefits with state pharmacy assistance programs (SPAPs) and other insurers
(including Medicaid programs, group health plans, the Federal Employees Health Benefits Plan
(FEHBP), military coverage (including TRICARE), and other coverage we may specify at a later
date), including the tracking of out-of-pocket costs.

While all the details of how information will be shared have not been worked out, under the
proposed rule, CMS has responsibility for —

¢ Determining whether costs for a Part D enrollee are being reimbursed through
insurance or otherwise, a group health plan, or other third-party arrangement; and
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e Alerting Part D plans in which beneficiaries are enrolled about reimbursement of
prescription drug costs they receive through insurance or otherwise, a group health
plan, or other third party arrangement.

Prescription Drug Discount Cards

Earlier this week, I participated in two roundtable discussions with seniors in my state.
The top two issues they were concerned about were the 17.4% premium increase and the
Medicare-approved drug discount cards. There are 41 different Medicare-approved drug
discount cards in West Virginia. For a state our size, it is unconscionable to believe there
are so many choices. Seniors are frustrated and they are confused. I understand this is not
just the case in West Virginia, but throughout the country.

13.  Given senior confusion ever which discount card to choose, I imagine that
enrollment in the discount card program is low relative to expectations. Can you
tell me how many West Virginia seniors are enrolled in the discount card program?
‘What is the enrollment in each of the 49 other states?

Amswer: There are about 4.4 million beneficiaries enrolled in the drug discount card program,
which is more than halfway to our goal of 7.3 million beneficiaries for 2004. Currently state-by-
state enrollment data is not available. We are working diligently to make these numbers
available to you as soon as we can.

14.  CMS took an “any willing provider” approach to accepting companies for
participation in the drug discount card program, and this approach has resulted in
senior confusion and frustration. Will CMS be more selective in contracting with
PDP and MA plans for Part D than they have been in contracting with discount
card companies? What standards will CMS use to accept or reject a plan?

Answer: By providing a number of card programs enables beneficiaries to have choices based
on the drugs they need and the pharmacies that are closest to them and for them to get the best
savings by providing competition amongst the cards. Even with the multiple cards, we have
made the enrollment process straightforward and simple. We plan on doing the same with the
Part D drug benefit when it become available in 2006.

In order for plans to participate in offering the Part D drug benefit, they will have to meet all of
the qualifying criteria established under the regulation. By accepting more than one plan, or
multiple plans, for any given region, we will be promoting competition among those plans within
the region they serve. This competition will drive prices down and will help both beneficiaries
and the Federal government. :

It is extremely unlikely that beneficiaries will have to choose from as many options in any one
location as they have in the case of drug cards. Still, we intend to provide information on
beneficiary drug benefit options in many different forms that will allow beneficiaries to choose
the best option for them.
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Seniors in my state have indicated that one of the main problems with the discount
card program is the lack of information. They have trouble getting through to 1-
800-MEDICARE and accessing the Medicare website. How are you planning te
improve the flow of information to beneficiaries in preparation for full
implementation of the law in 20067

Answer: We have committed significant resources to our outreach efforts these past nine
months. This includes mass mailings, broadcast advertising, town hall and Congressional events
presentations. Also, we augmented the number of customer service representatives at our call
centers from 400 to 3,000 in anticipation for the volume of calls from beneficiaries so that wait
time is no more than a few minutes. We have made significant improvements to our website
based on beneficiary feedback to make it more user-friendly and information. For example, we
have improved the "Price Compare" tool -- available by calling 1-800-MEDICARE or on
www.medicare.gov by:

Revised the zip code radius

Identifying the top five cards for a low-income beneficiary, based on the total cost of
their drugs before and after their $600 credit is used.

Adding a feature to allow beneficiaries with limited incomes to enroll in the $600 credit
by providing their eligibility information over the phone or online instead of completing
and mailing a paper enroliment form. (Enrollment in the drug discount card has always
been possible over the phone and online.) This may be particularly valuable for those
who assist beneficiaries, including beneficiary advocates, who can now provide complete
enroliment in the drug card and the transitional assistance at one time.

Adding a new pharmacy search feature that allows users to select the drug card program
or programs available at their local pharmacies. They can also get detailed cost
information about that local pharmacy. This feature is particularly important to seniors
who prefer to use their local pharmacy for their prescription needs.

Adding new features to make it easier to get additional information about the drug
manufacturer wraparound programs that provide large additional discounts on certain
name-brand drugs. The website will display a link to get more information about the
programs.

Making significant improvements to the drug entry tool making it quicker for users to
enter their drug information, including entering all drug information at one time;

Improving the display of drug pricing information making it easier for users to compare
the price differences between brand and generic drugs;
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These new improvements are part of our aggressive effort to make sure seniors and others on
Medicare have all the tools we can come up with to help them save money on their prescriptions.

In addition, we have also partnered with community-based organizations, states, and other
federal agencies such as AoA to outreach to beneficiaries about the drug card and we have
awarded funding to State Health Insurance Assistance Programs (SHIPs), community-based
organizations and ABC Coalition. We anticipate continuing this high level of outreach activity
through the Part D benefit implementation and enrollment period as well.

Section 641 Demonstration Project

On Saturday, September 11, the New York Times reported that less than 4,000 Medicare
participants are enrolled in and fewer than 7,000 have submitted applications for the
Medicare Section 641 demonstration project. As the author, aleng with Senator Snowe, of
the legislation upon which this demonstration is based, I was extremely dismayed to learn
enrollment is this low, particularly since the enrollment deadline of September 30 is fast-
approaching. By HHS’ own estimation, between 500,000 and 609,000 Medicare
participants could be eligible for this demonstration project, but less than 2 percent of
those eligible have applied.

16. ‘What is the exact number of beneficiaries enrolled in the demonstration? How
many beneficiaries have submitted applications? Why does CMS believe enrollment
is so low?

Answer: We have enrolled approximately 4,000 people so far as part of the early enrollment
process that ended on August 16™. We have approximately 9,200 applications submitted as of
September 24" (this includes the 4,000 already enrolled). We do not believe enrollment is low
because we did not intend to enroll all beneficiaries by the August deadline. Our primary goal
right now is to make sure that all beneficiaries who can benefit from this demonstration projects
are aware of it and make the choice to apply.

17.  West Virginia has the 4" highest cancer death rate in the nation. Yet, the
constituents in my state remain largely unaware of this demonstration project, and I
fear this is probably the case throughout the country. Have HHS and CMS done
any direct outreach to the states regarding this demonstration project?

Answer: Our goal is to make sure that all beneficiaries who can benefit from this demonstration
projects are aware of it and make the choice to apply. CMS and HHS has worked with the
Regional Offices, State Health Insurance Assistance Programs, and other state organizations to
provide direct outreach to the states regarding this Medicare demonstration project.

18. Earlier this year, HHS sent a flyer to all Medicare beneficiaries with information
about provisions in the Medicare law, even though the law will not go into effect
until 2006. According to the Government Printing Office, this flyer cost taxpayers
$10 million - $3.2 million in printing costs and $6.8 million in mailing cests. HHS
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spent an additional $9.5 million on television ads announcing the new law, again
despite the fact that the law will not go into effect until 2006.

Given the imminent nature of this demonstration project and the short timeframe
between the launch date of June 24 and the enrollment deadline of September 30, it
would have been appropriate for HHS to initiate a comprehensive outreach and
enrollment campaign immediately following program launch. How do your
outreach efforts on the Section 641 demonstration preject compare to your earlier
efforts? Have you done any direct mailings to Medicare beneficiaries on the
demonstration? What is the total dollar amount you have spent on outreach for this
demonstration project?

Answer: Our initial efforts for this demonstration started last Spring and were primarily focused
on beneficiary advocacy groups, pharmaceutical companies and physicians who care for patients
with the conditions listed in the demonstration project. All of these groups have put articles in
their newsletters, sent out mailings and/or put links on their websites to get the message out
about this project.

Since then, we have conducted various outreach activities at the local level working with CMS
regional offices and SHIPs. We have also worked with key advocacy organizations, disease
groups, health plans and drug store groups to reach out to beneficiaries who use the covered
drugs. Also, some MA plans that offer limited drug benefits have sent targeted letters to eligible
beneficiaries in their plans. We are encouraging PDP plans to do the same sort of outreach.

Information about the demonstration also comes up on CMS Price Compare website when a
beneficiary indicates they are taking one of the demonstration’s covered drugs.

In addition, we had an article in the September 12™ issue of Parade Magazine (Sunday
newspaper supplement). Also this past week, special pharmacy newsletters started printing out
in selected pharmacies (approximately one-third of pharmacies) across the country when
beneficiaries fill a prescription for one of the demonstration’s covered drugs. The newsletter
includes information about the demonstration and how to apply.

We purposely did not do direct mailings to Medicare beneficiaries for this demonstration project
because of the relatively small number of beneficiaries affected. We were concemned with
adding confusion and information overload with what is already out there to beneficiaries about
the drug discount card, Part D, etc.

1t is difficult to quantify the amount specifically used for outreach because it primarily involves
staff time presenting at meetings and corresponding with interested groups. We are spending
approximately $100,000 through Trailblazer for the special pharmacy newsletters print out when
beneficiaries fill a prescription for one of the demonstration’s covered drug.

19.  Given the low enrollment, is CMS planning to do additional outreach over the next

two weeks? Will CMS extend the enrollment deadline beyond September 30 if the
enrollment limit of 50,000 participants is not met by that date?
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Answer: Our primary objective right now is to make sure that beneficiaries who are eligible
apply to the demonstration project. We are planning additional outreach to ensure beneficiaries
who benefit from this program enroll. When the September 30" enrollment deadline passes and
the 50,000 beneficiaries limit has not been reached then we will have a “rolling” enrollment
period until we reach the limit.

Authorized Generics

Dr. McClellan, the Medicare law includes several provisions aimed at improving access to
generic drugs. Specifically, the Medicare law includes provisions that eliminate the 30-
month stay for brand name manufacturers and strengthen the 180-day period of market
exclusivity for generic manufacturers. While I believe these two provisions take a step in
the right direction, I am concerned that brand name manufacturers have found another
loophole in the law to exploit. It is my understanding that brand name companies are
using the so-called “authorized generics” designation in order to sell brand name drugs as
generics and have an effective monopoly on the prescription drug market.

20.  Both CMS and the FDA appear to be treating “authorized generics” in a manner
inconsistent with the intent of Hatch-Waxman. I am hoping that you can use both
your FDA and CMS hats to shed some light on this issue. According to the FDA’s
decision regarding authorized generics, dated July 2, 2004, the FDA defines
authorized generics as brand name drugs sold at generic prices. Can you offer any
insight into why the FDA would make such a decision, given the fact that this
interpretation undermines the 180 days of market exclusivity for true generies and
allows brand names to disguise themselves as generies while not having to play by
the rules of the generic industry?

Answer: AsIam no longer in charge of the FDA, and was not there during July of this year, |
would have to refer you to FDA for an answer to this specific question.

21.  Itis my understanding that CMS treats “authorized generics” as generic drugs as
long as the authorized generic label has a different NDC code from the brand label,
even though it is the same product. Can you explain why CMS would provide such
special treatment to “authorized generics?”

Answer: We understand authorized generics to be those drug products manufactured pursuant
to a brand manufacturer's new drug application, which are relabeled and marketed as a "generic
drugs" under a separate national drug code (NDC). The law defines innovator multiple source
drugs as multiple source drugs marketed under an original new drug application approved by the
FDA. Generally, if a drug is approved under an NDA, it is not considered a non-innovator
(generic) drug. For authorized generics, the innovator multiple source (brand name) drug would
continue to be considered a brand name drug even if it were re-packaged with a different NDC
code as an "authorized generic" drug. The National Rebate Agreement also provides that a
covered outpatient drug marketed by a cross-licensed producer or distributor under the approved
NDA should also be included an innovator multiple source drug.
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22. Isn’t it true that CMS’ treatment of “authorized generics” undermines rebates to
the federal government under Medicaid Best Price because brand name
manufacturers don’t have to report the prices of “autherized generics” as part of
the ealculation?

Answer: We understand your concerns. We are concerned that this is a pathway for reducing
rebates for the Medicaid program and we anticipate addressing this issue in early 2005.
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Questions for the Honorable Mark B McClellan, M.D., Ph.D.
Administrator, Centers for Medicare & Medicaid Services
from the Honorable Gordon Smith,

Committee on Finance
regarding the September 14, 2004, hearing entitled
"Titles I and II: Features of the Proposed Regulations"

1. Almost all states have recognized the unique needs of individuals with mental illness
and provided exemptions for mental heaith medications including antipsychotic and
antidepressants when employing cost-saving techniques. When passing the MMA,
Congress worked to ensure that dual eligible beneficiaries, especially those with
mental illnesses would continue to have access to the same level of coverage received
under Medicaid. Please explain how CMS will ensure continuity of care and access
to necessary treatment for these special needs patients.

Answer: CMS will not allow plans to place arbitrary limits on the number of prescriptions that
beneficiaries may fill. The drug benefit is an open-ended entitlement, featuring catastrophic
coverage with no upper limit. If a physician prescribes multiple medications for a beneficiary,
all are eligible for coverage under the terms of the plan. CMS will work to make this clear in the
final rule and in forthcoming sub-regulatory guidance. However, plans will have authority to
combat waste and fraud by placing reasonable limits on the quantity of medicine dispensed or on
the frequency of refills, but they cannot, for example, limit the total number of prescriptions
filled per montH as certain state Medicaid programs do.

All beneficiaries will have access to an appeals process through which they can request coverage
for a non-formulary drug, or moving a drug from a high tier to a lower tier. An enrollee, ora
prescribing physician on behalf of an enrollee, may file an exceptions request. Although neither
are required to submit a physician's certification along with a request for an exception, nothing in
the regulation would prohibit an enrollee, or his or her prescribing physician, from submitting a
supporting physician's certification with the exceptions request. Plans are permitted to require a
prescribing physician to submit a certification supporting the enrollee's exceptions request once a
request has been submitted, and CMS expects that plans will routinely ask for them. Therefore,
it would benefit enrollees to submit a physician's certification with his or her exceptions request,
but they are not required to do so.

CMS wiil review plan formularies to ensure that Part D plans offer a comprehensive benefit that
does not discriminate against beneficiaries with a particular disease or condition. In addition, we
will review plan administrative control requirements and appeals processes to ensure that
vulnerable beneficiaries will have appropriate access to the medications they require.
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2. Dual eligible beneficiaries who de not participate in the enrollment process for the
prescription drug benefit will be automatically enrolled in the Medicare Part D
benefit. However, please explain how CMS will ensure that dual eligible
beneficiaries who are automatically enrolled in a prescription drug plan continue to
receive a benefit that is of the same value they would have received under Medicaid.

Answer: CMS will not allow plans to place arbitrary limits on the number of prescriptions that
beneficiaries may fill. The drug benefit is an open-ended entitlement, featuring catastrophic
coverage with no upper limit. If a physician prescribes multiple medications for a beneficiary,
all are eligible for coverage under the terms of the plan. CMS will work to make this clear in the
final rule and in forthcoming sub-regulatory guidance. However, plans will have authority to
combat waste and fraud by placing reasonable limits on the quantity of medicine dispensed or on
the frequency of refills, but they cannot, for example, limit the total number of prescriptions
filled per month as certain state Medicaid programs do.

All beneficiaries will have access to an appeals process through which they can request coverage
for a non-formulary drug, or moving a drug from a high tier to a lower tier. An enrollee, or a
prescribing physician on behalf of an enrollee, may file an exceptions request. Although neither
are required to submit a physician's certification along with a request for an exception, nothing in
the regulation would prohibit an enrollee, or his or her prescribing physician, from submitting a
supporting physician's certification with the exceptions request. Plans are permitted to require a
prescribing physician to submit a certification supporting the enrollee's exceptions request once a
request has been submitted, and CMS expects that plans will routinely ask for them. Therefore,
it would benefit enrollees to submit a physician's certification with his or her exceptions request,
but they are not required to do so.

CMS will review plan formularies to ensure that Part D plans offer a comprehensive benefit that
does not discriminate against beneficiaries with a particular disease or condition. In addition, we
will review plan administrative control requirements and appeals processes to ensure that
vulnerable beneficiaries will have appropriate access to the medications they require.
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Questions for the Honorable Mark B MeClellan, M.D., Ph.D.
Administrator, Centers for Medicare & Medicaid Services
from the Honorable Olympia Snowe,

Commnittee on Finance
regarding the September 14, 2004, hearing entitled
"Titles ] and II: Features of the Proposed Regulations"

Oral Drug Benefit (Part 641 Demonstration Project)

The Part 641 Demonstration Project was designed to cover up to 50,000 individuals with
funding of $500 million to provide coverage of drugs for cancer and other serious diseases.
To date, approximately 6700 individuals have filed applications to participate, and 3721
are enrolled. While enrollment is allowed after the September 30 deadline, I am concerned
that too many Americans may be unaware of this benefit, and may lack access to essential
drugs which Senator Rockefeller and I, as well as many others, fought so hard to ebtain.

It appears that those individuals who are in contact with the various disease advocacy
groups have been informed, but I don’t recall any mention of the program in the media,
outside of the initial press announcements. )

The efforts to make seniors aware of the drug card and Part D benefits have been laudable.
I note television and radio advertising that urges seniors to be aware of the benefits they
may receive through the discount cards, and soon, through the Part D program: I am
disappointed that many Medicare beneficiaries may not be aware of the existence of a
program that provides such critically important assistance today.

1. What, if any, plans does CMS have to promote the Part 641 benefit, so that many
other Americans, especially those perhaps not as plugged into the advocacy groups,
can be made aware of the assistance they can receive?

Answer: Our goal is to make sure that all beneficiaries who can benefit from this demonstration
projects are aware of it and make the choice to apply. Our initial efforts for this demonstration
started last Spring and were primarily focused on beneficiary advocacy groups, pharmaceutical
companies and physicians who care for patients with the conditions listed in the demonstration
project. All of these groups have put articles in their newsletters, sent out mailings and/or put
links on their websites to get the message out about this project.

Since then, we have conducted various outreach activities at the local level working with CMS
regional offices and SHIPs. We have also worked with key advocacy organizations, disease
groups, health plans and drug store groups to reach out to beneficiaries who use the covered
drugs. Also, some MA plans that offer limited drug benefits have sent targeted letters to eligible
beneficiaries in their plans. We are encouraging PDP plans to do the same sort of outreach.

Information about the demonstration also comes up on CMS Price Compare website when a
beneficiary indicates they are taking one of the demonstration’s covered drugs.
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In addition, we had an article in the September 12" issue of Parade Magazine (Sunday
newspaper supplement). Also this past week, special pharmacy newsletters started printing out
in selected pharmacies (approximately one-third of pharmacies) across the country when
beneficiaries fill a prescription for one of the demonstration’s covered drugs. The newsletter
includes information about the demonstration and how to apply.

Medicare Advantage Subsidy

Part B beneficiaries have just been faced with a 17.5 percent increase in the premiums they
pay. While most of this increase related to a change in provider payments and some
enhancements to Medicare, such as the new enrollee physical, a significant portion
subsidized the Medicare Advantage plans. You cited that approximately 20% of the Part B
premium increase could be attributed to incentive payments made to Medicare Advantage
plans. The Medicare Modernization Act establishes that the MA Regional Plan
Stabilization Fund makes expenditures from both the Part A and Part B Trust Fund. I
have not seen any report of the level of subsidy from the Part A Fund.

2. What is the level of funding which will be drawn from the Part A fund to further
subsidize Medicare Advantage in 2005?

Answer: Payments to Medicare Advantage cover both Part A and B services, thus funds are
drawn down from both the Hospital Insurance (HI) and Supplementary Medical Insurance (SMI)
trust funds. At the most fundamental level, the percentage of funding drawn down from Part A
to subsidize Medicare Advantage in 2005 will be proportional to the number of enrollees in
Medicare Advantage and to the proportion of Part A services utilized. Specifically, since
Medicare Advantage plans are paid on a capitated payment rate basis, the specific payment
amount (i.e., how much from Part A and how much from Part B) is determined through a
complex formula based on the distribution of fee-for-service expenditures for Parts A and B.

3. How will Medicare Advantage incentive funding expenditures be allocated going
forward? In other words, is the $10 billion allocated to Medicare Advantage being
allocated equally over the seven years of 2007 to 2013, or is the annual expenditure
determined in another way?

Answer;: The stabilization fund, used to make additional payments to regional plans to enter or
remain in a region, will be initially funded at $10 billion. In addition to this lump sum, the
stabilization fund will be supplemented by regional MA plan rebate dollars (half of the 25%
rebate CMS receives when MA plans bid below the benchmark). The initial $10 billion has
limited availability in that it is only available for regional plans between 2007-2013. After
which, the stabilization fund will only be funded by rebate dollars.

1t’s important to note that a limit has not been placed on the amount that may be spent in the

initial years of the fund. However, the regulation makes clear that sufficient funds will need to
be available at the beginning of each year so that payments may be made for the entire year and

Page 56 of 60



224

that expenditures may not exceed the amount available in the fund. CMS will take steps to
ensure that sufficient funds are available by computing lower payment amounts or limitations on
enrollment in MA regional plans receiving the payments, for example.

Asset Test

You have said that you want to simplify the asset test and that it will not apply to things
like wedding rings and other family heirlooms. That has undoubtedly provided some level
of comfort to many seniors. However, the exact words in your proposed regulation say
anything that can be "readily" sold for cash within 20 days will be counted, which could
include all sorts of things.

4. Wouldn't the best way to simplify the asset test, aside from eliminating it, be to
provide a finite list of liquid assets, like bank accounts, that will be counted, and
then to exclude anything not on that list?

Answer: Given that the MMA requires an asset test, it isn’t within the Secretary’s discretion to
eliminate it. The statute specifically requires a resource test for the low-income subsidy.
However, we are proposing in our regulation to simplify this test by excluding a number of
assets, including a vehicle, the family home and adjacent property and household contents.
Specifically, resources that will be counted generally include liquid resources that can be readily
converted to cash within 20 days (e.g., checking and savings accounts) and real estate that is not
the applicant's primary residence. The resources of the applicant and the spouse, if any, will be
counted to determine if the applicant meets the resource threshold to be subsidy eligible.

S. The asset test might send the wrong message to individuals. We tell people to save
for retirement, but then if they do we give them less of a drug benefit. As an
economist as well as a physician, I’'m sure you share my concern that we encourage
savings for retirement. Have you examined research on asset tests and their impact
on savings? Is there adequate information on behavior in this area to guide us in
formulating policy?

Answer: We have not looked at the research on the effect of asset tests on people’s willingness
to save for retirement. Because the statute requires an asset test, one that is more generous than
in current law, we did not consider its effects when drafting the proposed regulation.

Mental Health and Disenrollment

The proposal would permit a plan from disenrolling an individual if the individual’s
behavior is disruptive, unruly, abusive, uncooperative or threatening, 423.44(d)(2)(i). The
proposal states that behavior would be disruptive if it jeopardizes the health or safety of
the beneficiary or the health and safety of others, 423.44(d)(2)(i)(A). However, the
proposed regulations do not address cases where a beneficiary’s behavior may be unruly
due to issues of mental capacity.
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6. ‘What about cases where an individual's behavior was "disruptive" due to mental
capacity issues? What is meant by "disruptive' behavior?

Answer: Current regulations generally prevent an individual from being disenrolled from a MA
plan for behavior related to “diminished mental capacity”. However, the unintended impact of
these regulations has been to prohibit plans from disenrolling any individual whose violent and
threatening behavior jeopardized the health and safety of enroliees, staff, and the public. The
proposed regulations would allow CMS to permit disenrollment in those circumstances, while
still requiring that MA organizations make serious efforts to resoive problems related to an
enrollee’s disruptive behavior and require CMS’s review and approval of any disenrollments for
disruptive behavior.

Disruptive behavior includes behavior that jeopardizes the health or safety of the individual or
others or impairs the plan or pharmacy’s ability to furnish services to either the individual or
others; or someone with decision-making capacity that refuses to comply with the material terms
of the enrollment agreement.

Physician Prescribing

The complexities of the drug card program may have taught many of us some lessons that
can be applied to the 2006 implementation of the Part D benefit. While beneficiaries
struggled to compare cards, we may see physicians struggling to perform appropriate
prescribing in 2006. It will be important to know what drugs are covered under the
patient’s drug plan formulary, and to work with the patient to provide both an effective
drug, and one which will be affordable. Thus electronic prescribing which places this
information on-line seems essential. However, presently electronic prescribing is the
exception, and I am concerned that many patients will find that their physician has
prescribed a drug which isn’t covered under their plan formulary.

7. What steps are you taking to ensure that we minimize this problem, and what is
your projection for the availability of appropriate electronic prescribing systems for
our beneficiaries’ physicians?

Answer: The MMA directs HHS to work with industry experts to establish national standards
for electronic prescriptions. That way, doctors, hospitals and pharmacies across the country can
be sure that their computer systems are compatible and will work together seamlessly. Beyond
the basic drug name and dosage, the electronic prescribing standard will enable doctors and
pharmacies to share a wealth of information, including: (1) identifying what other medications
the patient is currently taking so that the doctor and the pharmacist can be on the alert for adverse
drug interactions; and (2) determining whether the prescribed drug is on the formulary of the
patient’s drug plan, or if the plan has tiered co-pays, whether the drug is preferred or non-
preferred. That way, the doctor will know right there in the examining room whether a
therapeutically appropriate switch to a different drug might save the patient some money.
Providing this information directly to doctors is expected to cut down on the need for follow-up
phone calls between pharmacists and doctors once the patient has reached the pharmacy counter.
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The MMA created a special role for the National Committee on Vital and Health Statistics
(NCVHS). NCVHS has begun the process of consulting with representatives of physician and
pharmacist organizations, experts on electronic prescribing, and standard-setting organizations,
among others, and is tasked with recommending electronic prescribing standards to the Secretary
of HHS. Under the timeline established in the MMA, electronic prescribing based upon national
standards is to be mandatory for participating drug plans by 2009, although CMS expects to
mandate a starter set of well-established standards by January 2006.

NCVHS has accelerated its schedule and submitted initial recommendations to the Secretary in
September 2004. CMS intends to follow up on those recommended standards quickly and issue
a notice of proposed rulemaking for those standards that are already in widespread use and do
not require to be pilot tested.

In order to accelerate the next phase of standards adoption, CMS also plans to review programs
already in operation to identify successful practices and standards that can be tested in pilot
programs, characteristics that lead to successful electronic prescribing programs. These will be
tested in the pilot programs required by the MMA, which CMS will conduct in 2006.

The MMA also authorizes the federal government to give grants to doctors to help them buy
computers, software, and training to get ready for electronic prescribing. The grants will cover
up to half of the doctor’s cost of converting to electronic prescribing, and they may be targeted to
rural physicians and those who have a large share of Medicare patients.

Employer Plan Subsidy

Many of us are extremely concerned about the erosion of coverage. While health care
expenditure growth slowed slightly last year, it appears likely this was a result of a poor
economy and declining contributions to coverage by employers, particularly small business.
Efforts to maintain employer coverage are of great concern.

I understand that the plan to test “actuarial equivalence” for purposes of determining
whether an employer plan qualifies for subsidy will not be based on the individuals, but on
an entire group. These analyses must necessarily be complex.

8. Will CMS publish the methodology for the actuarial test?

Answer: We share your concern about the erosion of employer-based coverage, and we are
working to encourage employers to continue offering drug coverage to their retirees. Our
actuaries are consulting extensively with the American Academy of Actuaries, as well as benefit
administrators from many employers to come up with an actuarial equivalence test that will be
workable. We expect to publish final policy on the nature of the test in our final rule and to
provide extensive technical guidance to aid plan actuaries in making their attestations.

9. How can we promote transparency in the subsidy process, so that retirees may have
confidence that employers are not receiving windfalls?
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Answer: We are committed to designing an actuarial equivalence test that encourages
employers to continue offering prescription drug coverage to retirees while precluding windfails,
and we are confident that we have options in the proposed rule that will accomplish that. As for
transparency in the subsidy process, what we have proposed is requiring that employers®
actuarial equivalence determine be conducted and signed by a qualified actuary, one who is a
member of the American Academy of Actuaries. This organizational affiliation will ensure that
the actuary has sufficient qualifications to make these determinations, and that the member
adheres to a code of conduct for actuarial work. In addition, CMS will have the ability to audit
both the attestation and the eventual drug claims data that the subsidy payments will be based on
in order to combat fraud and abuse.

10. Has CMS committed to use of a “two pronged”, rather than a “single pronged”
test?

Answer: We share your concern about preventing windfalls, and the two pronged test is most
consistent with that goal. In the proposed rule, we outlined multiple approaches to structuring
the two pronged test, and we look forward to getting comments and feedback from plan and
employer groups on which test is most workable and appropriate. We will publish a final
decision on our actuarial equivalence policy in our final rule.
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Introduction

Good morning Chairman Grassley, Ranking Member Senator Baucus, and Members of the
Committee. I am Mark Merritt, President and Chief Executive Officer of the Pharmaceutical
Care Management Association (PCMA). [ am pleased to be here today to discuss the proposed

rules for implementation of the new Medicare prescription drug benefit.

As background, PCMA is the national association representing America’s pharmacy benefit
managers (PBMs). PCMA represents both independent, stand-alone PBMs and health plans’
PBM subsidiaries. With as many 60 PBMs operating nationally and regionally under a variety of
business models,’ PBMs offer public and private purchasers a wide variety of choices to meet the
needs of their plan members. Together, PCMA member companies administer prescription drug
plans that provide access to safe, effective, and affordable prescription drugs for more than 200
million Americans in private and public health care programs, including an estimated 65 percent
of Medicare beneficiaries who have prescription drug benefits through employer and union-
spousored retiree health plans.2 Because of the variations among PBMs, it is important that the
rules governing Medicare prescription drug plans remain as flexible as possible to encourage the
maximum amount of participation of PBMs and offer the widest range of choices to

beneficiaries.

Protecting PBMs’ Proven Tools & Technigues

PCMA believes strongly that preserving and protecting the cost containment and quality
improvement features of the Medicare Modernization Act should be job one as the
Administration receives input into the new rules governing the new drug benefit. Ensuring that
PBMs are able to participate effectively in Medicare will mean more cost savings for the
program and, therefore, more resources available to assure beneficiaries — including those

individuals managing complex conditions — access to the prescription drugs they need.

! Federal Trade Commission & Department of Justice, “Improving Health Care: A Dose of Competition,”

Chapter 7, page 14, July 2004.
: Centers for Medicare & Medicaid Services, “Study of Pharmaceutical Benefit Management,”Conducted by
PricewaterhouseCoopers, June 2001.
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In the commercial marketplace, PBMs have relied upon a broad range of tools and techniques to
expand access, promote quality, improve outcomes, and drive down the cost of prescription
drugs. PBMs typically offer purchasers a set of core services from which they can choose that
include claims administration; clinically-based services; pharmacy network management;
negotiation and administration of product discounts; and mail-service pharmacy. In addition,
tools such as drug utilization review, clinical prior authorization, consumer and physician
education, disease management, and consumer compliance programs help improve the cost-

effectiveness of drug benefits.

PBM Cost Savings

According to a new analysis conducted by PricewaterhouseCoopers, PBMs drive down the cost
of prescription drugs for their clients on average by 25 percent — or the cost clients would
otherwise incur if they chose not to contract with a PBM. Depending upon the level of pharmacy
benefit management sought by an employer, health plan, Taft-Hartley union plan, or state and

federal government, the savings can range from 15 percent to as much as 40 percent.’

Medicare beneficiaries enrolled in private plans are seeing real savings from PBMs. In 2005
alone, PricewaterhouseCoopers estimates that PBMs will save $937 for each Medicare
beneficiary with prescription drug coverage provided through private plans, including Medicare
Advantage health plans and employer-sponsored retiree coverage. Other data from the

Government Accounting Office and Congressional Budget Office have yielded similar findings.*

Clearly, when empowered to do so, PBMs are effective at driving down the cost of prescription
drugs and improving quality for beneficiaries. PBMs offer private and public purchasers
distinct clinical and cost-containment features. Together, these services help purchasers make

decisions about the prescription drug plans they offer to their enrollees. As the Administration

: Commissioned by PCMA and conducted by PricewaterhouseCoopers, “The Value of Pharmacy Benefit

Management and the National Cost Impact of Proposed PBM Legistation,” July 2004. Available at
www.pecmanet.org

4 Government Accounting Office,”Federal Employees Health Benefits: Effects of Using Pharmacy Benefit
Managers on Health Plans, Enrollees, & Pharmacies,” January 2003. Congressional Budget Office, “Issues in
Designing a Prescription Drug Benefit for Medicare.” October 2002.
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works collaboratively with stakeholders to structure a workable benefit, it is important to
preserve PBMs’ proven tools and techniques that provide value to beneficiaries and the Medicare

program itself.

Formularies

Formularies are one of the most important tools available for effectively managing prescription
drug benefits and assuring that beneficiaries have access to safe, effective, and appropriate drugs

while also controlling costs.

PCMA, as with the other stakeholders, has been monitoring the process of the US Pharmacopeia
(USP) in developing the model formulary categories and classes. While we believe that the
model formulary structure proposed by the USP is somewhat overly detailed, it can serve as a
starting point for formulary development. PCMA believes it is not necessary, however, to
expand further the number of categories and classes recommended. For example, formularies in
the commercial marketplace with 80 to 90 categories of drugs can provide coverage for 500 or

more different drugs.

PCMA believes the Medicare Modemization Act strikes the right balance between assuring
appropriate beneficiary access to medicines, while allowing plan sponsors enough flexibility to
administer the program and manage its costs. PCMA believes strongly that the best way to
assure beneficiary access to medicines is to manage the costs of the benefit, both for the
government and for the beneficiaries, many of whom will still face considerable out-of-pocket
costs for premiums and cost-sharing. If premiums cannot be kept affordable, many seniors will
not participate in the program or will drop out as premium costs rise. If out-of-pocket costs are

too high, beneficiaries may be forced to go without needed medications.
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Pharmacy & Therapeutics Committees

In developing clinically-sound formularies, PBMs rely upon panels of experts, called Pharmacy
and Therapeutics (P&T) committees, to make formulary recommendations and develop lists of
preferred drugs. P&T committees are largely independent providers and include a variety of
specialist physicians, pharmacists, and others with specific clinical knowledge of drugs and
pharmacotherapy. These committees serve in an evaluative, educational, and advisory capacity
in matters concerning formulary development and management. Primarily, this capacity is
served in evaluating drugs for safety and efficacy. Development and maintenance of formularies
is an ongoing activity, as they must be continually updated to keep pace with new therapies,

recent evidence from clinical research, changes in medical practice, and FDA guidance.

PCMA has concerns regarding the implication in the proposed rule that CMS is considering
investing P&T committees with broad authority — beyond their areas of expertise — over
administration of the entire drug benefit offered by a prescription drug plan. P&T committee
expertise lies in the evaluation of clinical safety and efficacy and typically does not have the
financial and administrative management expertise necessary to develop and manage drug
benefits. Considering most P&T committees are independent from the PBM or drug plan, it
would not be appropriate for them to be given authority for making decisions that affect a plan
sponsor when they have no accountability for those decisions. For these reasons, it is vital that
P&T committees fulfill the role envisioned in the Medicare Modernization Act to provide
clinical recommendations in developing the formulary. Policymakers should proceed with great
caution before investing these clinical experts with the authority to manage and administer an

entire drug benefit plan.

E-prescribing

PCMA commends the Administration and Members of Congress from both sides of the aisle for
the assertive stance they have adopted on the development of electronic prescribing, or e-
prescribing. Republicans and Democrats alike have recognized that e-prescribing holds the
promise of reducing drug-related medical errors and improving safety through the application

of enhanced technology.
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As CMS works to implement e-prescribing standards into the Medicare program — initial
standards are due just one year from now, with a pilot program to commence in 2006 - it is
critical to recognize that PBMs are at the forefront of implementing e-prescribing programs in
the commercial marketplace. Standard PBM e-prescribing features, including information
related to patient medication history, formulary information, and claims payment, are the very
attributes that Congress intended to inject into Medicare e-prescribing programs with the
Medicare Modernization Act. PCMA commends the expedient and diligent work of the
National Committee on Vital Health Statistics (NCVHS) and believe the Committee’s initial
recommendations to the Secretary appropriately look to existing e-prescribing frameworks to

ensure seamless standard implementation.

PCMA will continue to work with the Administration and Congress on a bipartisan basis to
expedite the development of e-prescribing standards and the eventual implementation of a
uniform system. In particular, PCMA will be working for e-prescribing standards that ensure
physicians have the right mformation - including both clinical data and formulary information —
and can work with patients to choose the drug that best meets a patient’s overall needs. In
addition, PCMA will be working to maintain the mail-service pharmacy option, a proven avenue
to lower prescription drug costs for consumers and payers. And lastly, PCMA will be working

collaboratively to ensure increased physician adoption of e-prescribing technology.

Mail-Service Pharmacy Option

PCMA is pleased that the Medicare Modernization Act recognizes the importance of providing
seniors and disabled beneficiaries with access to the mail-service pharmacy option. Mail-service
pharmacy allows for convenient access to prescription drugs at much more cost-effective prices.
Without an effective mail-service pharmacy option, consumers’ prescription drug costs would
undoubtedly rise. According to PricewaterhouseCoopers, undermining the mail-service

pharmacy option would increase prescription drug costs throughout the entire system by $97
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billion between 2005 and 2014.° Similarly, a recent analysis by Milliman USA of a Michigan
proposal to undermine the mail-service pharmacy option found it would raise the cost of

prescription drugs in Michigan by 10 percent.®

Consumers are highly satisfied with mail-service pharmacies, according to a survey of nearly
14,000 mail-service pharmacy users nationwide. From the professionalism in customer service
to outstanding accuracy in the drugs received by consumers, mail-service pharmacies receive

high satisfaction marks of 95 percent or more.”

Confidentiality of Contracting and Drug Price Negotiation Information

While public disclosure of drug prices for consumer shopping is important, it is imperative that
such disclosure not undermine competition by including confidential contracting and drug price
negotiation information. Maintaining confidentiality in contracting and drug price negotiation is
essential to preserving PBMs’ ability to negotiate discounts for consumers and purchasers.
Public disclosure of contract terms between PBMs, drug manufacturers, and retailers would
dramatically alter the competitive landscape by giving competitors access to proprietary price

negotiation strategies.

Policymakers have struck the right balance in the Medicare drug discount card program in
assuring beneficiaries access to the right kind of information. In the drug card program,
beneficiaries have had access to useful information that helps them compare drug prices at
competing pharmacies. In addition, PBMs have provided CMS with numerous data related to
drug pricing, rebates, and discounts. Importantly, CMS has protected the integrity of this
information by embracing strict rules guaranteeing that such information remains confidential.
Nonetheless, is critical that private and public purchasers alike keep contracting and drug price
negotiation information confidential to prevent a loss of control over the use of the information.

Without adequate confidentiality protections on the use of contracting and drug pricing

s PricewaterhouseCoopers, “The Value of Pharmacy Benefit Management and the National Cost Impact of

Proposed PBM Legislation,” July 2004

¢ Milliman USA, “Potential Cost Impact of Michigan House Bills 4987, 5437 & 5438 on Purchasers of
Prescription Drug Benefits,” March 19, 2004,

? PCMA Patient Satisfaction Survey of Prescription Drug Benefit Programs, 2002,
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information, competitors could obtain detailed drug pricing information and, ultimately, use it to

set prices.

Numerous analyses have indicated cost increases associated with public disclosure of drug price
negotiation information. During last year’s Medicare debate, the Congressional Budget Office
estimated that public disclosure of drug price negotiation information would increase the cost of
the Medicare drug benefit by $40 billion over ten years and increase Medicare beneficiaries’ part
D premiums by more than five percent in 2006 alone. § PricewaterhouseCoopers has estimated
that public disclosure of drug price negotiation information could increase prescription drug
costs by 7 percent.”  And the Federal Trade Commission’s Office of Policy Planning has
concluded that mandated disclosure of information “is more likely to undermine competition

than promote it.”"°

Assure Appropriate Program Oversight & Beneficiary Protections, Not Micromanagement

PCMA believes the success of the new drug benefit will depend in no small measure on the
active participation of PBMs. PCMA members have the knowledge, experience, and
infrastructure that is essential for administering this new benefit. Given this record and the
extremely short time frame for implementation of the new program, it is critical that the
regulations not impose considerable new burdens or require significant changes in the way
PBMs currently conduct their business in the commercial marketplace. Experience to date with
the Medicare drug discount card program demonstrates the positive effect that competition can
have on reducing drug prices. We expect to build on this experience in helping to administer the

part D benefit.

s Congressional Budget Office, “Cost Estimate of HR 1, Medicare Preseription Drug and Modernization Act,
and S 1, Prescription Drug and Medicare Improvement Act of 2003,” Page 15. July 22, 2003.
PricewaterhouseCoopers, “The Value of Pharmacy Benefit Management and the National Cost Impact of
Proposed PBM Legislation,” July 2004.
Federal Trade Commission’s Office of Policy Planning, Bureau of Competition, and Bureau of Economics,
Letter to California Assembly Member Greg Aghazarian, September 3, 2004,
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One year from now, CMS will begin signing contracts with plan sponsors and preparing for the
November 2005 beneficiary enrollment campaign — an ambitious schedule. Over the next year,
organizations interested in sponsoring and/or partnering with other organizations to offer
Medicare drug plans will need to prepare business plans, engage subcontractors, design benefit
packages, develop formularies, negotiate prices with drug manufacturers, establish pharmacy
networks that meet access standards, prepare marketing materials, prepare their bids, and update
their electronic processing systems. While PCMA members are already engaged in this planning
effort, until the final regulations are known, it is difficult to finalize plans. While PBMs can
make some changes to formularies, pharmacy networks, and other aspects of benefits
administration to meet Medicare program requirements, given the timeframes, it would be
difficult to develop programs in the Medicare drug benefit that look and operate significantly

different from the rest of PBMs’ operations in the commercial marketplace.

Creating a Competitive Marketplace in Medicare

A key intent of the Medicare Modernization Act is to expand the choices and benefits available
to beneficiaries. PBMs will help expand health plan options and benefits available to Medicare
beneficiaries as likely partners with Medicare Advantage plans and possibly as stand-alone
prescription drug plans. PCMA is encouraged by recent public comments from CMS
Administrator McClellan that plans offering Medicare drug benefits would have access to cost-
control tools such as formularies and tiered-payment structures. PCMA believes strongly that
the preservation of these tools and other important PBM techniques, including the mail-service

pharmacy option, will encourage maximum plan participation in the new drug benefit.

PCMA is also encouraged by recent comments from the CMS Administrator indicating that
CMS is working to make insurance risk in the stand-alone benefit more predictable by providing
re-insurance for catastrophic coverage; offering flexibility around risk corridors; making rules
clear; and providing potential bidders with the best possible data so that they can make
competitive bids. When combined with the availability of cost-control tools, predictable and

limited-risk options will further encourage plans to offer benefits on a competitive basis.
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Conclusion

PCMA and its member companies stand committed to do all we can to ensure the Medicare
Modemnization Act makes good on its promise to deliver more affordable prescription drugs to
our nation’s elderly and disabled. Over the next 18 months and beyond, we look forward to
working with you, Mr. Chairman, the other Members of the Committee, your congressional
colleagues, the Administration, seniors, and others to make the Medicare prescription drug
benefit work as Congress intended and to build on the very best the private sector has to offer

seniors and the disabled.

Mr. Chairman and members of the Committee, thank you for the opportunity to testify. 1am

happy to answer any questions you may have.

10
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Questions from Senator Grassley

PBM Operations

The Committee is presently examining pharmaceutical benefit managers (PBMs) and
how PBMs negotiate discounts and rebates with drug manufacturers. The Committee
seeks to fully understand current drug pricing practices associated with PBMs. Greater
transparency is necessary with regard to how PBMs negotiate with drug manufacturers,
the kinds and levels of discounts PBMs receive, what PBMs provide to drug
manufacturers in exchange for these discounts, and what PBMs provide to insurers and
health plans. America’s taxpayers deserve to know how they are affected by the
concessions, rebates, and/or discounts PBMs receive from drug manufacturers. As
Chairman of the Committee, I request responses to the following questions (if responses
vary by drug manufacturer or by insurer or health plan, please be specific about the
factors that affect differences):

As an association representing a number of competing PBMs, antitrust concerns
prohibit the association from having access to competitive information involving
our member’s business practices. Therefore, we cannot fully answer portions of
the questions below.

1. What services do PBMs provide to drug manufacturers? How are fees for these
services determined?

(See initial statement relating to competitive information)

PBMs are the only organizations in the prescription drug supply chain dedicated
to lowering the price of prescription drugs. This is done through negotiations
with manufacturers to obtain price concessions on prescription drugs for their
clients. Besides this primary activity any other activity with manufacturers varies
by PBM and the individual PBMs would be in a better position to provide more
information.

2. What services do PBMs provide to insurers and health plans? How are fees for
these services determined?

(See initial statement relating to competitive information)

PBMs offer a wide range of services to insurers, health plans, and self insured
employers including providing access to a pharmacy network, access to specialty
pharmacy services, organizing a formulary based on the plans choices, negotiating
discounted prices for those drugs from manufacturers, paying claims for
pharmacy benefits, offering mail order access, disease management services, drug
utilization review and others. Customers choose among the services PBMs offer

Page 2 of 8
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and select the benefit structure, including cost sharing structure, and all aspects of
the formulary and formulary management.

As is the case with any market where there is competition for business, fees for
services are determined based on the competitive market place and the effects of
market forces. Plans have numerous choices and options in how they choose to
have their pharmacy benefits managed. A recent DOJ/FTC report has found that
the PBM industry has vigorous competition, which stimulates lower prices for
beneficiaries and plans.

3. How do PBMs negotiate price concessions, discounts and/or rebates with drug
manufacturers? What factors are considered in establishing the size of the price
concessions, discounts and/or rebates with drug manufacturers?

(See initial statement relating to competitive information)

At the discretion and authority of the plan sponsor, PBMs have the ability to
leverage formulary placement of a drug to drive price concessions. For example,
a drug that is one of a number of drugs within its therapeutic class would compete
with the other drugs based on its safety, effectiveness and cost relative to the other
competing products that are similarly indicated. The plan sponsor has ultimate
authority to cover a drug and where that drug will be on the formulary. In
addition, like many other companies in this country PBMs can obtain discounted
pricing based on volume.

4. How do PBMs determine the share of the price concessions, discounts and/or
rebates that is passed on to insurers or health plans?

(See initial statement relating to competitive information)

This is determined within the private contractual relationship that exists between
the PBM and the customer insurers and plans. They may have arrangements that
require full pass through of all concessions to insurers or they may choose to only
keep a portion of the concessions. Since there are many different services PBMs
offer to plans, plans may choose to emphasize one service over another and reflect
this in the contract.

Plans and insurers are very sophisticated purchasers and carefully consider the
options they possess to provide pharmacy benefits to their enrollees. A plan can
put out a competitive request for proposals based upon their set criteria and
choose among a very competitive PBM industry to determine who is right for the
job, or some plans have set up their own PBM affiliate to run their pharmacy
benefit.

! “Improving Health Care: A Dose of Competition” A Report from the Department of Justice, Federal
Trade Commission. July 2004,
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5. How many PBMs own a mail order pharmacy? How do PBMs determine who has
access to the mail order pharmacy? How do PBMs determine drug prices for the
mail order pharmacy?

(See initial statement relating to competitive information)

Most major PBMs own and operate mail-service pharmacies—a vital tool in
making prescription drugs safer and more affordable for consumers. According to
a 2003 study by the Government Accountability Office (1), PBM-owned mail-
service pharmacies serving enrollees in the FEHBP program, had average
prescription prices 27% below the average cash price of retail pharmacies for
brands medications and 53% below the average retail cash price for generic
medications. These discounted prices are available due to the tremendous
efficiencies built into mail-service pharmacies sophisticated use of pharmacy
experts and technology to achieve tremendous economies of scale and high
degrees of accuracy. As with all aspects of the PBM business, vigorous
marketplace competition drives PBMs to offer maximum value to their clients in
order to retain and build business.

6. How many PBMs manage any drug discount cards? How do PBMs determine
who has access to the drug discount cards? How do PBMs determine what
discounts are available with the cards?

(See initial statement relating to competitive information)

Many if not all of PCMA member companies have a commercial drug discount
card or offer a Medicare drug discount card. Most PBM commercial cards are
available to all adults.” The Medicare drug card provides access to Medicare
beneficiaries who do not have employer sponsored coverage or Medicaid.

(See answer to #3) Formulary placement is not as effective in a drug card since
drug cards typically provide a discount on most outpatient drugs. There can be
volume discounts and discounts taken off the usual and customary price that a
pharmacy may charge a cash paying individual. This price can vary by pharmacy
and locale since the pharmacy sets its own usual and customary price.

7. How do PBMs determine what drugs are selected for inclusion in formularies,
preferred lists, or other incentive programs? Are these incentives known by the
insurers and health plans with whom PBMs contract?

(See initial statement relating to competitive information)

Inclusion of drugs for inclusion on a formulary is at the discretion of the plan
sponsor. PBMs can adjust the formulary based on their customer needs and price

2 See GAO Report 03-912. “Prescription Drug Discount Cards- Savings Depend on Pharmacy and Type of
Card.” Sept. 2003.
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that product accordingly. PBMs have contractual relationships that they negotiate
with their customers. All activities that PBMs undertake on behalf of their
customers follow this contract, which is willingly engaged in by both the plan
sponsor and the PBM.

Plans and insurers are very sophisticated purchasers and carefully consider the
options they possess to provide pharmacy benefits to their enrollees. A plan can
put out a competitive request for proposals based upon their set criteria and
choose among a very competitive PBM industry to determine who is right for the
Jjob, or some plans have set up their own PBM affiliate to run their pharmacy
benefit.

How does PBMs’ use of generic drugs in retail and mail order pharmacies
compare with industry standards? What incentives do PBMs provide for using
generic instead of brand name drugs?

(See initial statement relating to competitive information)

Encouraging the clinically appropriate use of generic drugs is a primary cost-
saving tool of PBMs. PBM clients typically select benefit design options that
encourage their enrollees to use generics. For example, some plans make generics
available at lower copayment/coinsurance amounts than their brand name
counterparts. According to a 2004 study by Harvard University economists
recently published in Health Affairs (2), patterns of generic drug dispensing and
substitution are comparable at mail-service and retail pharmacies, once
differences in the types-of drugs consumers seek at these two types of pharmacies
is taken into account. In the retail pharmacy setting, consumers typically seek
prescriptions for acute conditions, whereas mail-service pharmacies are more
likely to dispense prescriptions treating chronic conditions. The Harvard
economists assert that this “therapeutic mix” adjustment is essential to allowing
direct comparisons between PBM mail-service pharmacies and retail pharmacies.
The analysis examined 670 million prescription drug claims processed by five
large PBMs during the first six months of 2003. The analysis compared generic
drug dispensing and substitution patterns at PBM-owned mail-service pharmacies
versus retail pharmacies. Among the key findings from the Harvard Business
School analysis is that the generic substitution rate for retail pharmacies and PBM
mail-service pharmacies is essentially the same. For retail pharmacies, the
generic substitution rate is 92 percent. For mail-service pharmacies, the generic
substitution rate is 93 percent. Generic substitution rate refers to how often a
generic is dispensed by a pharmacy when a generic alternative to the brand is
available. The authors suggest that mail-service pharmacies may have more
success in substituting generics for brands due to the generally longer time mail-
service pharmacies have to fill a prescription. The Harvard study also finds that
the generic dispensing rate for retail pharmacies and PBM mail-service
pharmacies is essentially the same. For retail pharmacies, the generic dispensing

Page Sof 8
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rate is 40 percent. For PBM mail-service pharmacies, the generic dispensing rate
is 39 percent.

9. How effective do you think PBMs will be in negotiating discounts on behalf of
Medicare beneficiaries under the new Medicare drug benefit?

PBMs have a proven track record of saving money for their customers. In fact
many of these existing customers include seniors. A CMS study estimated 65
percent of Medicare beneficiaries who have prescription drug benefits through
employer and union-sponsored retiree health plans use 2 PBM.> The value PBMs
provide has been substantiated by numerous studies including—

s According to a recent PricewaterhouseCoopers study, PBMs drive down
the cost of prescription drugs for their clients on average by 25 percent —
or the cost clients would otherwise incur if they chose not to contract with
a PBM. Depending upon the level of pharmacy benefit management
sought by an employer, health plan, Taft-Hartley union plan, or state and
federal government, the savings can range from 15 percent to as much as
40 percent.

o The Congressional Budget Office found that given appropriate cost
containment tools, PBMs could save Medicare beneficiaries up to 30
percent. ¢

If the tools of the industry are allowed to function for the Medicare population as
they currently function for other payers, measuring the impact should not be
difficult. While manufacturers set the prices of prescription drugs—not PBMs—
the tools used by PBMs reduce these costs for beneficiaries.

10. How can Congress measure the impact or value of these negotiations for the
Medicare program and for Medicare beneficiaries?
PBMs are achieving savings in the Medicare drug discount card program of 17-
35 percent of the retail price, as well as the documented savings measured in the

past by a number of different entities including the CBO, GAO and CMS.

With flexibility provided for PBM tools to work for the Medicare population, I
am confident the savings will be achievable and measurable.

Questions from Senator Baucus

* Centers for Medicare & Medicaid Services, “Study of Pharmaceutical Benefit Management,” Conducted
by PricewaterhouseCoopers, June 2001

4 “Issues in Designing a Prescription Drug Benefit for Medicare.” Congressional Budget Office. October
2002.
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Mr. Merritt, at the hearing I asked you to outline what additional information is
needed before PBMs would be willing to commit to participating in the new drug
benefit, either as a stand-alone at-risk plan or a fallback plan. Since we were at
the end of our time, 1 felt that you did not have an adequate opportunity to answer
this question. Could you please do so in writing?

PCMA believes that there will be widespread participation by PBMs in the Part D
program. Since I am representing a trade association, we do not have access to
competitive information such as our individual member’s business plans and do
not know in what manner they plan to participate.

It is important to note that there are many other factors that go into the decision of
becoming a stand alone plan besides taking risk. Primarily, the tools of the
industry have to be protected, such as formulary development activity, DUR, etc.
Also, many PBMs do not have brand recognition or label directly with the public,
requiring an enormous investment in marketing. Combined with a short
timeframe to submit bids to CMS, there are a lot of challenges beyond risk that
need to be dealt with.

We do know PBMs are looking closely at stand alone plans and have provided
comments and input to CMS, It is important to realize that the PBM industry is
not accustomed to taking risk but are weighing their options and are very
interested in seeing the final rule.

Mr. Merritt, the 2003 Medicare bill sought to balance the tension to between
providing access to medically-necessary drugs and appropriate cost containment.
In your respective opinions, do the Title I regulations appropriately strike this
balance?

PCMA has provided comments to CMS on the proposed rules that emphasize the
need for the final rule to achieve this balance. The only way this balance can be
accomplished is by preserving the flexibility of PBM tools to allow the PBM
industry to work for Medicare beneficiaries in the same manner it has successfully
worked for private and public sector plans. It is critical CMS carefully consider
this balance in finalizing the proposed rule to ensure a successful Part D program.

Questions from Senator Hatch

Background

There are more than one million dual eligible beneficiaries as well as additional elderly
beneficiaries with mental illnesses who require psychotropic medications. The scope and
impact of severe and persistent mental disorders and the cost of treatment is indisputable.
The U.S. Department of Health and Human Services in 2003 recognized that four of the
top ten leading causes of disability in the United States were indeed psychiatric in origin.

Page 7of 8
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It is clear that the Medicare conferees who drafted the MMA were concerned about
ensuring that all Medicare beneficiaries with special needs have access to their
medications under Part D. The language in the final conference report is unequivocal.
"t is the intent of the conferees that Medicare beneficiaries have access to prescription
drugs for the treatment of mental illness and neurological diseases resulting in severe
epileptic episodes under the new provisions of Part D. To fulfill this purpose the
Administrator of the Center for Medicare Choices [sic] shall take the appropriate steps
before the first open enrollment period to ensure that Medicare beneficiaries have
clinically appropriate access to pharmaceutical treatments for mental iliness, including
but not limited to schizophrenia, bipolar disorder, depression, anxiety disorder, dementia,
and attention deficit disorder/attention deficit hyperactivity disorder and neurological
illnesses resulting in epileptic episodes. (Emphasis added) (Sec. 923 of the Joint
Explanatory Statement of the Medicare Conferees, Nov. 21, 2003, p. 321).

The Report of the President's New Freedom Commission on Mental Health cites the
critical importance of Medicare and Medicaid Reform to improving the quality and
accessibility of mental health service delivery through support of evidence-based
treatments. On August 20, 2004, CMS itself published a paper entitled "Psychotropic
Medications: Addressing Costs without Restricting Access.” The paper stressed that
despite the current economic conditions and pressures on states, states have effectively
implemented alternative cost management techniques related psychotropic medications
without restricting access to specific medications. The paper cites several examples of
states as models, including Missouri, Texas and Pennsylvania that have reduced the
amount spent on psychotropic medications while not limiting access.

Question for Pharmaceutical Care Management Association

L CMS requested comments regarding any special treatment, for example, offering
certain classes of enrollees an alternative formulary that accounts for their unique
medical needs as well as suggestions regarding the particular special populations
for whom CMS may want to make allowances. If there is a alternative flexible
formulary available for special needs populations, has PCMA thought about
payment alternatives or other incentives to encourage Prescription Drug Plans
(PDPs) to offer the an alternative formulary for these populations?

PBM:s recognize the importance of special populations receiving the medications
they need. Currently in the commercial market, mental health drugs are widely
covered due to the unique needs of the population and variable effects these
treatments can have on an individual by individual basis. They are often excluded
from any step therapy requirements as well to ensure the needs are met.

Page 8 of 8
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Senate Finance Committee Hearing on Medicare Regulations
Senator John D. Rockefeller IV
Statement for the Record
September 14, 2004

Mr. Chairman, thank you for holding this hearing on implementation of the Medicare
Prescription Drug, Improvement, and Modernization Act of 2003. I really wanted to attend this
hearing, but, because the Intelligence Committee is considering the nomination of Porter Goss all
day today, I will not be able to join you. Ido want to convey, however, how important [ think it
is that this Committee maintain a keen focus on implementation of this new law; not just today
prior to the publication of final regulations, but throughout the process.

This new law will impact nearly 40 million seniors and disabled Americans, and, in my
opinion, many of them stand to lose more than they will gain. Our Committee must be poised to
recognize problems early, and to move forward with legislation to fix those problems without
delay. We cannot allow partisan politics or turf battles to deter us from our mission of making
public policy decisions that benefit seniors, one of the most vulnerable segments of our
population.

What I have already seen of implementation has only deepened my opposition to the
Medicare law. Both the drug discount card program and the oral anti-cancer demonstration
project have been disappointing, particularly in my home state of West Virginia. With the
prescription drug discount cards, this Administration put pharmaceutical companies ahead of
seniors. We have 41 different Medicare-approved drug discount cards in West Virginia. Many
of my colleagues will argue that we have so many cards so that seniors have choices. But this
isn’t about senior choice; it’s about lining the pockets of pharmaceutical companies with even
greater profits.

How is a senjor supposed to choose from 41 different cards, especially when the
companies offering the discount cards can change their drug prices weekly or stop offering
discounts on particular drugs altogether? The seniors in my state are frustrated and confused
with the drug discount card program. If this program was really about senior choice, drug
companies wouldn’t be allowed to flip-flop on drug prices and discounts weekly while seniors
are locked into one Medicare-approved discount card for a whole year. If we were serious about
giving seniors choices and truly lowering the cost of prescription drugs would allow Medicare to
negotiate directly with drug companies and allow seniors to reimport prescription drugs from
Canada.

On Saturday, September 11, the New York Times reported that less than 4,000 Medicare
participants are enrolled in and fewer than 7,000 have submitted applications for the Medicare
Section 641 demonstration project. As a primary author of the legislation upon which this
demonstration is based, I am extremely dismayed over these enrollment figures. West Virginia
has the 4™ highest cancer death rate in the nation, yet my constituents remain largely unaware of
this demonstration.
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CMS has not done an effective job of outreach. When considering this Administration’s
earlier outreach efforts to announce the new Medicare law and the drug discount card program, it
is difficult to understand why similar outreach efforts have not been undertaken to announce this
demonstration project. Earlier this year, the Department of Health and Human Services sent a
flyer to all Medicare beneficiaries with information about provisions in the Medicare law, even
though the law will not go into effect until 2006. According to the Government Printing Office,
this flyer cost taxpayers $10 million — $3.2 million in printing costs and $6.8 million in mailing
costs. HHS spent an additional $9.5 million on television ads announcing the new law, again
despite the fact that the law will not go into effect until 2006. The oral anti-cancer demonstration
project, which could mean access to life-saving treatments for so many seniors, should receive
the same level of attention.

Unfortunately, the regulations published by CMS on July 26, 2004, have done little to
mitigate my opposition to this new law. In fact, given my experience with the first two programs
to be implemented under the so-called Medicare Modernization Act, I am extremely worried
about implementation of Part D in 2006. Instead of taking decisive action on the proposed rules,
CMS has been extraordinarily vague and has punted making a decision on several important
issues.

One issue that I have been particularly concerned about is retiree coverage. Employer-
sponsored retiree coverage represents deferred compensation for retirees, a thank you for years
of hard work and service. Yet, the Congressional Budget Office estimates that as many as 2.7
million retirees will lose their employer-sponsored prescription drug coverage as a result of the
new Medicare law. Recent press reports indicate that the number of retirees losing coverage may
be even higher. CMS should have used the regulatory process to implement a clear standard that
protects retirees. Instead, CMS has taken an “options” approach to the regulatory process. This
type of approach is unfair to the millions of retirees who have worked hard for the benefits they
now enjoy. These benefits are not optional to them and we should not take an arbitrary approach
toward protecting these benefits.

In closing, Mr. Chairman, I would like to mention one final issue — the recently
announced Medicare Part B premium increase. Never in the history of the Medicare program
has the annual dollar increase in premiums been this great. The Administration announced this
enormous increase at a time when many West Virginia seniors are struggling to balance
skyrocketing prescription drug costs with their transportation, food, and home utility needs.

Twenty-percent of next year’s $11.60 premium increase will go directly to HMOs.
Medicare HMOs don’t come to West Virginia and West Virginia seniors should not bear the
burden of paying for them. Our seniors deserve better. That’s why I have introduced legislation
to limit the 2005 Medicare premium increase to an amount equal to the Social Security cost of
living adjustment (COLA) for next year, which is expected to be around 3% when it is released
in mid-October. I hope my colleagues will join me in supporting this important legislation.

I thank the Chairman.
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Statement of Gerald M. Shea, Assistant to the President for Government Affairs
American Federation of Labor and Congress of Industrial Organizations
Before the Senate Finance Committee
September 14, 2004

Thank you for the opportunity to offer our perspective on the proposed rules
implementing the Medicare Prescription Drug Benefit. On behalf of the AFL-CIO’s 13
million active members and more than 3 million retirees, I will focus my comments today
on the regulations implementing the employer subsidy.

The changes in Medicare enacted last year will have enormous and far-reaching effects
on the medical and prescription drug benefits provided to our nation’s elderly and
disabled. Roughly one in four Medicare beneficiaries currently receives prescription
drug coverage from their former employer — representing the single largest source of such
coverage for Medicare beneficiaries.

In enacting the employer options and subsidy, Congress sought to encourage employers
to retain prescription drug benefits for their retirees. The preservation of employer-
sponsored prescription drug benefits is clearly in the best interests of retirees and
consistent with the fact that these benefits represent deferred wages over a lifetime of
work. But it is also in the best interest of the Medicare program; sharing with employers
the cost of prescription drug coverage for millions of beneficiaries better serves
Medicare’s financial health.

The provisions outlining employer options for continuing to provide prescription drug
coverage are complex and represent mostly unchartered territory. While the statute was
prescriptive in certain respects, it also left to the Administration broad authority to
implement many of the provisions, particularly with regard to the employer subsidy.
While the proposed rules published last month fail to provide clear guidance (and on
some issues, no guidance at all) to employers and retirees on the options they will have
and the standard employers must meet in order to qualify for the federal subsidy, our
hope is that the final rules will do both.

Overall, we fully support the Department’s objectives, as stated in the proposed
regulations, “to take into account as much as possible the needs and concerns of plan
sponsors, consistent with necessary assurances that Federal payments are accurate and in
accordance with statutory requirements, that the interests of retiree-beneficiaries are
protected, and that employers do not receive “windfalls” consisting of subsidy payments
that are not passed on to beneficiaries.”

However, we have serious concerns that the proposed regulations may tilt too far in favor
of the needs and concerns of plan sponsors and offer too few protections for the retirees
whose coverage Congress has sought to preserve with this federal subsidy. While CMS
Director Dr. McClellan has said the employer provisions will result in retirees spending

! 69 Fed. Reg. page 46737 (August 3, 2004)
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less for prescription drugs and in some cases much less, we fear that the regulations
potentially allow for even those retirees who retain coverage to be made worse off.

Already, we are seeing employers “book” the anticipated value of the subsidy they will
receive as non-taxable income. A Wall Street Journal article published in March lists
projected savings claimed by 18 large companies, ranging from $2 million to $1.4 billion.
Yet we also know from recent contract negotiations and from published survey data that
employers are pressing their retirees to pay a growing share of drugs costs each year.

As we continue our review and analysis of the proposed regulations, the AFL-CIO has
three overarching areas of concern. First, the test for actuarial equivalence should not
allow for significant cost shifting. In the proposed rules, CMS has outlined three options
for determining actuarial equivalence. The “single prong” test would look only at the
gross value of the benefit, regardless of financing. This test is totally unacceptable, since
it would result in massive cost shifting, and in CMS's own words, would allow employers
to contribute nothing yet still get the subsidy. The other two proposed tests — the “no
windfall” test and the “two-prong” test - are preferable to the first test, since they take
into consideration the amount the employer is paying toward coverage, yet both also have
the potential to allow employers to shift costs to retirees and still receive the federal
subsidy.

We understand the difficult calculation that CMS must make in establishing the actuarial
equivalence standard - set the bar too high and employers may choose to drop coverage
rather than meet the standard; set the bar too low and employers may interpret that as a
signal to significantly reduce the coverage they now provide. To be consistent with the
intent of the law, CMS must require employers to provide at least as much financing for
retiree drug coverage as they will get from the subsidy. And in order to prevent
employers from using the actuarial equivalence standard as an excuse to significantly
reduce the coverage they now provide — even with the financial assistance of the subsidy
— CMS must adopt and enforce strong retiree protections.

One such protection, and a key area of concern for us, would be to ensure the subsidy is
used to preserve retiree benefits and not used simply to improve the employer's bottom
line or for other non-health care uses. As you know, the statute does not include a
maintenance of effort, or even maintenance of cost provision, nor did we advocate for
such a requirement in the legislation. Until Congress enacts legislation that will
meaningfully address crippling health care cost hikes, we believe such a position is
untenable. However, the statute explicitly and directly ties the subsidy to the provision of
prescription drug coverage, reflecting, we believe, Congress’ intent that the subsidy be
used to offset costs for both the employer and the retiree. Employers should demonstrate
that the subsidy is allocated to health benefits according to the financing of those
benefits. At a minimum, CMS must require employers to report to retirees and unions
the value of the subsidy received, if the public is to have any ability to measure the effect
of the subsidy on preserving retiree health benefits. To have much effect, such notices
must be as contemporaneous as possible with the receipt of subsidy payments.
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Finally, the regulations must include safeguards to ensure employer coverage meets the
actuarial equivalence test in both design and practice, and in this area, we have several
additional concerns. First, because the actuarial equivalence test is applied to the average
of all retiree health plans offered by an employer, there is the potential for significant
variation in the plans and, by extension, the use of different plan designs to encourage
higher cost beneficiaries to enroll in Part D plans.

In addition, the plan is measured according to projected benefits as opposed to benefits
received, when projections can clearly be unrealistic. For example, a plan sponsor may
provide full coverage for prescription drugs for organ transplant patients, yet very limited
coverage for drugs used to treat hypertension and diabetes. At the end of the plan year,
actual spending on organ transplant drugs may be zero, while many more retirees
required treatment for hypertension and diabetes. CMS has not outlined a process for
reconciling the projected and actual spending, an important consideration to ensure
appropriate use of the subsidy.

Despite these potential abuses, the proposed regulations do not include a process for
retirees to challenge an employer’s attestation that its plan is actuarially equivalent, nor
does it require transparency in regard to plan sponsors’ attestations or the underlying
assumptions and projections. It would seem wise to include such requirements for
transparency and attestation challenges in order to empower retirees and other interested
parties to act as guardians of this new federal subsidy.

We have many other concerns in addition to these primary ones. They include holding
retirees harmless from late enrollment penalties if their employer’s actuarial equivalence
attestation proves to be inaccurate. In addition, plan sponsors will be subject to
unrealistic timeframes for designing a benefit, attesting to actuarial equivalence and
notifying retirees of their plan options — all of which may occur without clear and final
guidance from CMS or adequate information on the availability of commercial
prescription drug or Medicare Advantage plans.

We would commend Dr. McClellan and the CMS staff for their outreach and willingness
to discuss concerns of workers and their unions. We will be offering more detailed,
written comments on the proposed regulations, as we seek to maximize the benefit for
our members.

However, we continue to believe the law enacted last year did not go far enough in
providing incentives for employers to retain retiree drug coverage. The True Out of
Pocket provision has the effect of discriminating against beneficiaries with retiree health
benefits and the employers who continue to provide them in the face of escalating health
care costs. And the additional funds provided for the employer subsidy in the conference
agreement -- $18 billion to make the subsidy tax-free — provided absolutely no additional
benefit to non-taxable entities such as public sector employers and multi-employer plans
that provide retiree health benefits.
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At the same time, HMOs were provided billions of dollars in excessive overpayments in
the legislation and beneficiaries were left with an inadequate benefit. While we
appreciate the Department's efforts to limit the effect of this legislation on retiree
coverage through regulation, the fact is that the True Out of Pocket definition in the

law again favors private plans over retirees. Indeed, the fact that this legislation puts
private plans’ interests over that of retirees has manifested itself already - two years
before the drug benefit is even implemented. Just last week, CMS announced the largest
increase in the Part B premiums since the enactment of the program, which is largely a
result of the provisions in this legislation. Our members, like the public at large, are
saying this law needs to be overhauled, in order to put beneficiaries ahead of HMOs and
drug companies.

Despite the limits of the legislation, the Administration has broad authority to implement
the employer subsidy. Establishing the requirements employers must meet to qualify for
the subsidy can either exacerbate or mitigate the harmful provisions of the underlying
statute — making the number of retirees who are helped rather than hurt relatively better
or worse. CMS has stated in the proposed regulations that the federal subsidy has the
potential to stem the erosion of retiree health benefits. We believe this goal is laudable
and we urge the Administration to issue final regulations that achieve that goal and
address the concerns we have raised today
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Questions from Senator Grasslev

1. In your testimony, you note that there is no process through which a retirec could
challenge an employer's attestation that its plan equals the value of the Part D
beneht and thus qualifies the cimployer for the retiree drug subsidy. Do vou have
specific ideas about how such a process could be crafied?

Respanse: At a minimum, CMS should consider the Intemal Revenue Service (IRS)
notice and comment rules governing plan sponsors’ requests for delermination letters as
to the qualification status of retircment plans as one possible approach that could be
adapted to the Medicare Modemization Act (MMA)Y  Under these determination letter
rulcs, plan sponsors must notily interested parties (e.g., plan participants and their
colleetive bargaining representatives) that the sponsor is filing a determination letter
application, that interested parties may request refated documents, and that interested
parties may file comments with the IRS on the application within specified time periods.
Interested parties miay then file formal comnients with the IRS, which beconie part of the
official administrative record.

A stronger alternative to this approach would be to develop a challenge process that
tracks the process for cmployers to challenge a subsidy determination. as outlined in the
Preamble to the proposed regulavons (69 Fed. Reg. 46749), That appeals process would
include three steps for review of subsidy determinations: a request for an informal
written reconsideration by CMS; an informal hearing before 1 CMS hearing officer; and a
review by the Administrator.

Allowing retirees and their representatives to challenge an attestution would be consistent
with CMS’s goal of protecting against cmployer windfalls. CMS states in the Preamble,
“Some obscrvers have argued that the forces in a competitive labor market, collectively
barganed contracts, and constrainis un changing state, Jocal and other public sector
retiree health plans obviate the likelihood of windfalls. We have serious reservations
about the adequacy of such forces in precluding the exisience of any windfalls without
significant additional monitoring by Mudicure or others to assure that the benefit subsidy
payments are passed on o augment benefits recetved by retirees.” (69 Fed. Reg 46741,
cmphasis added).

The ability o challenge an employer’s attestation will depend in large part on the
availability of information regarding the employer's aticsiation and underlving
assumplions, as well as information regurding subsidy payments 1o employers for the
“actuarially equivalent” coverage provided. Absent this information, retirees and their
representatives will not have the information necessary to know whether a challenge is
warraunted.

Questions from Scaator Baucus

I. Mr. Shea, what is the best way to define actuanial equivalence? What is the best
way to ensure that existing retiree coverage is maintained and that the subsidy is
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only paid to employers that provide coverage equal or greater than the standard
Medicare benefit?

Respanse: In our view, the best way to ensure that eaisting retiree coverage is
maintained is 10 maximize the incentives available to employers to retain that coverage.
Unfortunately, the True Out of Pocket provision in the statute will have the effect of
limiting those incentives by discriminating against beneficiaries with retiree health
benefits and the emmployers that continue to provide drug coverage n the face of
cscalating costs.

Furthermore, the structurc of the statute promotes cost shifling to retirces. Employers are
allowed to shift to retirees the differeace between what they are currently paying for
retiree drug coverage and the amount necessary to meet actuarial cquivalence. If the
employer reduces benefits by shifting this extra cost to retirees, the employer is not
disadvantaged, because the employer's subsidy under Part D 1s based upon the total
spending for preseription drugs paid by both the employer and the employce.

Even with the structural limits of the statute, the Administration has broad authority to
implement the employer subsidy. In particular, the way in which CMS defines the
standard cmployers must mect to qualify for the subsidy will have an enormous cffect on
whuther or not the subsidy helps preserve retiree benefits as Congress intended.

We belteve the ability to shifl costs (o retirees can only be blunted by adopting the
highest rational standard for actuarial cquivalence.

In our comments filed with CMS, we submitied the following recormmendations
regarding the actuarial equivalence test that we believe are conststent with CMS’s goals.

*  CMS should adopt the Two-Prong Test for actuarial equivalence, which requires the
portion of the prescription drug plan financed by the employer o be at least cqual to
the portion of the Part I benefit that is financed by Medicare. Only this test is
consistent with the letter and intent of the MMA to provide for alternative drug
coverage that is actuarially equivalent to the standard Part D benefit. The comparison
of the employer plan to the Part D benefit should be based on the benefits provided,
not the cost.

= All of the other standards described by CMS in the Preamble to the proposed rules
could penalize retivees covered under a retiree drug plan and should be rejected. The
Single Prong Test, the Single Prong/No Windfall Test. and the two versions of the
Two-Prong Test that permnit the employer o Hmit its contribution to the average
subsidy amount it would expect to be paid from Medicare could all require a retirec to
pay more for her drug coverage than she would if she were covered under a Medicare
Pant D prescription drug plan.

* Inorder 1o achieve the policy goals of Congress and CMS. the regulations should
prohibit wind{alls to employers. In no instance should the subsidy exceed the subsidy
an employer provides for the retirce prescnption druy benefit.

* The maximum potential substdy an employer may roccive is $1.330 (28% of costs
betw ven $230 and $5,000). This may exceed the employer's contribution even if the
3
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standard is sct at the net actuarial value of the Medicare Part D henefit (valued by
CBO at $1,200 in 2006).

»  Other tests being considered by CMS would allow for even yreater windfalls to an
employer. The Single Prong {or Gross Value) Test would allow for enormous
windf{alls to employers since it would permit an employer to pay nothing toward the
druy benefit and still collect federal subsidies. This option has been roondly
criticized in the press, is inconsistent with the intent of Congress, and would
undermine the integrity of the Medicare drug progrant.

*  CMS ailso should reject the Single Prong™No Wind{ail Test that would hmit the
amount of the subsidy the employer receives to the amount paid by an employer for
retirce drug coverage. This test would allow an emplayer to effectively pay nothing
toward retirec coverage {oncc the federal subsidy is taken into account) and massively
shifl costs to retirees at the same time.

*  Where the anti-windfall protections would prohibit an employcr from claiming the
largest possible retiree drug subsidy payable under the law, CMS should provide a
mechanism permitting the plan sponsor to claim the larger subsidy, so long as it
passes through to the affected retirees the value of the subsidy excecding the
employer contribution in the form of improved prescription drug benefits,

2. Myr. Shea, how are retiree health benefits negotiated? What impact will the new
drug bencfit have on your members under cach of the options for defining
actuartal cquivalence that CMS has outlined in the proposcd rule?

Response: Thirty to forty thousand collective bargaining agreements are negotiated
every year. and provision of healthcare benefits for active and retired workers is an issuc
in almost all of them. Employers are required to bargan about healthcare benefits for
active workers, and about the healthcare benefits that active workers will receive when
they retire. However, they are not required to bargain about healiheare benefits for
workers who have already retired

Moreover. unhike pension henclits. the healthcare benelits of retired workers are not
automatically vested by operation of faw. Therefore. 1he employer can modify retiree
health benefits unless the union has convinced the employer to guarantee them by
contract. Employers rarely agree 10 such commitments, and many reserve the right to
modify or terminate the healthcare benefits of their retirees at any time. regardless of the
penod of the contract. Conscquently, even at unionized workplaces, employers will have
consuderable power to take the provisions of the new Medicare law into account and
change healtheare beneiis previously negotiated for their retirees.

As stated above, employer response to the regulations will depend in large measure on
the way m which actuarial cquivalence is defined, as well as other factors, includiny the
nature of contract negotiations. The decision Lo provide coverage that qualifics for the
subsidy versus coverage that supplements or “wraps around” the Medicare Part D benefit
will ikely be affected by the emplover’s average per person spending for prescription
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drug coverage. 1T the per person average is less than 52,250 per year, the employer may
choose to supplement the Part D coveruge and assist rctirees with expenses not covered
under Medicare Part D {i.c., the premium, deductible and co-msurance). However, if the
cmployer’s per person average is above $2.250, a supplemental benefit is a less attraclive
option, since the employer that decides to assist with the retirec’s co-insurance would be
liable for drug expenses effectively without limit - paying for a “donut hole™ that docsn’t
end, due to the effect of the True Out of Pocket delimtion.

In considening other employer options under the MMA 1o become a Mcdicare
Advantage (MA) or Prescription Drug Plun (PDP} -~ cployers will presumably take into
consideration the case of becoming such a plan and the relative valuc of the
reimbursement for those plans {(compared to the ecmplover subsidy for actuariatly
equivalent coverage). In addition, the decision to contract with a PDP or MA plan will
depend at feast in part on the availability, design and cost of those plans in arcas serving
the employer’s retiree population.

Questions from Senator Rockefeller

I At the August 19 public forum on retirce coverage, several concerns were raised
aboul transparency surrounding the employer attestation process. What type of
employer disclosure standards do you feel would be appropriate to make sure
emplovers are actually meeting the actuarial equivalence standard (once it is
defined)? What type of appeals process do you think should be established?

Response: In order to proicct the integrity of the program, CMS must adopt mcasures lo
ensure that the implementation and administration of the subsidy payments to employers
are transparent 1o retirees, their bargaining representatives and the public. Such
requircments are essential to achieving Congress’s and the President’s objectives that
these substantial new subsidy payments be used to preserve and possibly improve retires
drug coverage, that no windfulls be created and that costs to the govermnment be
minimived.

We recognize that CMS has resource limitations on the cxtent to which it cun review the
accuracy of employer Attestations and claims for a subsidy. UMS also has broader
responsibilities to insure the inteynty of the entire Medicare program, which may require
vast resources 1o audit managed care plans and PDPs. By opening the employer subsidy
process 1o seruliny from retirees and their unions, CMS can allow them o scrve as
watchdogs with respect to employer retiree drug benefits.

In our comments Giled with CMS, we submitted the following recommendations to
provide greater transparency and to ensure the integrity of the program:

» n general, ull reporting and disclosure should be made public in a manner that 1s
timely and permits casy access to the information.

* A Plan’s Sponsor’s “Altestation” of actuarial equivalence should inchude the
assumptions and methods used to determine the plan’s actuanal equivalence and
should be available for public inspection shortly after it is {tled with CMS. In
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considering the appropriate form for this disclosure, CMS should look w reporting
and disclosure rules of the Employce Reticement Income Security Act (ERISA), with
which most plan sponsors and their profussional advisors are extremely familiar’ In
particular, the annual Form 5500 Schedule B can be a useful model {or disclosure
formats, although we would oppose relying on the ime frames required for ERISA
disclosures, because the significant time lags in ERISA reporting typically mean that
the information provided is out of date.

s I{ the public is to have any ability to measure the cifect ol the subsidy on preserving
retiree health benefits, CMS must al a minimum require employers to report o
rehirees and umons the value of the subsidy reccived, as well as the aggregate claims
data used to make the subsidy payments. To have the desired effect, such notices
must be provided as soon as possible after the conclusion of the calendar year,

s Retirees and their umons should have the right to an appeals process regarding
employers’ actuarial cquivalence attestations and subsidy amounts received. {See
response to Senator Grassley’s question, above, for details on how such an appeals
process could be structured.)

Additional disclosure requircments would further protect retirces from being made worse
off as a result of the employer subsidy:

s The employer must be required to notify retirees who are being offered a drug benefit
that is infenior o the standard Pant D benefit. This situation could anse i ot least two
sttuations: first, if CMS adopts an actuarial equivalence standard that permits the
actuarial value of the henelit not financed by a retiree to be less than the valuc of the
standard Part D design not {inanced by a retiree; and sccond, if CMS adopts a “plan”
definition allowing sponsors lo average inferior contribution levels or benefit designs
for some retirees with superior contribution levels or benefit designs for other retirecs
and still satisfy the regulatory standard for actuarial equivalence. Requiring such a
notice not only will provide retirees with necessary information for deciding among
their coverage options, but also influcnce the coverage sponsors offer to retirees.
Beeause employers hikely will not want to send out notices informing retirees that
their coverage is inferior even though it satisfies the test of average actuanial
cquivalence. some emplovers may improve coverage for affected segments of
retirees. We belicve this will promote the core objectives of the statute.

*  The regulations should require employers that offer a supplemental benefit that
combines medical and drug coverage to offer a separate medical benefit that allows
retirecs to retain those henefits even though they may enroll in a Medicare Part D
plan. This is particularly tmportant for retirces who are offered drug benefits that are
infenor 1o the standard Medicare Part D preseription drug benefit {1.¢.. the benefits do

not constitule creduable coverage or the value of the benefit offered is less than the

! Only privatescetor and maliemployer plans are governed by ERISA. State and local
government plans are not. However. the same principles of reparting and disclosure and
opett aceess o mformation are famihar to governmental plans duc to the public eaviiurment
w which they operate.
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value of the standard Part D benefit). In the event CMS doces not impose this
requirenient on employcrs, it should require employers 10 nolily retirees that leaving
the employer's plan to enroll in a Medicare Part D plan will automatically eliminate
their employer-provided supplemental medical coverage, as well.

Emplovers should provide a separate notice o individuals that they have creditable
coverage, in order 1o cnsure retirces are aware of their options and can make timely
decisions necessary to as oid the late enrollment penalty for the Part D benefit. For
¢xample, providing notice as part of other disclosurces, such as ERISA summary plan
descriptions. is not suflicient.

[
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September 13, 2004

The Honorable Charles Grassley
Chairman

Senate Finance Committee

219 Dirksen Senate Office Building
‘Washington, D.C. 20510

Re: Comments for Senate Finance Committee Sept. 14, 2004 Hearing on CMS
Regulations; Options for defining regions for Medicare Advantage regional plans and
Prescription Drug Plans under the Medicare Modernization Act of 2003

Dear Chairman Grassley:

As the Resident Commissioner of the Commonwealth of Puerto Rico, I appreciate the
opportunity to offer these comments for the record regarding the proposed definition of
regions for new Medicare Advantage (MA) regional plans and for the prescription drug
plans (PDPs).

It is my understanding that Research Triangle International (RTI), a contractor for the
Centers for Medicare and Medicaid Services (CMS) has presented a number of multi-state
regional options that included Puerto Rico. After consulting with a broad cross section of
healthcare providers in Puerto Rico including physicians, hospitals, academics, insurance
carriers and the Commonwealth government, there is a unanimous agreement that none of
the RTI’s proposals for either the MA plans or the PDPs (or both) account for the unique
circumstances of beneficiaries living in Puerto Rico including differences in actual drug
spending, average per capita income, language and other cultural considerations.

There is a strong agreement that the multi-state regional options would seriously
undermine the viability of the Medicare Part D program in Puerto Rico. Plans and
providers currently active in Puerto Rico are not likely to participate under such a structure
if implemented in the Commonwealth, and more importantly, Puerto Rico’s beneficiaries
would have little incentive to opt into the Part D program.

There is also strong agreement among the health care industry in Puerto Rico that to ensure
the 601,773 Medicare-eligible individuals residing in Puerto Rico do have the opportunity
to participate in programs created by the MMA, it is essential the Secretary exercise his
authority to establish a region for the Commonwealth of Puerto Rico. There are a greater
number of eligible individuals living in Puerto Rico than the number of eligibles living in
24 states.

(257)
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Hon. Charles Grassley
Comments on CMS Proposed MA & PDP Regions
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Each of the multi-state regional options presented to CMS, combined Puerto Rico in a
region with Florida. Florida may be the state that is geographically closest to Puerto Rico,
but significant differences exist between the two jurisdictions in terms of their economies,
health care systems and infrastructure, and patient demographics, among other factors. As
a result, there is no substantive rationale for combining these two disparate areas into one
region.

For example, Florida’s cost structure is significantly higher than Puerto Rico’s. The
estimated payment rate for Puerto Rico is $507.09 per month, the lowest in the nation. In
contrast, Florida’s estimated payment rate of $712.52 is among the top 10 in the United
States. By RTI’s analysis, Florida residents are among the least healthy in the nation;
residents of Puerto Rico are in roughly average health compared to residents of the states.
When the estimated payment rates are adjusted for health status, the estimated payment
rate for Florida increases by nearly $65.00 a month; the rate for Puerto Rico increases a
mere 70 cents per month.

As a result of Florida’s higher cost structure and lower health status, plans that bid to serve
all eligibles in a region that includes both Florida and Puerto Rico will have to submit a bid
that includes beneficiary premiums and co-payments large enough to support the higher
costs of doing business in Florida. The consequence will be that plans will be too
expensive for the large majority of Medicare eligibles in Puerto Rico. Redistributions of
higher average drug spending costs to a much lower per capita income population will be a
significant problem inherent in any premium bidding scenario that requires Puerto Rico to
be part of a multi-state region for purposes of structuring Part D premiums. The annual per
capita income for residents of Puerto Rico was $8,185 according to the 2000 Census — far
below the per capita income of Florida’s $21,557

This problem is further complicated since the Commonwealth is provided a block grant to
subsidize Part D premiums, co-pays and cost sharing of low income seniors as opposed to
residents in Florida and the states who will receive low income subsidies as an entitlement.
This fundamentally different structure for the low-income subsidy will create confusion
and increase administrative errors for both the Medicare population and the insurance
providers.

RTI contemplates that most of the bids for regional plans (either for MA or PDP regions)
will come from organizations that are already participants in the local commercial market,
who will then be attracted by the incentives in the statute to offer a PDP or, in the case of
Medicare Advantage, expand to cover a larger regional market. Medicare beneficiaries
living in the states and D.C. will likely enjoy the option of choosing coverage from a local
plan with which they are familiar, and which is likely to know and include the
beneficiary’s providers in their networks. By contrast, local plans in the Commonwealth
will be unwilling to bid to cover a region that includes a state (or states) with a much
higher cost structure than Puerto Rico.
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Hon. Charles Grassley
Comments on CMS Proposed MA & PDP Regions
Page 3

Therefore, beneficiaries living in Puerto Rico are unlikely to have the option of choosing a
familiar, local plan if the Commonwealth is combined in a region with Florida or other
states.

For all of these reasons, I strongly recommend that CMS establish a separate region for
Puerto Rico for both MA Advantage plans and PDP plans in order to account for the
unique circumstances in the Commonwealth. This approach is necessary for the effective
implementation of the Part D program, and it is essential to ensure that the more than
600,000 Medicare beneficiaries residing in Puerto Rico will have the opportunity to take
full advantage of the new drug benefit as intended by Congress.

I appreciate the opportunity to have provided these comments for the Committee’s record,
and I have included similar comments sent to myself, or to the Health and Human Services
Department, for the record as well.

Sincerely,

»

Anibal Acevedo-Vila
Resident Commissioner
Member of Congress
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August 12, 2004

Hon. Anibal Acevedo Vila

Puerto Rico-Resident Commissioner
US House of Representatives

126 Cannon HOB126 Cannon HOB
‘Washington, DC 20515-5401

Re: Comments on Options for Defining Regions for Medicare Advantage Regional Plans
and Prescription Drug Plans under the Medicare Modernization Act of 2003

Dear Mr. Acevedo Vila

In relation with the Regional Medicare Advantage (MA) Preferred Provider Organizations
(PPOs) and Prescription Drug Plans (PDPs) under the Medicare Modernization Act (MMA),
CMS and its consultants, RTI International, are moving rapidly to recommend to CMS
Administrator Mark McClellan and HHS Secretary Tommy Thompson a series of options for
establishing between 10 and 50 Prescription Drug Plans (PDPs) and Physician Provider
Organizations (PPOs) regions. Current CMS planning involves making Puerto Rico part of a
Florida based region.

For Puerto Rico, the question of how to define the regions is very important as the final
definitions may adversely affect the current health infrastructure in Puerto Rico and also affect
many of the business decisions of physicians, insurance companies, such as Triple S and COSVI,
managed care companies and hospitals and other Medicare Parts A and B providers, especially in
future years. ' '

Even more important, the decision can adversely affect the hard won right of Puerto Rico to
ensure protection of its Spanish language, culture and customs, which are distinct and now fully
recognized by Federal agencies, especially CMS. Furthermore, the question arises as to how will
CMS ensure that the interest of rural seniors in Puerto Rico be protected in terms of choice if the
PDP and PPO regions are based in Florida.

LEGISLATIVE BACKGROUND

ot A Forvinin Bio Niwstonr Communidiva
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The 2003 Medicare Prescription Drug and Modernization Act (MMA) establishes new
prescription drug plans. The HHS Secretary is given discretion in establishing between 10 and
50 regions across the nation and the PDPs may conform to the PPO regions.

The MMA Conference Report allows CMS to determine where the Commonwealth of Puerto
Rico and the Territories can fit in the construction of regions. Significantly, HHS/CMS has
discretion to make Puerto Rico a stand alone based PDP and PPO region, and with Medicare data
showing that Puerto Rico has 601,773 Medicare beneficiaries and 1.6 million Medicaid
beneficiaries it clearly qualifies for its own stand alone region.

UNIQUENESS OF THE PUERTO RICO HEALTH CARE SYSTEM

Unmistakably, this MMA process to define PPO regions is consistent with a long tradition in
which the Congress, HHS and CMS have failed to give sufficient consideration to the uniquencss
of the health care infrastructure and special conditions in the Commonwealth of Puerto Rice and
in The Territories, in general.

It appears that the emphasis here on defining regions is on the 50 States as usual. In this context,
over the years the emphasis of Federal policymakers on uniform application of laws, regulations
and policies, though well intended, have resulted in a litany of policy problems having
unintended consequences, especially regarding Puerto Rico. This is due to a perennial failure to
take into consideration the uniqueness of Puerto Rico.

Two examples of policy failures growing out of failure to heed special conditions in Puerto Rico
would be HHS/HCFA implementation of the Medicare Prospective Payment System (PPS) in
1987 and the Medicare physician payment reform.

Puerto Rico, which has a population of 3.9 million, has a proven health care infrastructure that
works effectively on behalf of its population.

Puerto Rico is unique in its relationship with the Medicare and Medicaid programs, not only as
the largest United States self-governing territory, but also due to the Hispanic cultural orientation
of its health care delivery system.

In the case of Medicare, Puerto Rico's health care system has a compelling case for its own
region in that it has 601,773 Medicare beneficiaries. It thus has more beneficiaries than the usual
threshold standard of 400,000 beneficiaries and more Medicare enrollees than the States of
Connecticut, Arkansas, Colorado, Delaware, Kansas, Kentucky, lowa, Mississippi, Oklahoma,
Nebraska, Oregon, and West Virginia.

Even more important in relation to the magnitude of its Federal population which is little
understood except amongst health experts and Think Tanks in Washington, DC, is that Puerto
Rico has the fifth largest Medicaid population (1,620,616) of all States and Territories.
Surprising to many, Puerto Rico's Medicaid program is larger than the big States of
Massachusetts, Connecticut, New Jersey and Maryland.
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Access to health care in Puerto Rico is significant and striking. In this regard, the term "access to
care” has been defined as the ability of individuals or population groups to obtain needed
medical services. In this respect, we are particularly proud of the access our health care system
offers to our Medicare and Medicaid beneficiaries and to our vulnerable populations. This is
because universal coverage exists in Puerto Rico. It reflects Puerto Rico's Spanish heritage and
the importance placed on health care as a "right.” To be sure, the Puerto Rican population has
geographic and financial access to health care.

Significantly, in Puerto Rico geographical access is defined as 30 minutes or 39 miles from
home. This standard is higher than in the continental United States. And our Commonwealth
government has achieved all of this with a fiscal cap on Federal Medicaid expenditures, which
Congress imposed on us in 1967.

In relation to the flow of our native population, historically migration to the States has provided a
significant safety valve for our Island due to fluctuating economic downturns, with the majority
migrating to New York, which has over one million Puerto Ricans, with a lesser number
migrating principally to Chicago, Newark, New Jersey, and Hartford, Connecticut, and still even
a smaller number going to Florida. However, that trend began reversing itself in 1971. In the
years 1971-1975, migration to Puerto Rico from the Mainland added 143,000 native sons and
daughters to the local society. This trend continues with "out” migration being at a much lower
fevel than in the 1950's and 1970's. In all this, consider that our main cultural link to the
Mainland is New York and not Florida.

CULTURE AND LANGUAGE CONSIDERATIONS

Puerto Rico, despite its close ties to the United States since 1898 and its familianty to some
Mainlanders, can be considered a foreign country in most respects. For instance, Puerto Rico's
language and culture are distinctly Spanish and our attitudes towards family and work harks back
to the European traditions.

Spanish is the dominant language in Puerto Rico, and the solid and upper middle class often
gravitate towards English, making it easy to do business in Puerto Rico in terms of
communication. Still, one faces a challenge in communication when interacting with the average
Puerto Rican. For example, the economically deprived majority gravitates towards Spanish, not
out of dislike for the English language but because of their poor command of it.

The question of faimess is a key concern relative to the criteria for defining a region. If Puerto
Rico is placed in a State based PPO Region, we believe managed care organizations located in
the Commonweaith of Puerto Rico would be clearly disadvantaged when competing with US
companies to build provider networks outside of Puerto Rico. Not only are the language and
cultural barriers significant but the capital needed to compete and develop viable delivery
systems in the states would be arduous giving US domestic companies a material advantage due
to resources and cultural ties and familiarity. Without a doubt, Puerto Rican companies would
find it much more difficult to penetrate the Mainland health sector than US Companies opening
up operations in Puerto Rico.
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On the other hand, Puerto Rico's healthcare system has its own peculiarities, specially in the
heaith insurance component, Many state companies that have ventured into our marketplace
both in health insurance and information technology have failed because of cultural and language
barriers. The most recent case was United Healthcare from Florida in their venture into the
health reform program sponsored by the Government of Puerto Rico. Their failure after
sustaining heavy losses in the managed care scenario created big problems for the government
sponsored program since over 500,000 beneficiaries (medically indigent) were left uncovered.

Historically the above considerations, which also took into account the need for a new economic
model (Operation Bootstrap), led to Puerto Rico's modern political system that began in 1952.
This is when the Commonwealth of Puerto Rico was born with a new constitution and a new
relationship with the United States. Since then, the Congress and Federal policymakers have
tried diligently, though not always successfully, to recognize our unique differences and avoid
taking legislative and policy steps that would wreck havoc with our health care infrastructure.

If CMS fails to address Puerto Rico's specific concerns, we foresee enormous customer service
related issues down the road related to benefits and payments. Undeniably, the continued success
of CMS’ customer service program, which Puerto Rico Medicare providers have applauded
publicly, depends upon a stable and familiar environment.

Definitely, we in Puerto Rico have been enormously impressed with the leadership of CMS over
the past several years in assuring that Medicare beneficiaries receive culturally and linguistically
appropriate services. CMS has taken considerable steps to ensure that health care, information
and enrollment services furnished to beneficiaries under the Medicare and Medicaid programs
are provided in an understandable and culturally competent manner. How will CMS ensure that
Puerto Rico seniors will obtain the same level of linguistic services from a State based PPO
region?

Under the current local system, Medicare beneficiaries in Puerto Rico have access to educational
materials in Spanish relating to coverage of new benefits and ongoing program changes. Their
questions are answered in Spanish.

Therefore, the College of Health Services Administrators of Puerto Rico urge you to support our
stance that Puerto Rico be considered and approved by HHS/CMS as a separate stand alone
regional plan for the PPOs/PDPs. 1t is critical that you support us on this vital matter.

Thank you for your continued support of Puerto Rico's health care community. We look forward
to working with you to strengthen the health care system on which all Puerto Ricans rely.

Sincerely, -7y

&
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August 3, 2004

The Honorable Anibal Acevedo-Vila
Puerto Rico-Resident Commissioner
US House of Representatives

126 Cannon HOB

Washington, DC 20515-5401

Dear Commissioner:

We are writing to enlist your help regarding our efforts to protect the integrity of the
Puerto Rico health care infrastructure, as the Department of Health & Humans
Services and the Centers for Medicare and Medicaid Services (CMS) move
aggressively to implement the 2003 Medicare Prescription Drug and Modernization
Act (MMA), and to specifically meet the Congressionally imposed statutory deadline
of January 1, 2005, to conclude a market study establishing 10 to 50 Medicare
Advantage regions.

For Puerto Rico the question of how to define the regions for the Prescription Drug
Plans (PDPs) and Physician Provider Organizations (PPOs) is very important
because the final definitions may adversely affect our current health care
infrastructure, and also affect many of the business decisions of our Commonwealth
Government as it provides drugs for our population and especiaily the health care
delivery system for our physicians and insurance companies.

The Secretary of Health & Human Services was given wide discretion in establishing
the 10 to 50 regions for the PDPs and PPOs, following the market survey mentioned
above. However, our understanding is that CMS' preliminary analysis shows a basis
for placing Puerto Rico in a State-based PPO, possibly Florida.

We are opposed to Puerto Rico being part of a State based PDP or PPO for a
number of reasons. First, Puerto Rico has a proven health care infrastructure that
has proven its effectiveness in service delivery to its 3.9 million population. Second,
we believe a non-island PPO, in particular, would create enormous administrative
and customer service problems for our 560, 725 Medicare beneficiaries, due to
linguistic problems and a lack of orientation to our Hispanic health system.

The third reason and parhaps even more important, this MMA process to define PPO
and PDP regions is consistent so far with a long tradition in which the Congress,
HHS and CMS, though well intended, have failed to give sufficient consideration to
the unigueness of the health care infrastructure and special conditions in the
Commonweailth of Puerto Rico and in The Territories, in general

org * webs asociacionhosppron

Tel. (787) 764-0290/ Fax. 753-9748 » e mail: asohosy
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Hon. Anibal Acevedo-Vila
August 3, 2004
Page 2

Therefore, we urge you to support our stance that Puerto Rico be considered and
approved by HHS/CMS as a separate stand alone regional plan for the PPOs/PDPs.
it is critical that you support us on this vital matter.

Thank you for your continued support of Puerto Rico's health care community. We
fook forward to working with you to strengthen the health care system on which all
Puerto Ricans rely.

Sincerely,

. e /”/%4(/‘
B ge]}orres‘ MHSA.
(Chairman o
uerto Rico Hospital Association

e0
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August 4, 2004

Enrique Baquero-Navarro, CHE
Fegent for Puerto Rico

President
p . Cyber Tech, inc.
The Honorable Anibal Acevedo-Vila PO BOX 193745
Puerto Rico-Resident Commissioner (&‘-;g; Jggg '2?0203;90745
. . - 10!
United States House of Representatives (757; 73,2608 Fox
126 Cannon HOB enriqueb @ cybertechpr.net

Washington, DC 20515-5401
Dear Commissioner Acevedo-Vila:

We are writing to enlist your help regarding our efforts to protect the integrity of the Puerto
Rico health care infrastructure, as the Department of Health & Humans Services and the
Centers for Medicare and Medicaid Services (CMS) move aggressively to implement the
2003 Medicare Prescription Drug and Modernization Act (MMA), and to specifically meet
the Congressionally imposed statutory deadiline of January 1, 2005, to conclude a market
study establishing 10 to 50 Medicare Advantage regions.

For Puerto Rico the question of how to define the regions for the Prescription Drug Plans
(PDPs) and Physician Provider Organizations (PPOs) is very important because the final
definitions may adversely affect our current health care infrastructure, and also affect many
of the business decisions of our Commonwealth Government as it provides drugs for our
population and especially the health care delivery system for our physicians and insurance
companies.

The Secretary of Health & Human Services was given wide discretion in establishing the
10 to 50 regions for the PDPs and PPOs, following the markot survey mentioned above.
However, our understanding is that CMS' preliminary analysis shows a basis for placing
Puerto Rico in a State-based PPO, possibly Florida.

We are opposed to Puerto Rico being part of a State based PDP or PPQ for a number of
reasons. First, Puerto Rico has a proven health care infrastructure that has proven its
effectiveness in service delivery to its 3.9 million population. Second, we believe a
non-island PPO, in particular, would create enormous administrative and customer service
problems for our 601,773 Medicare beneficiaries, due to linguistic problems and a lack of
orientation to our Hispanic health system.

The third reason and perhaps even more important, this MMA process to define PPO and
PDP regions is consistent so far with a long tradition in which the Congress, HHS and
CMS, though well intended, have failed to give sufficient consideration to the uniqueness
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The Honorable Anibal Acevedo-Vild
United States House of Representatives
August 4, 2004

Page 2

of the health care infrastructure and special conditions in the Commonwealth of Puerto
Rico and in The Territories, in general.

Therefore, we urge you to support our stance that Puerto Rico be considered and
approved by HHS/CMS as a separate stand alone regional plan for the PPOs/PDPs. It is
critical that you support us on this vital matter.

Thank you for your continued support of Puerto Rico’s health care community. We look
forward to working with you to strengthen the health care system on which all Puerto
Ricans rely.

Sincerely,

Enrique Baquero
Regent
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COMMONWEALTH OF PUERTO RICO
Department of Labor and Human Resources
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August 10, 2004

Honorable Anibal Acevedo Vila

Resident Commissioner & Member of Congress
Commonwealth of Puerto Rico

126 Cannon HOB

Washington, DC 20515-5401

Dear Resident Commissioner Acevedo:

This letter’s purpose is to express concern with the $91 million cut to state grants for
employment services (ES) for fiscal year 2005 reported by the House Appropriations
Committec on July 14,

Puerto Rico opposes this 12 percent cut in appropriations for ES state grants because the
demand for services has exceeded the allocated funding for several years. Puerto Rico
found it necessary to supplement its FY 2004 ES federal grant with $§ 2,663,740.00 in
Reed Act Funds to address the needs of business and job seekers. During program year
2003-2004, 118,758 teceived the universal job seeker services available only through ES
in Puerto Rico. ‘

Businesses have come to rely on the ES to find the workers they need to remain
competitive and assist in reducing the time former employees collect unemployment
insurance (UD) helging to reduce their tax burden. A cut to ES will lead to more
unemployment ~ aé ‘much as 7 ‘more weeks for those not receiving services of
unemployment for workers who will not receive ES assistance.

ES funds support the majority of the state’s workforce sysiem initashucture, including
staffing in the one — stop offices throughout the state. Puerto Rico will have to close
focal offices, freeze hiring of replacements, and lay off state employment service
employees at a time when employers and workers alike need ES to find suitable job
matches. o

Fuerto Rico believes labor exchange services rank with most effective government
services provided. They lead to increased employment, reduce unemployment, lower
unemployment taxes, and more taxes paid by workers eaming more wages. There is no
good reason to cut appropriations for labor exchange services.

Metro Building #5 Mavaglez Strest, Coiner Cidra Street, Hato Rey, Puerto Rico 00918 / Phone 754-5151
PO Box 384452 San Juan Puerto Rire 00936
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Please restore the $91 million cut to the state grant for employment services. If you do,
employers, workers and our state’s economy will be better for your actions.

Thank you for your thoughtful consideration.

Sincerely,

Maria det Carmen Fuentes

Administrator

Commonwealth of Puerto Rico

Department of Labor and Human Resources
Right to Employment Administration
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ASOCIACION MEDICA DE PUERTO RICO

Avenido Fernéndez juncos #1308, Santurce, Puerto Rico
PO Box 9387 San Juan, PR Q0908-9387
Tel. {787} 721.6969 Fax [787) 724-5208
E-moil: asocmed@coqui.net
Webpaoge: osociacionmedicapr.com

Ricards oMarress ﬁm/my@, Ol{_ﬁ

Prasidente
August 4, 2004

The Honorable Anibal Acevedo-Vild
126 Cunnon

United States House of Representatives
‘Washington, DC 20515

Dear Congressman:

We are writing o enlist your help regarding our efforts to protecs the integrity of the Pucrto Rico care
infragtrcture, as the Department of Health & Humans Scrvices and the Centers for Medicare and Medicaid Services
(CMS) move aggressively to implement the 2003 Medicare Prescription Drug snd Modemization Act (MMA), and to
specifically meet the Congrewonnlly mrposcd statutory deadline of Janwary 1, 2005, tw conclude a marker study

blishing 10 o0 50 Medi regions.

For Puerto Rico the guestion of how to define the regions for the Prescription Drug Plans (PDPs) and Physician
Provider Organizations (PPOs) is very important hec:mse the final definitions may adversely affect our current health care
infrastructure, and alse affect many of the busi decigions of our (‘ ith Government as it provides drugs for
our population and especially the health care delivery system for our physicians und § F

The Scerctary of Health & Human Services was given wide discrction in cstablishing the to 50 regions for the
PDPs and PPOs, following the market survey mentioned above. However, our understanding is that CMS’ preliminary
analysis shows a basis fur placing Puerto Rico in a Stale based PPO, possible Florida.

‘We arc opposcd o Puerio Rico being part of a State based PDP or PPO for a number of reasons. First, Puerto Rico
has & proven health care infrastructure that has proven its effectiveness in sawxce delwery to its 3.9 million population,
Second, we believe a non-island PPO, in pmcular, would create enormous admini ve and service probl
for our 560,725 Medicare b iaries, due to § biems and a lack of orientation to our Hispanic health system

k

The third reason and perhaps even more important, this MMA process to define PPO and PDP regions Is
consistent so far with a long tradition in which the Congress, HHS and CMS, though well intended, have failed to give
sufficient cogsideration fo the unigueness of the heaith care infrastructure and special ditions in the C Ith ol
Pucrto Rico and The Territories, in general,

Qur Puerto Rico Mcdical Association, by ways of our Delegation to the American Medical Association (AMA),
strongly recommend this position that we know will be the best to our Medicare padents.

Therefore, we wrge you o support our stance that Puerto Rico be considered and approved by HITS/CMS as a
separate stand alone regional plan for the PPOs/PDPs. It 18 critical that you support us on this vital matter.

Thank you for your continned support of Pucrto Rico’s health care conwnunity. We lock forward to working with
you to strengthen the health care system on which all Puerto Ricans rely.

cst,

afdo Marrero Santiago, MD
President
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FARTHRERS

September 28, 2004

The Honorable Chatles E. Grassley
Chairman of the Senate Finance Committee,
Senate Committee on Finance

Attn: Editorial and Document Section

Rm. SD- 203

Dirksen Senate Office Bldg.

Washington, D.C. 20510 — 6200

Dear Senator Grassley:

The Kidney Care Partnership is pleased to submit its Statement for the Record for the
Senate Finance Committee’s September 14, 2004 hearing on “Implementing the Medicare
Prescription Drug Benefit and Medicare Advantage Program: Perspectives on the Proposed Rules.”
In addition to our statement, we have attached a copy of the comments we submitted last week to
the Centers for Medicare and Medicaid Services on Revisions to Payment Policies under the
Physician Fee Schedule for Calendar Year 2005.

3

Thank you for this opportunity to shate our concerns with the Committee on the ESRD
provisions of the Proposed Rule.

Sincerely,

/WMQ‘,
Kathleen E. Means
President

Kidney Care Partners

Attachments

Kidney Care Partners + 2550 M St NW « Washington, DC + 20037 » Tel: 202.457.5683

3808454v1
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Implementing the Medicare Prescription Drug Benefit and Medicare Advantage Program:
Perspectives on the Proposed Rules
Senate Committee on Finance
September 14, 2004

Statement for the Record
Kathleen E. Means, President
Kidney Care Partners
ADDRESS

Kidney Care Partners (KCP) is pleased to provide the Senate Committee on Finance with
its Statemnent for the Record for the Committee’s September 14, 2004 hearing on “Implementing
the Medicare Prescription Drug Benefit and Medicare Advantage Program: Perspectives on the
Proposed Rules.” KCP is an alliance of members of the kidney care community that works with
renal patient advocates, dialysis care professionals, providers, and suppliets to improve the quality
of care for over 300,000 Americans with irreversible kidney failure, known as End Stage Renal
Disease (ESRD).!

KCP also wishes to take this opportunity to thank Senators Conrad and Santorum for
introducing S. 2614 the “ESRD Modernization Act of 2004.” This important piece of
legislation, which has bipartisan support in the Senate and House (the House version, H.R. 4927,
was introduced by Representatives Camp, Jefferson, English, Neal, and Pomeroy), would
establish an annual update framework for the ESRD composite rate, create public and patient
education initiatives to increase awareness about chronic kidney disease (CKD), and provide
Medicare coverage for CKD education services for Medicare-eligible patients. S. 2614 also would
improve the home dialysis benefit, align incentives for physician surgical reimbursement for
dialysis access to promote quality and lower costs, establish an outcomes-based ESDR
reimbursement demonstration project, and evaluate the effect of the new Physician Fee Schedule
G-code visit requirements for nephrologists. We hope that the provisions in S. 2614 as well as
our comments today help to improve services to patients and ensure the economic stability of the
ESRD program.

This statement reflects a mote detailed set of comments which has been submitted to the
Centers for Medicare and Medicaid Services (CMS) (see attached letter to Dr. Mark McClellan,
CMS Administrator, dated September 24, 2004). The following abbreviated set of comments
addresses the provisions of the Proposed Rule that directly impact the renal community and
implement the Medicare Prescription Drug, Improvement, and Modernization Act of 2003
(MMA). To summarize, KCP believes:

e CMS Appropriately Increases the Composite Rate Based Upon the Requirements of
MMA,;

e CMS Miscalculates the Add-On to the Composite Rate;

e CMS Should Delay Implementation of the Basic Case-Mix Adjusted PPS;

T A list of Kidney Care Partners coalition members is included in Attachment A.
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e  CMS Should Consider Adjusting the Geographic Wage Index;

* CMS Should Revise Its Reimbursement Policy for Facilities with Exceptions To Comply
with Congressional Intent; and

s Although CMS Proposes Needed Changes to Help Nephrologists Manage Their Patients,
the Agency Should Allow Nephrologists to Bill for Venous Mapping.

Proposed 1.6% Increase in the December 31, 2004 Composite Rate

KCP members are pleased with the implementation of the 1.6 percent increase in the
December 31, 2004 composite rate consistent with the requirements of MMA § 623. This
increase is critically important to KCP members. The ESRD composite rate remains the only
Medicare prospective payment system (PPS) without an annual update mechanism to adjust for
changes in input prices and inflation. Over the years, dialysis providers have relied on increasing
efficiencies to continue to provide quality care and improved treatment outcomes without an
annual update in the composite rate. This progress can no longer be sustained.

The lack of an annual update presents a special challenge to dialysis providers. Overall
labor rates, for example, went up seven percent between 2000 and 2001, according to MedPAC’s
2003 teport. Nursing salaries rose, on average, from $23,140 to $31,720 between 1992 and 2002,
an increase of 27 percent, according to the U.S. Bureau of Labor Statistics. Dialysis centers
cannot afford to compete for nurses and other professionals with health care providers that have
PPS mechanisms with annual update formulas. To ensure that ESRD patients continue to have
access to high quality care, the composite rate must be adjusted anmwally to cover dialysis
providers® real costs. Given the critical need for the inctease, it is essential that the agency
correctly calculate the increase on the appropnate basis — the composite rate as of December 31,
2004.

The KCP members hope the mcrease will serve as a first step toward future
modernizaton efforts, including a more 1nstitutionalized process that will recognize increases in
the costs of providing care to setiously ill patients. We look forward to working with Congress
and CMS to develop an annual update mechanism to ensure that the composite rate accurately
reflects the cost of providing high-quality care to Medicare beneficiaries.

CMS Miscalculates the Add-On to the Composite Rate

CMS inappropriately establishes a single add-on adjustment that fails to recognize the real
differences between the costs of hospital-based and independent facilities. The proposal to
distribute drug margin attributable to and derived solely from free-standing dialysis facilities to
hospital-based facilities is seriously flawed. Congress requited CMS to establish the drug margin
add-on payment to the composite rate to address concerns expressed by independent dialysis
facilities that changes in the Part B reimbursement methodology for separately billed drugs would

destabilize the free-standing renal community. A single add-on adjustment fails to recognize the
significantly different reimbursement environment between hospital-based and independent
facilities and Congress’s intent to hold independent facilities harmless from drug payment reform
changes that do not affect the hospital-based dialysis sector in the same material way. The hold-
harmless provision is cleatly meant to protect independent facilities from facing changes in
payment that would result in reimbursement amounts less than their costs.
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The hold-harmless language only makes sense if applied to take account of the different
economic situations in which hospital-based and independent facilities find themselves. Simply
put, the changes to 85 percent AWP or less do not affect hospital-based facilities, which are
reimbursed based on a reasonable cost basis. Therefore, it is inconsistent with Congressional
mtent to establish a single add-on rate that is applied to both hospital-based and independent
facilities.

CMS should apply the add-on adjustment, derived from independent facilines’ acquisition
cost data, to independent facilities only. Hospital-based facilities provide high-quality care to
patients with ESRD and deserve to be adequately reimbutsed, however, to combine these
percentages into a single adjustment ignores the real differences that Congress has consistently
recognized. By using a single add-on, CMS would be transferring part of the payments that
previously went to independent facilities to hospital-based facilities. This exacerbates the very
problem Congress sought to avoid.

The Calculation of the Add-On Factor Is Too Low

CMS should also increase the add-on percentage for very compelling policy and data-
based reasons. The agency set forth a single adjustment of 11.3 percent that would apply to both
hospital-based and independent facilities. Based upon analysis undertaken by The Moran Group,
? this number underestimates by as much as 9 percent the true difference between the payments
for separately billed drugs (including erythropoietin) under the current system and the acquisidon
costs described by the Office of the Inspector General.

KCP has strongly urged CMS to use the data from the 2002 Outpatient 5 Percent
Standard Analytical File to establish its base for calculating the add-on payment. Not only will it
provide a more accurate calculation, but it also will help ensure that Congress’s intent of holding
facilities harmless from the changes to drug reimbursement methodology are fulfilled.

Updates to the Add-On Adjustment

KCP has proposed that CMS describe how it will update the add-on adjustment in the
final rule because the proposed ASP-based payment system is not sustainable without update
mechanisms. A centtal feature of implementing the add-on adjustment is how CMS will update
it, consistent with the statutory requirements. Unfortunately, the Proposed Rule does not
address this vital issue. The proposed system for 2005 is not sustainable and will further
exacetbate the losses sustained by providers in delivering dialysis care to Medicare beneficiaries.
CMS must provide information to the renal community about how the separately billed drug
payments and add-on amounts will be updated before finalizing the rule. Therefore, KCP urged
CMS to include a discussion and details of the update mechanism in the Final Rule and to
provide interested parties with an opportunity to comment on it. Furthermore, this increase
should be applied to reflect accurately any increases in acquisition cost.

The cutrently proposed ASP-3 percent “proxy” for the drug acquisition costs of dialysis
facilities is not sustainable. First, it is based on a methodology that understates the true aggregate

2The Moran Group, Medicare Payment for Renal Dialysis Under Section 623 of the Medicare Modernisation Acr: Evalwation of
CMS’s Proposed Ratesetting Methodology, 19 (Sept. 2004).
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costs incurred by independent dialysis facilities associated with acquiring drugs. Second, the
dynamic drug pricing changes that are occurring and will continue to occur under the broader
Medicare Part B ASP-based drug payment reforms make projections based on an ASP-3%
system unreliable. There 1s no basis for assuming that the acquisition cost relationships in the
base snapshot taken by the OIG will continue to be reflective of the drug acquisition costs to be
faced by facilitties in 2005. Imphecit in the budget neutrality concept is the expectation that CMS
will reasonably project these payments to be made in 2005 and adopt a final drug margin add-on
and drug payment approach that will fairly compensate facilities, and for that matter, not
introduce distortions into the broader Part B drug payment reforms enacted by the Congress.
More positively, CMS acknowledged this challenge in the preamble, although the option was not
reflected in the actual proposal, by stating, “An alternative approach would be to use the 2003
acquisition prices from the OIG report, caleulate the aggregate differerice between such prices
and payments for drugs under the AWP system, update this difference to 2005 and then apply
the budget neutrality adjustment.”

CMS Should Delay Implementation of the Case-Mix Adjusted PPS

Section 623(d)(1) of the MMA establishes a basic case-mix adjusted PPS. The case-mix
approach proposed under the system is for a very limited number of patient characteristics. KCP
members are extremely concerned about the proposed system. While we recognize that CMS
may feel compelled by the statutory text to implement it by January 1, 2005, the Agency has the
discretion to delay implementation untl it has developed a system that works and does not place
dialysis patients at nisk by implementation of an inadequate and perhaps even unsound {certainly
untested) case-mix methodology that could significantly redistribute Medicare financing in
questionable ways. Indeed, while KCP members conceptually endorse sound, risk-adjusted
payments, there are reasons to believe implementation of this particular model could generate the
unintended result of being less than budget neutral, i.e. removing significant financing from the
ESRD system over several years. CMS has discretion to delay implementation of the case-mix
adjusted PPS and KCP has urged it to do so until it can significantly improve the methodological
and operational aspects of the system.

A threshold concern of KCP members is that the Proposed Rule does not contain
sufficient information to permit a full evaluation of the analysis upon which CMS relied when
selecting these adjustors for the case-mix system. Given the importance of the analysis to the
final policy, CMS should ensure that everyone interested in the regulations has access to the data
needed to evaluate it independently. Even if CMS had had the appropriate data upon which to
rely, the predictive value of the adjustors selected is questionable. Implementation of a system
that inaccurately predicts the resources needed for patient care could adversely impact quality of
care for this vulnerable population group.

In addition to the issues raised by the data and lack of predictability of the selected
adjustots, implementation in 2005 is also problematic because of the lack of administrative
resources available to ensure its appropriate application. First, current ESRD claims data and
2782 forms do not include sufficient information to implement either the peripheral vascular
disease (PVD) or AIDS comorbidity adjustors. Second, even if CMS immediately modified the
cost reports, it would be unlikely that providers would know whether their patients have PVD or
AIDS. Curtently, there is substantial disagreement as to how to define PVD.
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The administrative problems associated with AIDS are even more troubling. Generally
speaking, dialysis facilities, nephrologists, and other health care professionals within the renal
community do not know whether a patient has been diagnosed with AIDS. Rather than ask, they
rely upon dialysis center precautions outlined by the CDC to avoid exposing themselves and
other patients to the disease. Knowing a patient’s AIDS status is simply not necessary to
providing him/her with dialysis treatments. In addition, strict state confidentiality laws enforce
the practice of not asking patients if they have AIDS.

Because of the lack of predictability of the adjustors and the administrative difficulties
associated with reporting them, implementing the case-mix system as proposed would contradict
the desire of Congress to keep the system budget neutral. Instead, it would take away resources
that would otherwise be directed toward patient care. Consistent with the problems described
above, a substantial number of providers would not be able to code for the PVD and AIDS
comorbidity adjustors when submitting claims. As a result, their reimbursement payments would
be less than what they receive under the current system. Budget neutrality would be affected
with the proposed case-mix adjusters resulting in a budget negative situation.

CMS Should Adjust the Geographic Wage Index

KCP members have urged CMS to adjust the geographic wage index. Unlike
implementing the case-mix system, which requires complex methodological and administrative
changes to the ESRD program, adjusting the geographic wage index 1s a much easier process.
CMS should act to solve this problem now. The adjustment is necessary because the current
geographic wage index is based on data that 1s twenty years old. The adjustment would not only
be based upon new data, but also incorporate the Office of Budget and Management (OMB)
definitions of Metropolitan Statistical Areas (MSA), Combined Statistical Areas (CSA), and
“micropolitan.”

CMS Should Revise Its Reimbursement Policy for Facilities with Exceptions To Comply
with Congressional Intent

KCP is concetned that CMS proposes to require dialysis facilities with payment
exceptions (i.e. pediatric dialysis centers) to choose between continuing to be paid at their
exception rates and forfeiting their status by accepting the basic case-mix adjusted composite
rate. If they select the former, they will not receive the Section 623 adjustments, including the
add-on payment. This policy, in effect, eliminates the exception option by forcing facilities to
accept lower payments for separately billed drugs if they remain part of the exception payment
system. Therefore, KCP has urged CMS to permit facilities with exception rates to retain these
rates and to receive the add-on adjustment to their payment so they, too, are held harmless from
the changes to the reimbursement for separately billed drugs.

Venous Mapping:
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KCP strongly suppotts CMS’s proposal to establish a new G-code for venous mapping
for hemodialysis access placement. However, as proposed, CMS would restrict the code to
operating surgeons. This is not appropriate because, in most cases, non-surgical specialists, not
surgeons, perform venous mapping as they are on the frontline of care for dialysis patients. We
would hope that CMS revises its position and enables non-surgical specialists to use the new G-
code for venous mapping,

KCP members sincerely appreciate the opportunity to express our concerns before the
Senate Finance Committee and hope that CMS is responsive to the concerns we have expressed
in the Final Rule. We look forward to working with Congress and CMS to successfully
implement the ESRD provisions of the MMA.
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September 28, 2004

The Honorable Mark McClellan
Administrator

Centers for Medicare and Medicaid Services
Room 445-G

Hubert H. Humphtey Building

200 Independence Avenue, SW
Washington, DC 20201

Re:  Comments on Revisions to Payment Policies under the Physician Fee Schedule for Calendar
Year 2005; Proposed Rule; CMS-1429-P

Dear Administrator McClellan:

Kidney Cate Partners (KCP) is pleased to have the opportunity to provide the Centers for
Medicare and Medicaid Services (CMS) with comments about the Proposed Rule for the Calendar
Year 2005 Physician Fee Schedule (Proposed Rule).! KCP is an alliance of members of the kidney
care community that works with renal patient advocates, dialysis care professionals, providets, and
suppliers to improve the quality of care of individuals with irreversible kidney failure, known as End
Stage Renal Disease (ESRD).?

In brief, our comments address the provisions of the Proposed Rule that directly impact the
renal community and implement the Medicare Prescription Drug, Improvement, and Modernization
Act of 2003 (MMA). To summarize, KCP believes:

* CMS Appropriately Increases the Composite Rate Based Upon the Requirements of MMA;

e CMS Miscalculates the Add-On to the Composite Rate;

169 Fed. Reg. 47488 (2004).

2 A list of Kiduoey Care Partners coalition members is included in Atachment A.

Kidney Care Partners * 2550 M St NW « Washington, DC « 20037 » Tel: 202.457.5683
38048%0v7
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The Honotable Mark McClellan
September 28, 2004
Page 2

¢ CMS Should Delay Implementation of the Basic Case-Mix Adjusted PPS;
e CMS Should Consider Adjusting the Geographic Wage Index;

¢ (CMS Should Revise Its Reimbursement Policy for Facilities with Exceptions To Comply
with Congressional Intent; and

¢ Although CMS Proposes Needed Changes to Help Nephrologists Manage Their Patients,
the Agency Should Allow Nephrologists to Bill for Venous Mapping.

I Section 623: CMS Appropriately Increases the Composite Rate Based Upon the
Requirements of MMA

KCP members are pleased with the implementation of the 1.6 percent increase in the
December 31, 2004, composite rate consistent with the requirements of MMA § 623.

This increase 1s critically important to KCP members. The ESRD composite rate temains
the only Medicare prospective payment system (PPS) without an annual update mechanism to adjust
for changes in input prices and inflation. Over the years, dialysis providers have relied on increasing
efficiencies to continue to provide quality care and improved treatment outcomes without an annual
update in the composite rate. This progress can no longer be sustained. The lack of an annual
update presents a special challenge to dialysis providers. Overall labor rates, for example, went up
seven petcent between 2000 and 2001, according to MedPAC’s 2003 report. Nursing salaries rose,
on average, from $23,140 to $31,720 between 1992 and 2002, an increase of 27 percent, according to
the U.S. Bureau of Labor Statistics. Dialysis centets cannot afford to compete for nurses and other
professionals with health care providers that have PPS mechanisms with annual update formulas. To
ensure that ESRD patients continue to have access to high quality care, the composite rate must be
adjusted annually to cover dialysis providers’ real costs. Given the critical need for the increase, it is
essential that the agency correctly calculate the increase on the appropriate basis — the composite
rate as of December 31, 2004.

The KCP members hope the increase will serve as a first step toward future modernization
efforts, including 2 more institutionalized process that will recognize increases in the costs of
providing care to seriously ill patients. We look forward to working with the agency to develop an
annual update mechanism to ensure that the composite rate accurately reflects the cost of providing
high-quality care to Medicare beneficiaries.

38048907
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11. Section 303: CMS Miscalculates the Add-On to the Composite Rate

A. CMS Inappropriately Establishes a Single Add-On Adjustment that Fails to
Recognize the Real Differences between the Costs of Hospital-Based and
Independent Facilities

CMS should not apply 2 single add-on adjustment for hospital-based and independent
facilities. The proposal to distribute drug margin attributable to and derived solely from free-
standing dialysis facilities to hospital-based facilities is seriously flawed. Congress required the
agency to establish the drug margin add-on payment to the composite rate to address concerns
expressed by independent dialysis facilities that changes in the Part B retmbursement methodology
for separately billed drugs would destabilize the free-standing renal community. A single add-on
adjustment fails to recognize the significantly different reimbursement environment between
hospital-based and independent faciliies and Congtess’s intent to hold independent facilities
harmless from drug payment reform changes that do not affect the hospital-based dialysis sector in
the same material way.

A single add-on adjustment contradicts Congressional intent. Congress has consistently
recognized that there are differences between hospital-based and independent facilities by setting
different payment methodologies for these different types of facilides. Congress required CMS to
establish a different composite rate for hospital-based facilities than for independent facilides. The
Social Security Act (SSA) requires that the composite rate differentiate between hospital-based
facilities and other renal dialysis facilities. SSA § 1881(b)(7). CMS recognizes this in its regulatons.
42 CFR. §413.174(a)(1). Historically, this mandate has led CMS to set the composite rate for
hospital-based facilities significantly higher than that for independent facilities to reflect presumed
higher costs in hospital-based facilities that may have existed many years ago, For example, the
hospital-based rate is approximately $132.41, while the amount for independent facilities $128.35.
Although historically true, there is no statutory or regulatory requirement that the hospital-based
facility composite rate actually be higher than the one for independent facilities. There is no support
for the assumption that hospital-based facilities treat sicker patients than independent facilities.

Similarly, Medicare relies on different reimbursement methodologies for separately billed
drugs for the different facility types. Prior to 2004, Medicare reimbursed independent facilities for
these drugs using the lesser of the actual charge or 95 percent AWP. 42 C.F.R. §§ 405.701 &
413.174. For calendar year 2004, Medicare will continue to pay the lesser of actual charge or 95
percent AWP. Id. § 414.707(a){2)(iv). In stark contrast, Medicare reimburses hospitals on a
reasonable cost basis. Id § 413.174. Related to this difference is the fact that hospital-based dialysis
facilities do not file a separate cost report. Rather, they report costs on the hospital’s overall cost
report. This reporting difference makes it difficult to allocate and isolate the actual cost of dialysis in
the hospital setting.

3804890v7
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The difference in reimbursement methodology has led to significant differences in the
payments facilities receive. MedPAC has consistently recognized that Medicare’s payments to
independent facilities for separately billed drugs “are subsidizing the lower payment margins under the
composite rate.” MedPAC, Report to Congress 102 (March 2002); see also MedPAC, Report to
Congress 123 (March 2003).

Congress was well aware of the problem independent faciliries face because of the
inadequacy of the composite rate resulting in the need to cross-subsidize costs from separately billed
drug payments. When it decided to change how Medicare reimburses for Part B drugs, Congress
understood that it would negatively alter the payments to ndependent facilities for separately billed
drugs, placing those facilities at risk of being reimbursed at less than their total costs for providing
services to patients with ESRD.

In this context, Congress mandated that CMS provide an add-on payment to the composite
rate that would essentially hold independent facilities harmless from any decrease in payments for
separately billed drugs. MMA § 623. This language, which came from the Senate bill, was meant to
ensute that there would be no change in the aggtegate payments to independent facilities, as the
summary of the Senate version of the bill in the Conference Report indicates:

The composite rate for dialysis setvices fumished during 2004 would
be increased by an amount to ensure that the sum of the total
amount of the composite rate payments plus the payments that are
billed separately for drugs and biologicals (but not EPO) would equal
the composite rate payments plus payments made for separately
billed drugs and biologicals (not including EPO) as if the drug pricing
provisions of this legislation were not enacted.

H. Rpt. 108-391 684 (2003). The description of the conference agreement acknowledges the
mclusion of the Senate language by noting that the overall spending for ESRD services should result
in the same amount as if the previous system remained in place in 2005. I4, at 685,

The hold-harmless provision is clearly meant to protect independent facilities from facing
changes in payment that would result in reimbursement amounts less than their costs. Congress
knew when it reformed payments for drugs and biologicals that are not paid on a cost or prospective
payment basis that it would also be changing how Medicare reimburses independent facilities for
separately billed drugs. Even MedPAC has recognized as much in its most recent report by stating
that the MMA reflects the concerns it has repeatedly expressed to Congress that “Medicare’s policies
do not appropriately pay for outpatient dialysis services.” MedPAC Report to Congtess 160 (March
2004).

3804890v7
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The hold-harmless language only makes sense if applied to take account of the different
economic situations in which hospital-based and independent facilities find themselves. Simply put,
the changes to 85 percent AWP or less do not affect hospital-based facilities, which are reimbursed
based on a reasonable cost basis. Therefore, it is inconsistent with Congressional intent to establish
a single add-on rate that is applied to both hospital-based and independent facilities.

Given the differences between hospital-based and mdependent facilities recognized by
Congtess and MedPAC, CMS should apply the add-on adjustment, derived from independent
faciliies” acquisition cost data, to independent facilities only. CMS estimates that, if calculated
sepatately, the add-on adjustment for hospital-based facilities would be 2.7 percent, while it would
be 12.8 percent for independent facilities. The difference in percentages clearly demonstrates the
effects of the different underlying reimbursement methodologies. Hospital-based facilities provide
high-quality care to patients with ESRD and deserve to be adequately reimbursed; however to
combine these percentages into a single adjustment ignores the real differences that Congress has
consistently recognized. By using a single add-on, CMS would be transferring part of the payments
that previously went to independent facilities to hospital-based facilities. This exacerbates the very
problem Congress sought to avoid.

RECOMMENDATION: CMS should implement Congress’s intent and provide
the add-on adjustment to independent facilities.

B. The Calculation of the Add-On Factor Is Too Low

CMS should also increase the add-on percentage for very compelling policy and data-based
reasons, The agency set forth a single adjustment of 11.3 percent that would apply to both hospital-
based and independent facilities. Based upon analysis undertaken by The Moran Group ?, this
number underestimates by as much as 9 percent the true difference berween the payments for
separately billed drugs (including erythropoietin) under the current system and the acquisition costs
desctibed by the Office of the Inspector General.

To compute the add-on, CMS should have used actua/ 2002 ESRD drug spending amounts
(obtainable from the Medicare 2002 Outpatient 5 Percent Standard Analyrical File), rather than
creating an mputed 2002 base derived from a pooled 10-quarter time series of data. CMS’s base
period assumption of drug spending is clearly lower than the actual 2002 utilization recorded in the
2002 Outpatient 5 Percent Standard Analytical File. If the actual 2002 data were used, the estimate
of overall drug spending would tise by $257 million, or 9 percent. Assuming that the remainder of

¥The Motan Group, Medicare Payment for Renal Diakysis Under Section 623 of the Medicars Modernization Act: Evaluation of
CMS s Proposed Rateseiting Methadology, 19 (Sept. 2004).

380489077
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the CMS methodology is correct, the alternative base would result in a higher percentage for the
single add-on adjustment, taking it from 11.3 percent to 12.3 percent.

KCP strongly urges CMS to use the data from the 2002 Outpatient 5 Percent Standard
Analytical File to establish its base for calculating the add-on payment. Not only will it provide a
more accurate calculation, but it also will help ensure that Congress’s intent of holding facilities
harmless from the changes to drug reimbursement methodology is fulfilled.

RECOMMENDATION: CMS should rely upon actual 2002 drug claims data in
its methodology for calculating the add-on adjustment.

C. CMS Should Describe How It Will Update the Add-On Adjustment in the
Final Rule Because the Proposed ASP-Based Payment System Is Not Sustainable
without Update Mechanisms

A central feature of implementing the add-on adjustment is how CMS will update it,
consistent with the statutory requirements. Unfortunately, the Proposed Rule does not address this
vital issue. The proposed system for 2005 is not sustainable and will further exacerbate the losses
sustained by providers in delivering dialysis care to Medicare beneficiaries. CMS must provide
information to the renal community about how the separately billed drug payments and add-on
amounts will be updated before finalizing the rule. Therefore, KCP strongly urges the agency to
include a discussion and details of the update mechanism in the Final Rule and to provide interested
patties with an opportunity to comment on it.

Congress established an updating mechanism for the add-on payment in 2006 and beyond.
First, in 2006, Section 623 requires CMS to calculate the add-on payment by determining the
difference between the payment amounts for separately billed drugs and biologicals using 95 percent
AWP and the acquisition cost or ASP methodology for the drugs. MMA § 623(d) (42 US.C. §
1395:x(b)(12YC)(i1)). In 2007, CMS must adjust the add-on so that it incorporates separately billed
drugs and biologicals for which there were no billing codes prior to January 1, 2004. MMA § 623(d)
(42 US.C. § 1395ex(b)(12)(B)(1)(B)). In additon, CMS must increase the case-mix PPS amount by
applying the estimated growth in expenditures of separately billed drugs to the add-on component
and convert that amount to an applicable increase beginning in 2006 and continuing in subsequent
years. MMA § 623(d) (42 U.S.C. § 1395ex(b)(12)(F)). Congress envisioned this system to hold
facilities harmless for dynamic changes in drug costs, as evidenced by the November 20, 2003,
scoring report of the Congressional Budget Office, which concluded that there would be no savings
attributable to these provisions. Based on a budget scoring analysis prepated for KCP by The
Moran Company, it was estimated that using cutrent methodology, without an appropriate update in
place for 2006 and beyond, drug payments to providers (Medicare payments and beneficiary cost
sharing) would be § 855 million below acquisition costs over 2005 — 2014. Net of patient cost

38048907
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sharing, this would produce savings to the Medicare program of approximately $ 615 million over
this budget window

The way CMS implements the update will dramatically affect the quality of care for ESRD
patients. KCP strongly encourages CMS to preseat its implementation strategy i a tinely manner
and to ensure that it 1s consistent with the mandates of Secdon 623. It is imperative that CMS
include the mechanism in the Final Rule. The agency should describe the data it will use to update
the drug portion of the prospective payment based on changes in the estimated growth in separately
billed drugs. Additionally, this increase should be applied to reflect accurately any increases in
acquisition cost.

Further, the currently proposed ASP-3 percent “proxy™ for the drug acquisition costs of
dialysis facilities is not sustainable. First, it is based on 2 methodology that understates the true
aggregate costs incurred by independent dialysis facilities associated with acquiring drugs. Second,
the dynamic dmg pricing changes that are occurring and will continue to occur under the broader
Medicare Part B ASP-based drug payment reforms make projections based on an ASP-3% systemn
unrehable.  There is no basis for assuming that the acquisition cost relationships in the base
snapshot taken by the OIG will continue to be reflective of the drug acquisition costs to be faced by
facilities in 2005. Implicit in the budget neutrality concept is the expectation that CMS will
reasonably project these payments to be made in 2005 and adopt a final drug margin add-on and
drug payment approach that will fairly compensate facilities, and for that matter, not introduce
distortions into the broader Part B drug payment reforms enacted by the Congress. Mote positively,
CMS acknowledged this challenge in the preamble, although the option was not reflected in the
actual proposal, by stating: An altermative approach would be to use the 2003 acquisition prices
from the OIG report, calculate the aggregate difference between such prices and payments for
drugs under the AWP system, update this difference to 2005 and then apply the budget neutrality
adjustment.

To ensure a sustainable system over the long-term, it is imperative that CMS desctibe more
fully how it proposes to account for the changes that will occur in the drug acquisition costs facilities
will face, Therefore, we feel very strongly that CMS must comply with the provisions governing
acquisition costs and budget neutrality requirements by 1) updating the add-on payment on a regular
basis so as to take reasonable account of these matket dynamics, as well as the effects of broader
Part B payment reform, 2) and do so in a manner consistent with the concepts and objectives
evidenced in Section 1847A of the Social Security Act.

RECOMMENDATION: CMS should propose and allow comment on its plan to
implement the update to the drug component, which
must inclide 2 mechanism to reflect changes in
acquisition costs, in the Final Rule.

o7
ARORUNT
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III.  Section 623: CMS Should Delay Implementation of the Case-Mix Adjusted PPS

Section 623(d)(1) of the MMA establishes a basic case-mix adjusted PPS. The case-mix
approach proposed under the system is for a very limited number of patient characteristics. KCP
members are extremely concerned about the proposed system. While we recognize that the agency
may feel compelled by the statutory text to implement it by January 1, 2005, the agency has the
discretion to delay implementation until it has developed a system that works and does not place
dialysis patients at risk by implementation of an inadequate and perhaps even unsound (certainly
untested) case-mix methodology that could significantly redistribute Medicare financing in
questionable ways. Indeed, while KCP members conceptually endorse sound, risk-adjusted
payments, there are reasons to believe implementation of this particular model counld generate the
unintended result of being less than budget neutral, i.e. removing significant financing from the
ESRD system over several years.

A, CMS Has Discretion to Delay Implementation of the Case-Mix Adjusted PPS

Even though the statute indicates that the case-mix system should be in place by January 1,
2005, KCP strongly urges CMS to follow the path it has taken when developing other prospective
payment systems to ensure that the system is accurate, predictive, and does not threaten quality of
care. Specifically, the agency delayed implementation of the Hospital Outpatient PPS, as well as the
Home Health PPS and the Skilled Nursing Facility PPS. When establishing these systems, CMS
recognized the need for additional time beyond that allocated by Congress to ensure the
development of an appropriate case-mix methodology that accurately predicted resource needs. The
delay also provided the agency with more time to collect data and prepare each health care sector for
implementation. Consistent with this historical approach, CMS should take the time it needs to get
the system right. As described in detail below, if CMS wete to implement the system as proposed, it
would fail to meet the needs of the renal community because it is based upon an inaccurate
methodology, is cutrently administratively infeasible to implement, and would negatively impact
resources, thus jeopardizing patient care.

RECOMMENDATION: CMS should exercise its discretionary authority to delay
implementation of the case-mix adjusted PPS until it
can significantly improve the methodological and
operational aspects of the system.

B. The Proposed Case-Mix Methodology Is Flawed Because Its Adjustors Are
Not Accurate

To establish the case-mix system, CMS proposes adjustments based upon the patient
characteristics of gender and age and the patient comorbidities of petipheral vascular disease (PVD)
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and Acquired Immune Deficiency Syndrome (AIDS). KCP is concerned that these adjustors do not
accurately predict cost variation among facilities.

CMS proposes adjustments based on gender and age. Noting that age and sex are routinely
used in other risk adjustment schemas, CMS proposes to establish three age-based categories (under
65, 65-79, and over 80). Citing a report from the Kidney Epidemiology and Cost Center (KECC),*
the preamble states that facilities treating patients in the younger and older categories have higher
costs. CMS also proposes to include two comorbidity adjustors: PVD and AIDS.

A threshold concern of KCP members is that the Proposed Rule does not contain sufficient
information to permit a full evaluation of the analysis upon which CMS relied when selecting these
adjustors for the case-mix system. Given the importance of the analysis to the final policy, CMS
should ensure that everyone interested in the regulations has access to the data needed to evaluate it
independently.

The importance of providing the public with access to the underlying analysis is augmented
by CMS’s own admission that it does not have adequate data to evaluate fully all comorbidities. In
fact, it remains uncertain whether the agency currently has sufficient data to examine the
comorbidittes that it did. For example, using data reported on esther Form 2728 or from Medicare
claims data for the previous three years, the KECC reported that the estimate of the incidence of PVD
ranged from 58.6 percent to 70.2 percent of ESRD patients, depending on the type and location of
facility. The estimate for AIDS incidence ranged from 1.3 percent to 4.4 percent.

As part of its consideration of the Proposed Rule, The Moran Group noted that data
describing patient level cost is not available from current sources, which would make it difficult for
the agency to impute these costs in a meaningful way. To establish the limited pattent charactetistics
for the basic case-mix adjusted PPS, the preamble indicates that CMS relied upon Medicare claims
history files and CMS Form 2728. Use of these data is problematic because they are non-
contemporaneous data sources. The Moran Company also noted that conducting the regression
analysis using facility-level average costs per treatment from cost reports rather than using patient-
specific data is problematic and could seriously undermine any conclusions drawn from the
information. Given these problems, it would seem more prudent for CMS to have first developed
mechanisms to collect the necessary data upon which to base its analysis, to validate these data, and
to work collaboratively with dialysis centers on this process.

Even if CMS had had the appropriate data upon which to rely, the predictive value of the
adjustors selected 1s questionable. For example, KECC’s analysis shows that the PVD and AIDS

*Kidnev Epidemiology and Cost Center, The University of Michigan, Methodology for Developing a Basic Case Mix Adjustment
Jor the Medicare ESRD Prospective Payment System (2004).
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adjustors are not statistically significant for 2002, but rather gained in significance only when three
years of data are pooled. Based on the adjusted R-squared values, it appears that the control
variables (vartables not included as case-mix adjustors)’ account for more of the variance in facility
costs than the case-mix variables (¢.g, 32.4 percent as opposed to 0.6 percent) duning the 2000-2002
pooled time period.

In addition, KECC’s analysis demonstrates that application of the comorbidity adjustors to
the composite rate does not result in substantial improvement in predictive value when evaluating
adjustments using the 2000-2002 facility cost data. When the percent change due to the proposed
implementation of the case-mix adjusted composite rate payments is calculated for 2000-2002,
assuming complete reporting of PVD and AIDS status, none of the facility types would experience
more than a 1.0 percent increase or decrease in their composite rate payment. According to
KECC’s analysis, independent facilities would experience a (1.14 percent increase and hospital-based
facilities would experience a 0.29 percent increase in their composite rate payments. This analysis
implies that the system would not function as it should, raising concerns about the potential negative
impact of the proposed system on quality of care. Implementation of a system that inaccutately
predicts the resources needed for patient care could adversely impact quality of care for this
vulnerable population group.

RECOMMENDATION: CMS should delay implementation of the case-mix
adjusted PPS system until a statistically valid system is
developed that accurately aligns treatment costs with
patient demographic and clinical characteristics.

C. Implementation of the Case-Mix System Should Be Delayed Because It
Would Be Administratively Infeasible to Implement at this Time

In addition to the issues raised by the data and lack of predictability of the selected adjustors,
implementadon in 2005 is also problematic because of the lack of administrative resources available
to ensure its appropriate application.

First, current ESRD claims data and 2782 forms do not include sufficient information to
implement either the PVD or AIDS adjustors. The claims data contain primarily the patient’s
principal diagnosis. Because facilities do not regularly collect these data, there will be a substantial
cost associated with the required changes in coding, billing, and claims submission processes if this
system were to be implemented.

5Control variables included: skilled nursing facility wage index, a facility size varable, hospital-based vs. independent
status, chain ownership for the six largest chains vs. smaller chains, and percent of Medicare patients with a urea
reduction ratio greater than or equal to 65 percent.
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Second, even if CMS immediately modified the cost reports, it would be unlikely that
providets would know whether their patients have PVD or AIDS. Cutrently, there is substantal
disagreement as to how to define PVD. To determine whether their actual records correspond to
CMS estimates for PVD, KCP members examined their patient files. They concluded that the rates
of PVD were substantially lower than the CMS estimates. Until the renal community can agree
upon a definition, it will be administratively impossible to implement PVD as a predictive adjustot.

The administrative problems associated with AIDS are even more troubling. Generally
speaking, dialysis facilities, nephrologists, and other health care professionals within the renal
community do not know whether a patient has been diagnosed with AIDS. Rather than ask, they
rely upon dialysis center precautions outlined by the CDC to avoid exposing themselves and other
patients to the disease. Knowing a patient’s AIDS status is simply not necessary to providing
him/her with dialysis treatments.

Strict state confidentiality laws enforce the practice of not asking patients if they have AIDS.
According to a recent sutvey conducted by Professor Lawrence O. Gostin at Georgetown
University Law Center on behalf of the Centers for Disease Control and Prevention (CDC), virtually
all states have enacted statutes to protect the confidentiality of individuals with HIV/AIDS. ¢ At the
time of the sutvey, thirty-eight states required a patient’s informed consent before his/her
HIV/AIDS status could be disclosed. For example, Massachusetts prohibited disclosure of HIV
status without the patient’s written consent, and New York and New Jersey also had stringent
prohibitions on disclosure. Inappropriate disclosures subject the responsible party to criminal
and/or civil penalties. Even KECC, which undertook the research to assist CMS with identifying
the adjustors, noted that state laws could negatively impact the reporting of AIDS status. In its own
analysis, it excluded seven to eight percent of the data in part because state confidentiality laws
restricting the reporting of AIDS made the data unusable.

Having facilities report their AIDS data in the aggregate is not a viable solution either. As
the Federal Standards for Privacy of Individually Identifiable Health Information (the HIPAA
Privacy Regulation) recognize, disclosing health information that contains only a few identifiers can
often lead to the identity of the patient being disclosed, especially in areas with smaller populations.
Even if all identifiers are stripped, reporting that includes age, race/ethnicity, gender, and othet
factors used in “small cell size reporting” remains problematc. For example, the Health Resources
and Services Administration (HRSA) restricts reporting AIDS along with these factors on small cell
reporting because of the risk of disclosure. Given the fact that CMS’s proposed adjustors also

¢Lawrence O. Gostin, Zita Lazzanny, and Kathleen M. Flaherty, Legislative Survey of State Confidentiality Laws, with Special
Emphasis on HIV" and Immunization, Final Report presented to the U.S. Centers for Disease Control and Prevention
(1996).
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include age and gender, the concerns raised by the HIPAA Privacy Regulation and the HRSA policy
would exist with the case-mix reporting as well.

If providets are unable to report the characteristics of their unique patient profile, then the
case-mix adjustors will not be accurate facility-specific measures but rather an approximation of their
patient profile. This alternative would expose providers to substantial fraud and abuse lability if
they could not provide the proper documentation upon request to federal and/or state officials.

RECOMMENDATION: CMS should refrain from relying on adjustots that
cannot be easily known by providers.

D. If Implemented as Proposed, the Case-Mix System Would Negatively Affect
Resources Needed to Treat Patients

Because of the lack of predictability of the adjustors and the administrative difficulties
associated with reporting them, implementing the case-mix system as proposed would contradict the
desire of Congress to keep the system budget neutral. Simply put, it would take away resources that
would otherwise be directed toward patient care. Consistent with the problems desctibed above, a
substantial number of providers would not be able to code for the comorbidity adjustots when
submitting claims. As a result, their reimbursement payments would be less than what they receive
under the current system. The Moran Group modeled the potential impact of PVD and AIDS
coding issues on total ESRD reimbursements under three sets of assumptions.

3804890vT
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EFFECTS OF NON-CODING OF COMORBIDITIES’

The effect of non-coding ranges from —0.77 percent to —1.6 percent, depending upon the incidence
of PVD and AIDS. As The Moran Group’s analysis shows, the administrative problems described
above will lead to a system that actually decreases overall payments for ESRD. This cleatly
contradicts Congress’s express intent that CMS design a system that is budget neutral and the CBO
estimates that the case-mix systetm would not result in savings. MMA § 623; CBO, November 20,
2003 Estimates of the MMA.

RECOMMENDATION: CMS should tely upon the discretion it has used in the
past to delay implementation of the case-mix adjusted
PPS so that it can ensure that it has established the
appropriate methodology, has the data it needs, and has
wotked collaboratively with the renal community on
implementation.

IV.  Section 623: CMS Should Adjust the Geographic Wage Index

KCP members strongly urge CMS to adjust the geographic wage index. Unlike
implementing the case-mix system, which requites complex methodological and administrative
changes to the ESRD program, adjusting the geographic wage index is 2 much easter process. CMS
should act to solve this problem now.

Source: The Moran Group, Medicare Payment for Renal Dialysis Under Section 623 of the Medicare Modernszation Adt:
Evaluation of CMS s Proposed Ratesttting Methodolagy 19 (Sept. 2004). Average Case Mix, All Facility Types using CMS
Weights 1.1919.
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The adjustment is necessary because the current geographic wage index is based on data that
is twenty years old. The adjustment would not only be based upon new data, but also incorporate
the Office of Budget and Management (OMB) definitions of Metropolitan Statistical Areas (MSA),
Combined Statistical Areas (CSAs), and “micropolitan.” Congress recognized the need for such an
update and directed CMS to adjust the geographic wage index. MMA § 623(d). Additionally,
MedPAC has recommended that CMS update its information on wage rates in different markets by
occupation and provider type. MedPAC, Report to the Congress (March 2001).

KCP members suggest that CMS implement the adjustment as follows. Within 180 days, the
agency should report on the impact of implementing an adjusted geographic wage index and include
a transition plan. The adjusted index should apply the OMB definitions of MSAs, CSAs, and
“micropolitan” to the dialysis community in a manner that is consistent with the agency’s
methodology for hospitals. The transition period should not exceed two years.

RECOMMENDATION: CMS should update the geographic wage index for the
ESRD applying the new OMB definitions and in a
manner consistent with the intent of Congress and
MedPAC’s recommendation.

V. Section 623: CMS Should Revise Its Reimbursement Policy for Facilities with
Exceptions To Comply with Congressional Intent

KCP applauds CMS for maintaining the ESRD composite rate exception and is extremely
pleased that Congress restored the exception for pediatric facilities. We are concerned, however,
that the agency proposes to require dialysis facilities with payment exceptions to choose between
continuing to be paid at their exception rates and forfeiting theit status by accepting the basic case-
mix adjusted composite rate. If they select the former, they will not receive the Section 623
adjustments, including the add-on payment. 69 Fed. Reg. at 47535. This policy in effect eliminates
the exception policy by forcing facilities to accept lower payments for separately billed drugs if they
remain part of the exception payment system. Therefore, KCP strongly utges CMS to permit
facilities with exception rates to retain these rates and to receive the add-on adjustment to their
payment so they too are held harmless from the changes to the reimbursement for separately billed
drugs.

By not adjusting their exception rates to hold them harmless from changes to the Part B
drug reimbursement methodology, CMS is thwarting Congress’s clear intent to protect these
facilities. Congress signaled its desire to protect these facilities originally in the Medicare, Medicaid,
and SCHIP Benefits Improvement and Protection Act of 2000 (BIPA), Pub. Law. 106-544,
Appendix F, § 422(2)(2). The restoration of the pediatric facilities exception in the MMA
demonstrates Congtess’s desire to maintain the exception rates program as well. MMA § 623(b).
Congtess also sought in the MMA to protect @/ independent facilities from the negative
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reimbursement implications of changes to the Part B drug reimbursement methodology by
establishing an add-on component to the new case-mix adjusted PPS. MMA § 623(d)(12)(B) ).

This language indicates that Congress clearly understands that some facilides will experience
higher costs than others and that there should be excepuon rates for facilities that meet the
requirements set forth by CMS. The purpose of these exceptions is to allow facilities faced with
legitimate utilization trends that result in higher allowable costs per treatment to receive payments
that are greater than the composite rate. To ignore the fact that the reimbursement methodology
changes for separately billed drugs will lower the overall reimbursement for these facilities disregards
Congressional intent. CMS has discretion as to how it structures the exception rates. SSA §
1881(b)(7). We suggest it use this disctetion to provide facilities with exception rates the same add-
on adjustment that is part of the case-mix adjusted composite rate to ensure that Congress’s intent
to hold dialysis facilities harmless from the Part B changes is fulfilled.

RECOMMENDATION: CMS should provide facilities that receive exception
rates with the same add-on adjustment that is part of the
case-mix adjusted composite rate.

V1.  Although CMS Proposes Needed Changes to Help Nephrologists Manage Their
Patients, the Agency Should Allow Nephrologists to Bill for Venous Mapping

A. CODING—TELEHEALTH: CMS Should Maintain ESRD-Related Services
as Part of Medicare’s Telehealth Setvices

KCP members appreciate the expansion of Medicare’s telehealth services to include ESRD-
related services with two of three visits per month and ESRD-related services with four or more
visits per month. This change will especially benefit patients who live in Health Professional
Shortage Areas (HPSAs) and the nephrologists who care for them by providing an alternative means
of visiting with them.

RECOMMENDATION: CMS should retain the revision to telehealth services in
the Final Rule.

B. CODING—VENOUS MAPPING: CMS Should Allow Nephrologists to Bill
for Venous Mapping and Revise the Proposed Rule so that the Apptopriate
Type of Codes Are Used

KCP strongly supports CMS’s proposal to establish a new G-code for venous mapping for
hemodialysis access placement. However, we encourage the agency to make some important
modificatons to maximize the benefits of this change for patients.

~15-
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Venous mapping is critically important to patients since it ensures high quality dialysis. In
most cases, non-surgical specialists, not surgeons, perform venous mapping because they are on the
frontline of care for dialysis patients. As proposed, CMS would restrict the code to operating
surgeons. If maintained, the restriction would lirmut the ability of patients to receive this important
service. In addition, to maximize the effectiveness of this service, it is important that Medicare
reimburse providers for it regardless of whether placement subsequently occurs. The minimal costs
of the procedure are outweighed by the potential savings that result from fewer hospitalizations and
the improvement in quality of care.

RECOMMENDATION: CMS should modify the venous mapping policy to
ensure that all patients can access this important
procedure.

C. MANAGING PATIENTS ON DIALYSIS: As Proposed, CMS Should
Maintain Its Commitment To Count Observational Visits as Visits for
Purposes of Billing the Monthly Capitation Payment

KCP members are pleased that CMS proposes to include the observation setting among the
sites-of-setvice in which the G-code visits can be provided. This change reflects the reality of how
physicians care for their patients on dialysis. However, it remains unclear how nephrologists from a
different practice ot location should bill for dialysis-related physician services provided to padents in
the observation setting. We suggest that these physicians or physician extenders be permitted to use
CPT code 90935, hemodialysis, one evaluation, for these services.

RECOMMENDATION: CMS should retain this modification and clarify how
nephrologists from different practices/locations can bill
for these services.

D. MANAGING PATIENTS ON DIALYSIS: ItIs Appropriate for CMS To
Change the Descriptions of Relevant G-codes To Account for Issues Related
to Providing ESRD-Related Services to Transient Patients and for Partial
Month Scenarios

KCP supports CMS’s decision to revise the G-codes and address the gaps in payment for
partial month payment scenarios. This change will provide a consistent way to bill for transient
patients, home patients, and those situations in which a patient is hospitalized, receives a transplant,
or dies before a physician or physician extender could complete an assessment.

3804890v7
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We suggest that CMS also include all situations in which a nephrologist or physician
extender performs a visit with a dialysis patient, regardless of the status of the complete assessment,
so that physicians may be considered for reimbursement in these instances. Although we appreciate
that CMS seeks to ensure that every dialysis patient receives a complete assessment each month,
there are more approptiate ways to encourage this practice than by prohibiting physicians from
seeking reimbursement for providing specific services to patients and incurring practice expense and
professional hability costs.

Finally, we suggest that rather than identify patients as “transient,” CMS refer to them as
“visiting.” This nomenclature avoids the pejorative connotations of the term “transitent.” Similarly,
we suggest defining a “visiting patient” as “a patient receiving dialysis or renal-related care whose
care is temporarily supervised (for less than one month’s time) by a physician who is not a member
of the practice that usually charges under the MCP or G codes.”

RECOMMENDATION: CMS should slightly expand this modification to the G-
codes and revise the langunage related transient patients.

VII.  Conclusion
KCP members sincerely appreciate your review of our concemns and look forward to

working with the agency on implementing the MMA. Please do not hesitate to contact Kathy
Means at 202-457-6328 if you have questions regarding these comments.

Sincerely,

Kathleen E. Means
President

Kidney Care Partners

Attachments
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Attachment A — Kidney Care Parters Coalition Members

Abbott Laboratories
Aksys, Lud.

American Kidney Fund
American Nephrology Nurses Association
American Regent, Inc.

Amgen
Baxter Healthcare Corporation
Bone Care International
California Dialysis Council
Centers for Dialysis Care
DaVita, Inc.

Fresenius Medical Care North America
Gambto Healthcare/USA
Genzyme
Medical Education Institute
National Kidney Foundation
National Renal Administrators Association
Northwest Kidney Centers
Physicians Dialysis, Inc.

Renal Cate Group
Renal Physicians Association
Renal Support Network
Satellite Health Care
Sigma-Tau Pharmaceuticals, Inc.
Watson Pharma, Inc.
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September 23, 2004

Senate Finance Comumittee

Attn, Editorial and Document Section
Room 8D-203

Dirksen Senate Office Building
Washington, DC 20510-6200

Dear Senate Finance Committee:

Thank you very much for the opportunity to include the views of the National Psoriasis
Foundation in the record of the September 14, 2004 Senate Finance Committee hearing
entitled “Implementing the Medicare Prescription Drug Benefit and Medicare
Advantage Program: Perspectives on the Proposed Rules.”

Enclosed is the statement of the Psoriasis Foundation. We would be happy to provide
an electronic copy via email if you require that.

"The National Psotiasis Foundation is the leading US. nonprofit organization working
to improve the quality of life of over 5 million Americans with psoriasis and/or
psoriatic arthritis. The Foundation connects patients with each other, funds research,
produces educational materials, advocates for patients who face disability, insurance,
discrimination, and other challenges, works to shape public policy, and more.

Please contact me at 800.723.9166 xt 367, 503.546.8367, or nyssnen@ psoviasis.ong if you
have any questions, Thank you.

Robert Gassner
Director of Advocacy

enclosure
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Our mission is to improve the qualliy cf life of people who have psoriasis and
i\ psoriatic arthritis, Through ed: and ady we promote awareness and
understanding, ensure access to treatment and support research that will lead to
effective management and, ultimately, a cure.

S of the National Psoriasis Foundati
for the United States Senate Commxttee on Fmance hearing on
“Implcmentmg the Medicare Prescription Drug Benefit and Medicare
ge Program: Perspectives on the Proposed Rules”
September 14, 2004

‘Thank you for the opportunity to present these coraments o the
Committee on Finance.

A recent study estimated that there are more than 800,000 Americans
age 65 or older with psoriasis, and nearly 1.5 million 55 or older with the
disease.! One-third of those older Americans have what is considered moderate
to severe psoriasis, which often requires systemic medications. These Americans
are part of the present and future Medicare population who most need a
prescription drug benefit, and we would like 1o share our thoughts about howa
prescription drug benefit, done right, can lead to healthier older Americans and
even lower total health care costs.

Psoriasis is a lifelong skin disease that occurs when faulty signals in the
immune system cause skin cells to regenerate too quickly— every three to four
days instead of the usual 30-day cycle. Extra skin cells build up on the skin's
surface, forming red, flaky, scaly lesions that can itch, crack, bleed and be
extremely painful. Psoriasis generally appears on the elbows, knees, limbs and
scalp but it can appear anywhere on the body, covering some people from head
to toe. The Food and Drug Administration reports that psoriasis has two peaks
of occurrence, one at 20-30 years of age and one at 50-60 years of age,
indicating that while some patients have faced psoriasis for decades by the time
they are eligible for Medicare, others are grappling with a relatively new disease
at that time.”

In addition to skin symptoms, about one quarter of psoriasis patients
have also been diagnosed with psoriatic arthritis, a degenerative discase of the
joints and connective tissues associated with psoriasis, and similar to rheumatoid

! Stern et al., “Psoriasis Is Common, Carries a Substantial Burden Even When Not Extensive,
andIs d with Wid d Treatment Dissatisfaction,” Journal of I

Dermatology S: fum P dings, March 2004. The study used national survey data
commissioned by the National Psoriasis Foundation,

2 “Background for Advisory Committee Meeting to Discuss Oral Tazarotene for the Treaument
of Moderate 1o Severe Psoriasis,” Food and Drug Administration, July 2004,
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arthritis. A 1999 study found that psoriasis can cause reductions in physical and
mental functioning comparable to that seen in diabetes, heart disease,
hypertension, and depression.®

Treatments for moderate to severe psoriasis present patients with
difficult trade-offs. While several treatments are effective for many patients in
controlling their symptoms, these treatments often carry the risk of serious side
effects. For example, methotrexate, an anti-cancer drug that has been used to
treat moderate to severe psoriasis since the 1950s, can be toxic to the liver,
particularly in patients who consume alcohol. Even on the relatively low doses
used for psoriasis, some patients die from taking the drug.

Cyclosporine clears most psosiasis patients, but also causes kidney
damage in most patients, limiting its use to one year— not much help fora
lifelong disease. “PUVA,” which combines ultraviolet light (UVA) and the drug
psoralen, can increase carcinomas and possible melanoma, And an oral retinoid
like acitretin can cause bone changes and organ damage. Finally, the relatively
safe treatment of ultraviolet light “B” (UVB) often requires three doctor’s office
visits per week for months, which can be a challenge for some older Americans.

In the last two years, the FDA has approved three new “biologic”
medications for psoriasis, and one has been approved for psoriatic arthritis,
Others are in advanced clinical trials, These drugs, so far, appear to be free from
some of the dangerous side effects of older medications, although long-term
side effects will not be known for many more years. These drugs, however, are
relatively expensive, and like all psoriasis medications, they do not work for
everyone.

The bottom line for psoriasis patients today is that no treatment works
for everyone, some treatments work for a while then lose effectiveness over
time, all treatments carry a unique set of side effects, and newly-approved
treatments are also currently the most expensive. This presents a challenging
situation for patients and their physicians.

For these reasons, it is essential that Medicare beneficiaries have access
to the full range of psorasis therapies, so they, in conjunction with their
physician, can use the treatments that are most appropriate for them. The
Psoriasis Foundation urges United States Pharmacopeia (USP) to create Model
Guidelines that do not discourage access to this full range of options. We also
urge the Centers for Medicare and Medicaid Services (CMS) to direct
prescription drug plan sponsors and Medicare Advantage organizations to offer
psoriasts and psonatic arthritis patients this full range of treatment options at
reasonable prices.

3 Rapp et al,, “Psoriasis causes as much disabilty as other major medical diseases,” Journal of
the American Academy of Dermatology, September 1999,
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"The Psoriasis Foundation also urges CMS to guard against harmful
utilization management strategies. Right now across the country, prohibitive
cost shaning and inappropriate step therapy and unnecessary prior authorization
requirements are unfairly hurting psoriasis patients, This should not be allowed
to carry over into this new Medicare benefit.

With specific attention to the Draft Model Guidelines developed by
USP, the Psoriasis Foundation has the following suggestions:

B We applaud the proposed creation of a category called “antipsoriatics”
(Line 51}, but believe the proposed classes use language that is
inadequate and confusing, An approved therapy could fit into more than
one suggested class. Some approved therapies might be left out entirely
because only a minimum of two drugs is required in each class. As
described above, the various therapies for psoriasis are distinct in their
effectiveness and side effects, so access to the full range of therapies is
necessary in order to meet the medical standard of care.

B The category “antipsoriatics” should include several more classes in a
way that accommodates all of the following types of treatments: Vitamin
D analogues (topical), retinoids (topical and oral), immunomodulators
(e.g., corticosteroids), immunosuppressants (e.g., cyclosporine),
calcineurin inhibitors, antiproliferative agents {e.g., coal tar),
phototherapy agents, TNF inhibitors, and T-cell mediators.

B We are concemed about the “recommended” nature of the subdivisions.
Will some formularies simply be allowed to leave out subdivisions, and
effective therapies, entirely? For example, psoralen (Line 104) is essential
1o “PUVA” phototherapy.

W We recommend that the Guidelines recognize TNF inhibitors (Line
126) as a distinct pharmacologic class rather than a subdivision, and also
include a pharmacologic class called “T-cell mediators”. TINF inhibitors
(e.g., etanercept, others in development) and T-cell mediators {e.g.,
alefacept, efalizumab, others in development) are major advances for
treatment of psoriasis ot/ and psoriatic arthritis. As with the other drugs
mentioned above, they each have different clinical effects and safety
profiles and are therefore appropriate for certain patients and not for
others. They are also currently available on many formularies.

With regard to the formularies that will be developed using the
Guidelines:

B We trust formularies will not limit the possibilities for various
combination therapies. This is a standard of care that applies to many
patients, not just those with psortasis.
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M If the formularies limit access to therapies for psoriasis or psoriatic
arthritis, this will discourage many people, particularly patients with
moderate to severe psoriasis and/or psoriatic arthritis, from enrolling in
the Medicare drug benefit. This may be seen as discriminatory and could
hamper implementation of the benefit. For example, only one drug is
FDA-approved with a specific indication for psoriatic arthritis. A
formulary that did not offer this drug would be inadequate.

® Ve also hope the guidelines will lead to formularies that provide
flexibility for patients and physicians. This is particularly important for
people with chronic conditions, who have a high incidence of
comorbidities.

Finally, the Psoriasis Foundation supports and strongly encourages CMS
to consider carefully the comments on the Medicare Prescription Drug Benefit
proposed rules that the National Health Council will submit soon.

The Medicare Prescription Drug Benefit that begins in 2006 will offer
older Americans an historic opportunity to improve their health. We applaud
lawmakers for recognizing the need to include a prescription drug benefit within
Medicare. We look forward to working with Congress, CMS, and USP to make
sure that the program fulfills its promise to Medicare beneficiaries with psoriasis
and psoriatic arthritis.

About the National Psoriasis Foundation

The National Psoriasis Foundation is the leading nonprofit organization fighting
1o improve the quality of life of the more than 5 million Americans diagnosed
with psoriasis and/ or psoriatic arthritis and their families. Its mission is to
educate people about these discases and their treatments, raise public awareness,
and support ongoing research. The organization is headquartered in Portland,
Ore. For more information, please call the Psoriasis Foundation at 800.723.9166
or visit hup:// wanpsoriasis.org
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Implementing the Medicare Prescription Drug Benefit and Medicare Advantage
Program:
Perspectives on the Proposed Rule

Today, the U.S. Senate Finance Committee is examining CMS’s proposed regulations to
implement the Medicare drug benefit and the Medicare Advantage program. Iam pleased
to have this opportunity to submit for the record my views on the appropriate size of the
Medicare Advantage regions.

I believe that for Medicare Advantage regional PPOs, large, multi-state regions are
important to the success of the Medicare Modernization Act (MMA), especially in
providing access to beneficiaries in rural areas. It is my strong conviction that 50 single-
state regions would merely reflect the status quo, and the status quo has not created a
vibrant, consumer-driven Medicare program that provides broad-based access to
affordable, high quality care. Large, multi-state regions for the PPO offering are the best
way to reach the most people, including those in rural and other areas traditionally
underserved by coordinated health care financing and delivery models. Single-state
regions do not provide incentives to participate in underserved areas, nor to keep intact
existing metropolitan service areas that cross multiple state borders.

However, the size of the regions is only part of the equation in making regional PPOs a
success. In particular, the following two issues are relevant to the program’s success:

e First, we believe that beneficiaries located in rural areas with a limited selection of
health care services providers may not have access to regional PPOs if the provider
and the regional carrier are unable to agree on terms for a contract. To ensure
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choices for beneficiaries in parts of the region where there is a limited supply of
providers, those providers who accept patients in traditional Medicare should not be
permitted to discriminate against patients who choose the regional plan.

¢ Second, we want to work with CMS and Congressional leaders to examine ways to
level the competitive playing field between regional PPOs and local Medicare
Advantage offerings. In particular, premium and benefit flexibility within a region
may be necessary for regional PPOs to address the issue of cost disparities between
urban and rural geographies within that particular region.

1 greatly appreciate your leadership on these issues and look forward to working with you
to improve the affordability and value of the Medicare program specifically in advancing
the health and well-being of covered beneficiaries.



