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PROCEEDTINGS

MR. HACKBARTH: Okay, the time has come for us to

begin.

Welcome to our guests in the audience.

Our first topic for today is Medicare’s use of

coverage with evidence development. Nancy?

MS. RAY: Thank you, Glenn. Good morning.

I'm here to begin to discuss with you Medicare’s

use of coverage with evidence development. I’'m going to

summarize Medicare’s activities using this policy, and T

will also present two case studies that will show how this

policy was applied. I will then close the presentation with

a discussion of two key challenges encountered by Medicare

and implemented in this policy.

To look at this issue, the Commission contracted

with the Center for Medical Technology Policy led by Sean

Tunis. Your briefing paper on this presentation has been

greatly informed by the work by the Center for Medical

Technology Policy.

This is a new issue for the Commission, and so

this session is meant to be informational. We are not

asking commissioners to reach any decisions this morning.
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Coverage with evidence development is an approach
for payers, including Medicare, to pay for potentially
beneficial medical services that lack clear evidence showing
their clinical effectiveness in specific patient
populations. Coverage with evidence development provides
patients access to medical services while evidence is being
generated, thus assisting payers as they develop payment
decisions, and helping patients and medical providers make
more informed clinical decisions.

Coverage with evidence development provides an
approach that permits payers to move beyond the yes/no
coverage decisions by paying services in concert with
systemic data collection and evaluation.

CED, coverage with evidence development, is an
important tool for Medicare to use when developing payment
policies. Medicare, because it is a very large payer, has
come under particular pressure to find ways to reconcile the
tension between developing evidence-based policies and being
responsive to the pressure from product developers,
providers and patients, to pay for new services and new
indications of existing services.

The goal in CED is to provide access to services
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while addressing research questions that were unlikely to be

done otherwise. CED gives Medicare an opportunity to

generate data on the utilization and impact of a service so

that the program can develop more evidence-based policies.

Medicare implements CED policies through its

national coverage determination process. Under CED,

Medicare for services as long as evidence is generated

through a clinical research protocol which may take the form

of an observational study or randomized clinical trial.

Medicare outlines the requirements of the CED study, and at

that point interested parties may agree to participate in

the funding and implementation of the study.

Medicare has not implemented that many CED

studies, roughly about 10. As you can see from this list,

coverage with evidence development has been used to pay for

surgery, imaging services, devices, diagnostic tests and

drugs.

So I’d like to move on to the first of our two

case studies.

Although not termed coverage with evidence

development at the time, Medicare first used such a policy

in covering lung volume reduction surgery for severe
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emphysema in 1995. Use of this surgery was increasing among

beneficiaries in the 1990s despite extremely limited

clinical evidence.

CMS, then HCFA, observed a relatively high 30-day

mortality rate following the procedure. Consequently, CMS

issued a national coverage decision that paid for the

surgery when beneficiaries were treated according to an NIH

clinical trial called the National Emphysema Treatment

Trial. This seven-year trial showed that some patients were

more likely to die if they underwent surgery rather than

rehabilitation without surgery, while others achieved a

slightly better quality of life or a small survival benefit

from this surgery.

Following publication of the study’s finding in

2003, Medicare revised its coverage policy to cover all

patients who matched the characteristics of patients in the

trial, who experienced a survival or quality of life

benefit. Since then, use of the surgery has remained low.

Some of the lessons learned from this case study

include that useful clinical evidence can be generated at

the same time as providing patients access to a service, and

Medicare can refine its coverage policies based on
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information collected via a coverage with evidence
development effort.

Moving to the second case study, in 2005, CMS
implemented a coverage with evidence development policy for
ICDs, that’s implantable cardioverter defibrillators, for
primary prevention of sudden cardiac death. Questions
remained about the benefits and risks of this device in
specific patient subgroups, particularly the elderly and
those with multiple comorbidities.

An observational registry was chosen for this CED
application to provide access to the service across the
Medicare population and because of the need to accumulate
large amounts of data for use in subgroup and other
analyses. A broad range of private sector groups
collaborated on this effort, including medical societies,
manufacturers and hospital systems. A private payer
provided start-up funding for the ICD registry.

In 2007, the collaborative working group, called
the ICD Working Group, concluded that the existing registry
did not answer some key questions about long-term health
outcomes and that Medicare would need to refine its coverage

decision. Consequently, they decided to capture additional
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data through a longitudinal study effort for about 3,500

patients. Although there were some initial challenges to

fund this additional longitudinal analysis, as of 2009,

funding has been secured both from the private sector as

well as from the public sector, NIH.

So this case study highlights the capability of

registries in collecting enormous amounts of data for

research, although the initial design may ultimately need to

be modified, and that cooperation and financial support of

manufacturers, private health insurers and the public sector

can be obtained, but sustained funding could cause delays in

some aspects of the study implementation.

So I'd like to shift our discussion at this point

to two important challenges that Medicare has faced in

trying to use coverage with evidence development to pay for

promising medical services.

The first issue is Medicare statutory foundation

to use coverage with evidence development. Generally,

Medicare has implemented CED through its authority to cover

services that are reasonable and necessary. However, the

reasonable and necessary provision in the statute does not

explicitly refer to Medicare’s use of coverage with evidence
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development, and the statute does not define reasonable and

necessary. Some stakeholders have commented that Medicare’s

use of coverage with evidence development is outside of the

program’s statutory authority.

A clear statutory foundation might enable Medicare

to develop a formal mechanism to identify and select topics

for CED application and more articulated standards regarding

the design and implementation of such studies. That is to

ensure that the study design and methods are answering the

key questions that Medicare needs more information about.

Funding is the second key challenge in

implementing coverage with evidence development. There is

no designated source of funding to pay for the research

costs associated with collecting data, as well as designing

the study and analyzing the clinical evidence. Funding is

project-specific. Some CED efforts are funded from the

private sector while other efforts have obtained federal

sponsorship, and some have obtained both public and private

funding.

At least one study has not yet begun to move

forward because no funding source has come forward, and, as

we just discussed, some CED studies have been delayed until
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funding has been obtained.

Opinion differs as to where funding should come

from. Some observers argue that product developers who

realize increased revenue from newly allowed product sales

should bear the cost. On the other hand, some observers

argue that Medicare should cover these costs because of the

benefit that will be gained from more appropriate

utilization based on the evidence generated.

Another issue to consider is the influence of the

funding source on the design and implementation of the

coverage with evidence development study. Some parties are

concerned that the private sector may not always provide an

impartial source of funding. On the other hand, some

parties argue that private sector funding may be appropriate

as long as Medicare develops clear standards regarding the

design and methods of the study.

So this concludes my presentation.

We are looking forward to your discussion. Some

issues that you may want to discuss include the value of

coverage with evidence development to the Medicare program,

clarifying Medicare’s ability to use CED and issues with

funding CED’s research costs.
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As T said up front, this session is information,

and we are not asking you to reach any decisions this

morning.

MR. HACKBARTH: Thank you, Nancy.

So let’s begin with round one clarifying
questions. Tom?

DR. DEAN: How is it determined which topics get

considered under this process? Is it just purely sort of

arbitrary, or is there any?

MS. RAY: 1It’s considered through Medicare’s

national coverage determination process. So that could be

triggered either internally by CMS or externally by somebody

coming to the program and saying we want you to consider

national coverage. Once the national coverage determination

process is considered, Medicare then starts getting all of

the clinical evidence available on that service that is

available. Again, this is done in a public process in which

CMS will then publish a proposed coverage policy, will seek

public comments and then will finalize it.

Now the other item I should also raise is that CMS

can and has gone to an advisory group, a coverage advisory

group called the MEDCAC, and can also seek advice about is
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there sufficient evidence on a specific service. The MEDCAC

is advisory only. It’s ultimately up to CMS and Medicare to

make this decision.

MS. HANSEN: Along that line, I know that the

Agency for Healthcare Quality and Research, AHRQ, has a

whole ‘nother set of activities relative to things that they

would study about, with picking topics that have a consensus

forum and a public comment. So do you that when they do

pick topics, as Tom has asked, do they coordinate efforts

with the AHRQ work that is being done?

MS. RAY: Are you referring to AHRQ’s research

under the MMA that called for the —-- yes, you are. Okay.

When AHRQ selected the topics for that effort, my

understanding is that those topics were of specific interest

to the Medicare and Medicaid programs. So there’s that

aspect of AHRQ’s work.

With respect to coverage with evidence

development, there is some collaboration between CMS and

AHRQ and even NIH, designing studies and so forth. As your

case studies have shown, several of the CED efforts received

research funding from NIH.

DR. CROSSON: ©Nancy, I'm going to about Slide 12
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for a second, and you can consider this a leading question

for later discussion, but it has to do with Medicare’s

authority to cover services.

You mentioned in the discussion earlier that the

terms, reasonable and necessary, have actually not been

defined. Thinking about the word, reasonable, one could

imagine that that word might mean, for example, what’s the

chance that a particular intervention would work? Is it one

of two? One out of ten? One out of a hundred? One out of

a thousand? Or, one out of ten thousand, as a

reasonableness test?

Another reasonableness test, though, I think is,

and perhaps related to that, is how costly is the

intervention relative to the potential gain?

Now my assumption is that that second test has not

traditionally been thought of with respect to the Medicare

program. Can you think of instances in which it has?

MS. RAY: The instances are rare. Reasonable and

necessary 1is generally interpreted to mean does the service

or item improve beneficiaries’ health outcomes.

Just the one item that I can recall was I believe

the colorectal screening test. I believe that cost was



10

11

12

13

14

15

16

17

18

19

20

21

22

14

considered, and that was because of a specific statutory
provision in some law that I just can’t recollect right now.
But, generally, 1it’s interpreted reasonable and necessary to
mean that it improves beneficiaries’ health outcomes.

MR. HACKBARTH: There have been a couple efforts
to further define reasonable and necessary by regulation,
one back in the eighties when I was at HCFA and then one in
the nineties when I think Gail Wilensky or Nancy-Ann was
Administrator. I think in both cases, certainly I know in
our case in the eighties, we tried to inject cost into the
definition of reasonable and necessary. I think Nancy-Ann'’s
effort was doing the same thing. In neither case did those
regulations come to fruition.

DR. BERENSON: To provide just a further on that
one, I was there at that time, and the lawyers at the
Department thought that the terminology in the statute did
permit consideration of cost, but you need to lay out regs
as to how you are going to consider cost. Neither attempt
was successful. So I think it’s an open question.

I wouldn'’t disagree at all that if the statute was
clear on any of these matters, it would help because there

would be a fight. So the terminology is unclear, but until
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you establish regs as to how you’re going to do it, you

can’t do it essentially.

The question I was going to ask had to do with on

Slide 5, the randomized clinical trial option. I assume,

for example, in the lung reduction, that what that meant was

that beneficiaries had a right to go into a clinical trial

in which they might be randomized into a control group and

not get the intervention, right?

MS. RAY: That is what happened in that instance,

yes.

DR. BERENSON: So, basically, we can call it

coverage with evidence development, but I think it’s really

you have an opportunity to go into a clinical trial, and

Medicare will pick up the cost of that. I mean it’s not

exactly coverage for anybody in the country who, and their

doctor, thinks they should have a procedure. It'’s really

directing them into a clinical trial. So I just think we

need to be clear about that.

MR. BUTLER: I'm back a little bit on Tom’s

question about how do you get something on the table.

Clearly, what surprised me is that there are only 10. You

said the background material said there are only 10 uses of
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this so far, right?

MS. RAY: Yes, about 10.

MR. BUTLER: And every one has been for to

provide, in the end, payment for a service that wouldn’t

otherwise get paid, right? That was the impetus.

In other words, it wasn’t just that it was a new

technology or treatment. In fact, you needed a way to pay

for it, right?

MS. RAY: I think it’s been used for services

where there has not been sufficient evidence that shows

their net benefit for Medicare beneficiaries and that I

guess that there has been some pressure put on the program

to cover and pay for the services.

MR. BUTLER: So my question then relates more to

there have been more than 10 examples of payment reform for

services, like let’s take drug-eluting stents and the long

debate over that, and then ultimately adjustments in DRG

payments related to that. That took a very different path.

Well, it didn’t go through this process.

So are there others? And I’m not aware of or

clear about other processes for gaining acceptance and

payment for some of these things that occur, that are
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different from outside of CED.

MS. RAY: And you raise an interesting point

because if a service is covered under a broad perspective

bundle, like the hospital DRG, it may not necessarily go

through the national coverage determination process.

MR. BUTLER: It just says tough. You know. If

you want it, you can pay for it. It makes no judgment about

whether it’s useful or not. We just ignore it from a policy

standpoint, some of it.

MS. RAY: Some of it, although within the

inpatient PPS, if there is a new service or item, and the

manufacturer or the product developer thinks that additional

payment is necessary, they can go through the new technology

payment procedure where evidence has to be shown to show

that it’s —-

MR. BUTLER: Okay, so one related question, like

ICDs was an inpatient DRG payment, right?

MS. RAY: Yes.

MR. BUTLER: Right, with a new category.

MS. RAY: Yes.

MR. BUTLER: So why was that necessarily different

from, say, drug-eluting stents or why did one go through and
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the other didn’t?

MS. RAY: I can'’t answer that question directly.

One of the issues with ICD is that it had the potential to

be used by a lot of beneficiaries, which you can also say

about stents as well. The consensus was that there was not

enough clinical evidence available.

DR. BERENSON: On this one, I actually was talking

with Sean Tunis on another matter, and I actually asked him

about ICDs. Twenty years ago, ICDs were approved for

ventricular fibrillation. Exactly why that then was subject

to a national coverage decision, I don’t know. As that was

there, then when there were broader indications for ICDs

used preventatively, not for ventricular fibrillation but

for other arrhythmias, et cetera, they needed to go to amend

that coverage decision. Perhaps had there not been that on

the boards it would have also slipped through.

I mean Sean does make a point that there’s a

certain randomness into what actually gets subject to a

national coverage decision and what just flows through the

fee schedule or something else.

And the other point to just make sure everybody

knows, in the absence of the coverage decision, the
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contractors are making these decisions all the time because

they’ve got claims coming through, and they are making

coverage decisions. So we are just talking about a small

sort of sliver at the top that are going through national

coverage decisions. Largely, the contractors are making

these decisions on an ongoing basis.

MS. RAY: Yes, that’s an excellent point, and I

just want to make an additional comment, that some observers

would suggest that a clearer statutory foundation would take

the randomness out of the process, would help take the

randomness out of the process.

DR. MARK MILLER: On that point, Nancy, when the

clearer statutory language was being discussed the comments

focused on the reasonable and necessary. Isn’t it possible

that the legislative language could be more specific about

the use of coverage with evidence development and not

necessarily have to involve defining reasonable and

necessary? So I just want to point that out to people.

Reasonable and necessary and the cost and all of

that conversation is all true and is an issue in and of

itself, but you could also say make it clearer that Medicare

can use coverage with evidence development as a separate
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statement.

MS. KANE: Well, this conversation leads me to a

question of how might this process relate to the coding

battle that goes on? So you’ve invented a new service or

technology, and you decide that the code it most likely

might fall under, you’re too expensive for that payment

class. So then you go to NCD and say I’d like to have this

considered to get its own code.

I mean I'm just wondering to what extent this

relates to when you lose a coding battle, you try to get a

new code for it because you’re not going to go into a high

enough payment class with the code that you’re likely to get

assigned. Did that make any sense to you?

MS. RAY: Yes, it does. At least in the services

that have touched the coverage with evidence development, I

don’t think that that’s been an issue. However, I’'d like to

think about that a little bit more and get back to you on

that.

DR. CASTELLANOS: Just two questions, one,
carrying on Bob'’s point, the carrier decisions —--— now it'’s
called MAC —- do 90 percent of this already, and 10 percent

is national coverage decisions. It seems to me that there’s
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a little bit of an overlap here.

I know when I was involved on the CAHP level we
dealt with these problems, and some of them are very
similar. We didn’t do the studies, but we got the data
together. We looked at that stuff and then made some local
carrier decisions. Now it would be local MAC decisions, and
that’s where 90 percent of Medicare’s decisions are made, on
the local level.

The other question I have is, and maybe you can
help me with this. This seems very analogous and somewhat
with comparative effectiveness. We seem to be going in
these two directions, and maybe we should think about
melding these directions.

DR. MARK MILLER: Just to tie a couple things
together on more of a kind of broad agenda and direction for
the Commission, I see this topic as tied to two things.

One is the topic that you just raised. We’ve been
talking about comparative effectiveness. This is a way to
gather information when you’re unclear on something. It'’s
just a slightly different path than an NCD and a different
path than a local coverage decision which often isn’t

systematically, or at least systematically collecting
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information nationally.

The other theme that ties to this is we’ve had

these discussions, and we’re going to have more of them,

about CMS’s resources and authorities and what it can do.

These topics kind of come up periodically, and I know it’s

hard to keep them all straight in your mind. We’re going to

be talking more about the demonstration authority as we go

forward. You can imagine at some point housing these topics

together and saying here’s a series of things and

legislative authorities that should be clarified for CMS in

order to carry out its mission.

So, Ron, it definitely connects to comparative

effectiveness, and also I think it connects to this notion

of what should CMS have the authority to do, that type of

thing.

DR. STUART: I just want to reiterate. First of

all, I want to thank you for putting this together. I think

this is interesting because it does lead to some of these

other questions as opposed to just the narrow issues that we

are going to be discussing today.

Then I have a totally unfair question for you, and

it falls under the heading of just in time reporting. In
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this morning’s New York Times, in the business section,

there was an article on ICDs and going over the same issues

that Sean did and you’ve reported here, but came to a very

different conclusion, and that is that this was a way in

which the device manufacturers could keep this process going

without having an actual determination.

In other words, the registry was set up. The data

were gathered. There was not enough information. After the

manufacturers had contributed their initial dollar amount to

get the thing started, there was no continuing funding. So

the data just sat there.

DR. MARK MILLER: You have hit exactly on the

issues that I think are important here: Is this something

Medicare should be pursuing? If you think that, should we

be clear in statute?

The third thing is then what are the criteria and

standards and processes for this to work because I think

you’ve put your finger on it. This stuff kind of happens.

Exactly how it feeds back through and how systemic it is on

that, I think is an open question.

So to your unfair question, I think it’s a good

one.
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DR. BORMAN: Just, Nancy, there was more to
something than I think came up in that chapter or in the
materials, that didn’t necessarily. I think there was a
statement somewhere about that procedures don’t go through
this kind of process. A new procedure would not necessarily
go through this kind of process. So just to comment a
little bit on that, and it links up maybe to Nancy’s
question because I don’t know the context in which Nancy
used the term, code.

But I would say that most of the new operations,
at least on the physician side, do come through a CPT code
process. Part of that process is literature. The proposal
does require submission of a literature supplement. One,
not the exclusive but one, of the criteria for adoption of
that level of code, a Category I code, is that there is some
level of literature support for the procedure. It may not
be all Class I evidence or whatever, but that is one of the
factors in that process.

MR. HACKBARTH: Where is that occurring, Karen?

DR. BORMAN: That’s at the CPT Editorial Panel
level, and that’s I think still 17 people, the majority of

whom are physicians from different specialties. It also



10

11

12

13

14

15

16

17

18

19

20

21

22

25

includes a Medicare representative. It includes AHIP, or
whatever the current name is, and a Blues representative.
It does at least ask some questions about that.

MR. HACKBARTH: I wonder if we could do a map
here. What we’re describing here is there are a lot of
different avenues that these things flow through the system,
and it would help me to be able to visually see a depiction
of that.

I have a clarifying question also, Nancy. I’'m
still struggling to understand the practical consequences of
a lack of clear statutory authority for CED.

MS. RAY: Okay. I think it affects the
application of this policy in a couple different ways.

There have been instances where the program has tried to use
CED and has faced considerable pushback, particularly in one
case for a service that had moderately diffused.

MR. HACKBARTH: So this would come from a device
manufacturer, for example.

MS. RAY: And patients and providers and from
product developers. So there is the notion a clearer
statutory authority might help address that.

MR. HACKBARTH: Well, let me just pick up on that
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because that’s where it goes. In that circumstance, I

wonder whether the issue is a legal issue which can be

addressed through changing the statute or whether ultimately

that’s a political issue.

The lawyers have said you have the authority to do

this. Otherwise, CMS wouldn’t be doing it at all. Now

their legal reasoning may be a bit contorted as you describe

in the paper, and some people may object to that, but at the

end of the day the lawyers have said you can do it.

Whether they choose to do it in all cases, it

seems to me more is a political question than it is strictly

a legal one.

MS. RAY: Well, it’s also very opportunistic, I

think some would suggest of the CED applications. 1In

certain instances when it was used, there were compromises

made perhaps, some would suggest, on the study design and

methods used to collect, so that it really didn’t

necessarily answer Medicare’s key question.

MR. HACKBARTH: Okay. Has anybody challenged in

court CMS’s authority to do this?

MS. RAY: Not that I’'m aware of.

I mean CMS has changed, has modified its legal
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rationale for doing this, particularly for using the

clinical trial CED, as I discuss in the paper. In 2006, in

the guidance document, they articulated a different

statutory path to use the CED for a clinical trial than the

CED for a registry.

MR. HACKBARTH: Yes.

DR. MARK MILLER: The experience I always had in

situations like this, in dealing with the general counsel,

it was often the palate worked like this: You do not have

the legal authority to do this. Or, you do have the legal

authority to do this, but the construction of that authority

is such that, if challenged, you’ll lose or it’s of such

that you’re likely to win. Or, it’s absolutely clear you

have legal authority to move forward on this.

I think we’re in that middle zone where you can

construct a rationale. How well it would withstand a

challenge I think is where people feel threatened.

MR. HACKBARTH: And, in turn, the next step would

be that in turn influences how firm a stand you want to take

with somebody who’s resisting.

DR. MARK MILLER: You got it.

MR. HACKBARTH: One other clarifying question, we
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talked about the inconsistency in whether subject to

national wversus local coverage decision. As Ron and others

pointed out, the vast majority of this stuff is handled

through a local decision. Has CMS tried to define in regs

what’s appropriate for national versus local?

MS. RAY: CMS has laid out how —-- that’s a good

question —-— how it goes about making a national, explains a

national coverage determination process.

MR. HACKBARTH: Yes, which goes on that track.

MS. RAY: Right. I mean in that document it says

there are many reasons that would elevate a service to an

NCD. One of them could be that the product developer comes

forward and says I want you to consider this. Another would

be that internally they see that there’s wide variation

across the country. So they’ve laid out the potential

reasons for triggering the process.

MR. HACKBARTH: It’s sort of a laundry list

approach. So, at the end of the day, it’s subjective, and

they can choose to do it or not.

Okay, round two. Let me see hands.

DR. CHERNEW: So my opinion on this reflects the

answers to two gquestions which I don’t know the answer to.
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The first one is I don’t have a really good sense
about whether we think the current system that has these
local groups, it has CPT code appeal, it has MEDCAC -- is
that too strict or too loose as a general premise?

Do we think the problem is that too many things
are getting covered and used that really shouldn’t be and we
want to think of coverage with evidence development as a way
of sort of slowing that down to make sure we have good
evidence before we do things? Or, do we think the current
system is too tight, not allowing access to appropriately
beneficial services and we want to find a way to let these
things that really people should have access to in even
before we’ve developed the sort of Class I evidence that we
want?

I don’t know the answer to that, but maybe you
know the answer.

My second question, the second question that T
think matters a lot in knowing how to think about this is
how important the evidence gathering portion is. So, in a
world in which no Medicare beneficiaries were using these
services at all, I think you can make a case for this

because you couldn’t have AHRQ or NIH or anyone doing really
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generalizable studies without some way to get —-—- this would

really facilitate the evidence gathering, which I think we

think is important.

Alternatively, you could envision a world in which

a lot of these things are diffusing anyway, one way oOr

another, or you could do separate trials in different

centers, and you don’t really need to have Medicare coverage

facilitate the evidence gathering because the evidence, in

the absence of it, is good enough.

My sense is, and I don’t know this, the answer to

both questions sort of vary by clinical area, and, in

general, we believe that the evidence gathering part is

actually an important component of this. But I don’t know

that to be true. That’s just speculation.

DR. DEAN: I actually was not familiar with this

process, but I think it has an extremely valuable potential

contribution to both the decisions from a clinician’s point

of view about how to use these procedures as well as how all

the financial implications and so forth.

If you look at, for instance, when the FDA

approves a drug, they do it with a certain, very limited set

of criteria. Once that drug gets out into general use, it’s
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used in many different ways, a much broader range of

patients, and there’s a whole lot of things that can happen

that don’t show up in the preliminary studies that the FDA

requires.

I think the same is true of a lot of these

procedures, that there will be a certain body of evidence

that’s there to justify the initial coverage decision, but

we really oftentimes don’t have nearly enough information

about which subgroups really benefit. The lung reduction

study is a perfect example of that.

So I guess just as a general comment I would think

that we really should support and try to encourage that the

statutory changes that are necessary to support this and

that the resources that are necessary to support it. We

should push to see that those get put into place because the

history is there’s just tons of situations where things have

become standards of care without ever having the

justification or the evidence base to support them. Once

they get to be standard of care, it’s extremely difficult to

change the patterns.

So I think this is a great mechanism to both do it

and to make use of what are promising things, but to do it
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in a cautious way that hopefully, in a relatively short

period of time, would give us the evidence that is this

something we really should continue to support and go

forward with or is this something to say, whoa, this isn’t

quite as good as we thought it was.

MR. BERTKO: Just to echo Tom, some of Tom’s

comments in the same way and to maybe use slightly different

words, Nancy, I think you implicitly said this, but we

should be also concerned with patient quality and, what I

think is in Tom’s statement, the mortality and morbidity

risk of these procedures, given what they’ve done. So I

want to express similar support for continuing to look into

this.

Then the gquestion I would have maybe for future

thinking is how big could this be, and the question is both.

I think the discussion mentioned there needs to be some

criteria here. 1If you were to go through the research and

find, say, a set of sample criteria on this: How many

procedures would be involved? What dollars might be

involved? Would it have the aspect, particularly on the

cost side, of changing the GDP plus two, downward, in terms

of the Medicare cost trend?
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procedures, devices, drugs and things coming down the line.

I mean this might be too big of a project, but at least to
think about some assessment of how it would affect the
pipeline.

Then, as importantly I think, because we do this
all the time, what resources for CMS are we talking about
here? 1Is it a huge dollar amount? Is it something that
might be matched up with the CDR billion dollars or so and
are there synergies there?

So, sorry, that’s about 15 questions for you to
note and maybe come back to us the next time.

DR. MILSTEIN: I just share enthusiasm for this,
pursuing this, because to leave a policy lever as
potentially important as the words, reasonable and
necessary, kind of i1l defined and not well implemented
seems to me to be -- what that means then is that you’'re o
a pathway that does not carefully consider reasonableness
and necessity of services, which seems to me to not a usef
direction.

That being said, one thing that occurs to me is

n

ul

we
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periodically bump up against some form of the question of

how deep should Medicare go in implementing its value-based

—— actually, let’s call it quality-based or effectiveness-

based objective.

Sometimes we look at this, and we say look, let’s

really focus on keeping the incentives at the highest

leverage point, which we intuit to be how one goes about

paying and incentivizing providers because they’re the ones

at the end of the day who have an overwhelming influence on

which treatments do and do not get selected.

i W , W i
And sometimes we say no e’'re goling to engage and

spend effort and encourage the federal government to spend

effort at lower levels of value differentiation or, on this

point, effectiveness differentiation.

It’s funny, when we encounter these opportunities,

sometimes we say let’s not waste our energy, the federal

government’s energy at these lower levels. Let’s keep on

message in terms of focusing incentives for effectiveness in

this case or effectiveness in value at the level of how we

pay providers. For me, this is right out of that dilemma.

MR. HACKBARTH: Let me pick up on that because T

think this is an important question. In my mind, and I'm
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not sure that this is the right way to think about it, but

it’s the way I’'ve tended to think is that a work on payment

reform tries to create proper incentives to use resources,

efficiency and the production of the known technology in the

system to get the best results we can.

Then we have this other force of the innovation in

the system, the new procedures, the new drugs, the new

devices constantly changing the potential that the system

can do.

My concern has always been even if we could snap

our fingers and have better incentives tomorrow, if we don't

address the flow of new technology, broadly defined, into

the system, we’re going to continue to have serious long-

term costs. So I don’t see it as an either/or. I think

you’ve got to both create incentives for efficient

production and address the flow of new technology into the

system. I see them as complementary.

Does that make sense?

DR. CROSSON: I support this general direction CMS

has gone in. I always have. I think the history of it is

that it was courageous on the part of some CMS officials and

required a certain amount of tenacity and has generally, I
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think, in the end been accepted as a valuable thing. I also

support us trying to support it by seeing if we can make

recommendations to clarify the authority.

I think I can understand from the earlier

conversation that perhaps linking that somewhat specific

objective to a larger objective of redefining reasonableness

and trying to bring into the fee-for-service medical

Medicare system, some process of looking at cost, might

cripple what otherwise could be a short-term goal.

I do think in the end that going after that idea

of what reasonableness really means in a broader sense would

be something that would be worthwhile to do.

Having said that, then I'm a little bit confused -

- I think just from lack of information -- about how we

would, what exactly, and I think Glenn got to this earlier.

What exactly are the issues with respect to clarifying the

authority, that do not relate to the fundamental legislative

authority of the Medicare program?

In other words, I think if we’re going to have a

further discussion about this, that is, let’s support

clarification of the ability of CMS to do this, but we're

not going to link it to the fundamental reasonable and
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necessary authority, what do we link it to? What specific

notions would strengthen in this CMS, because I haven’t

heard that yet?

MR. BERENSON: Just a couple of comments, first,

to pick up on Ron’s point about the relationship between CED

and CER, comparative effectiveness, Sean, I think it was, he

wrote a paper that’s part of a very interesting Brookings

set, talking about CER, comparative effectiveness, in which

he laid out sort of the rationale for the need to do

essentially a new hierarchy of evidence in which you can’t

just rely on the prospective clinical trial in the real

world. You'’d need to be doing these kinds of things.

So he promoted new methods and new data sources

with registries as essentially a way to do CER. 1It’s a way

to implement CER, to get much more robust information out,

and it’s a compelling case.

My concern is really very much practical, and it

picks up on one of the sentences, Nancy, that you wrote in

our paper, which is “Medicare has faced difficulties in

using CED once a service has gained a moderate level of

clinical adoption.”

My greatest, well, not my greatest, but one of my
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major concerns here would be selective reporting by those

who have to report outcomes for let’s say ICDs, and

unfavorable outcomes somehow disappear. In other words, we

would have to assure real compliance, 100 percent

compliance, and make sure that there’s no gaming going on.

These are big dollar ticket items when we’re talking about

coverage, 1if there’s any prospect of undoing coverage once

it has been granted.

Amongst the other practical implementation

problems, I would see a need to assure that this was

compliance, essentially. Clearly, in my view, to go that

direction, you need statutory authority or something set out

in regs that identified what you’re going to do to maintain

the integrity of the reporting. I just see that as a

potential problem with what’s a very elegant idea. I see

lots of sort of practical problems once the horse is out of

the barn.

MR. BUTLER: First, I see if this is done well

it’s again one of those examples where you could synchronize

a bit with the private payer side and inform and help do

something that would have a systemwide impact, not just

Medicare.
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The other piece, and I’'m not sure I understand all
of it, but I think I kind of view this as again back to a
comparative effectiveness out there. If the authority were
clarified better, this is almost the funnel through which
that has to pass in order to end up in the payment system.
You could say in this country that the width of that funnel
is a little wider because we have bariatric surgeries or
proton therapies, you name it, that kind of pass through a
little bit more rapidly than we otherwise would have done if
we had a little clearer authority around that.

So that’s kind of how I would look at this, unless
I’ve got the idea wrong.

MR. HACKBARTH: Let me just pick up on Peter’s
first comment about what private insurers do. It seems to
me as we further explore this a bit more information about
how they make the analogous decisions would be helpful in
rounding out the picture.

I think John, from time to time, has said in the
past that as difficult as all this is for Medicare, it'’s
even more difficult for private insurers. But some more
information that would be helpful.

MS. KANE: Yes, I'm very supportive of trying to
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think about how to make this work in a way that generates

useful information.

I used to teach a payment systems course for

probably 15 years, and the project I would have students do

is find a new service you’d really like, you think would

really benefit patients and go out and figure how it would

get paid for. ©Nine times out of ten, they could figure out

how it would get paid for under the existing payment system

without changing. They would just slide it into some code

that fit and the stuff that doesn’t.

So I guess one of my questions is all the stuff

that gets slid into these existing codes, how effective is

it and is anybody looking into that?

I guess some of that might bubble into this

comparative effectiveness program, but I guess this just

raises to me an issue of how can we identify when new

services and new procedures are being either slid into the

system without a code change and without a coverage decision

or when they actually —-- probably because they cost more —-

go into the coverage decision process because they want a

code that pays better.

So I think there’s a lot sliding in that we don'’t
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even know about. Should we be concerned about that as well

and finding ways to collect evidence that it’s effective or

not before it gets widely disseminated?

I think it’s the tip of the iceberg, what you’re

seeing get up to the national CED level, and it would be

just interesting to kind of get a sense of how many coverage

decisions are being made and how many things are happening

that don’t even go for a coverage decision. I’'m not sure

how you do it, but I'm pretty sure there’s a lot of stuff

that’s coming, that’s getting slid into existing codes and

services without being identified as a new thing.

So I don’t know. I’d like to see us try to dig

out a way to try to identify what the magnitude of that is

and how we might better protect Medicare beneficiaries from

experiments being done on them that nobody knows about.

MR. GEORGE MILLER: This is a very fascinating and

interesting discussion. Certainly, listening to the

commissioners talk about the different elements of this

brings to my mind, I think, the question on the screen on

Slide 5. There’s an excellent question, and following Bob’s

comments that some of this just happened without going

through CED.
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So I guess my question is, or I just want to raise
the issue, are we thinking of the Commission’s
recommendations thinking about that to CMS?

Are we going to be like a dam or a conduit? Do we
want more of this to happen, or less? Should there be
restrictions, following what Peter and Nancy said?

I don’t know the answer to that either, but it
would seem to me there should be a systemwide mechanism to
deal with this issue. Or, should it just be something for
Medicare and would we go down a different path? If Medicare
has one system, would the private community have a different
system?

Those are some of the things to wrestle with. I
don’t have the answer, but this is very interesting, and I
think it would be a good opportunity for us to make a
statement one way or the other.

Now which statement and which way to make that
statement, that’s the more difficult thing.

DR. CROSSON: Right. So one process we might look
at i1s one that’s been around for about 20 years called the
technical evaluation committee, which Kaiser Permanente co-

sponsors with the Blue Cross/Blue Shield Association. We go
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through the very self-same analysis. It'’s quite

thoughtfully done, updated every quarter, I think, as we

follow the development of new technology. Determinations

are not determinative, but they are pretty broadly followed

now throughout the industry, and we could get some more

information for us about that process.

DR. CASTELLANOS: I will be very quick. For the

same reasons Tom mentioned, I totally support this. We

really need evidence-based medicine to go ahead and do some

of the issues that we feel the delivery system reform

requires.

Nancy, the answer to your question, really nobody

has really talked much about funding, and I think that’s an

important issue in this. The funding really isn’t for to do

this. The funding is the research cost to do the study, not

the funding as CED is proposed.

But I guess if we get into comparative

effectiveness —-- and we talked a little bit about funding

being quasi-public and private —-— I can tell you that the

industry, whether it’s a device, whether it’s a drug company

or the x-ray companies, gets a tremendous amount of

marketing when these studies occur. I think they should



10

11

12

13

14

15

16

17

18

19

20

21

22

44

have some impartial responsibility to fund this because they

get a tremendous benefit from this.

MR. GEORGE MILLER: Glenn, could I just follow up

in just a second?

So, Ron, do you consider that role to be an

investment or should it be a cost of doing business?

DR. CASTELLANOS: Well, it should be a cost of

doing business for the device manufacturer, the drug

company, supporting the cost of research. This is where the

funding needs to be in the CED -- cost of doing the

research, which is substantial.

I think it can be both a gquasi-public and public,

but I think there should be definite private responsibility,

impartially.

MR. HACKBARTH: Clearly, this is one avenue for

exploration, how all this relates to the major investment

that it seems we’re going to be making in comparative

effectiveness research and how does that influence the

funding of this sort of work. So we clearly need to look at

that.

MR. BERENSON: TI’d like to pick up on there’s a

lot of agreement around here in terms of what we ought to be
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looking, as well as some skepticism about this particular

approach. I would like to see that come forward in a more

organized framework, if we could.

And I’11 pick up on a point that you made, Glenn,

very early. We need a map here. I mean we’ve talked about

CED. We'’ve talked about CER. We’ve talked about CPT

coding. You could throw in the mix the approach that FDA is

taking with the Sentinel project where you’re actually

looking at practice after it’s there.

I really would like to see that map, so that we

could then say well, what are the criteria by which we want

to use CER or CED as opposed to a retrospective CER that

maybe else could fund? That would help us go through this

process a little more formally.

DR. BORMAN: Just quickly, we have to remember

that this was a very pragmatic, I think, solution to a gap,

a big gap. I think that its strengths and weaknesses

clearly merit that it’s pragmatic. So the question is: 1Is

this a basis on which to move forward? I think it could be

that.

I would echo what Jay said about the Blue and the

Kaiser tech panel. 1It’s very well respected, and we have a
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lot to learn from there.

I think, Glenn, your point about the technology
piece, that this perhaps is a handle toward the technology
piece —- which, as many people quote, is a huge driver
behind the costs, and I think begs for this kind of process.
So I would support us as a Commission continuing to move in
this direction.

MR. HACKBARTH: Okay. Broadly speaking, real
broadly speaking, we’ve got two topics on the table. One is
how do we collect information about what works, and then the
second is what do we do with once we’ve got the information?

I think it will facilitate discussion if we try to
not talk about them simultaneously or in an intertwined way,
although clearly they relate, but do some breaking out of
the two.

Just one other thought, Nancy, and then I’11 let
you have the last word.

On the issue of what we do with the information,
for example, in this instance, do we modify or give more
definition to what constitutes reasonably necessary? Let me
state the obvious. That is a hot potato and has been for a

long time, as evidenced by the fact that when I was at HCFA
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and we tried to do it, we failed. When Nancy-Ann was at

HCFA and tried to do it, she failed. And then, most

recently, the huge controversy about comparative

effectiveness research and whether we ought to do it all and

whether it should be used for coverage decisions, whether

cost ought to be a consideration —-- this is not a news

bulletin to anybody, but that piece of it is very hot

political stuff.

MS. KANE: I just want to say you said there are

just two issues, and I think there’s a third one, which is

what hits the level. When does the technology hit this

level as opposed to a different method of determination?

MR. HACKBARTH: Thank you, Nancy, for getting us

started on this new topic, a very important one.

Okay. Our last session before lunch is about the

efficacy of Medicare’s quality improvement infrastructure,

and Hannah and Anne are going to lead the way on that.

MS. MUTTI: 1In this presentation we begin to

consider the efficacy of Medicare's quality infrastructure

and whether it could be improved to better complement some

of our recent payment change recommendations like

readmissions, bundling, medical home. While these payment
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incentives are clearly key to promoting quality and
efficiency, Medicare has at least a couple of other levers
that are also intended to further these goals, and these
are: the provision of technical assistance, which is
currently offered through the Quality improvement
organization program, and conditions of participation, which
are the minimum, mostly process or structural-oriented
requirements that most providers have to meet in order to
participate in Medicare.

Today we are going to focus on the technical
assistance aspect of the quality infrastructure, and we hope
to come back to you perhaps in the future on the conditions
of participation.

To consider whether the efficacy of our technical
assistance resources could be improved, we decided to step
back and ask what we would a good technical assistance
program, what would that look like, rather than look at what
we have and ask could it be improved.

Particularly because this is a somewhat new topic
for us, our first step was to convene an expert internal
panel and ask them to help us think through some of the

issues. And to make the topic more manageable for us, we
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asked them to focus on the quality issue of avoiding
rehospitalizations. It was a panel of 16 people.

We posed a few questions to them, and we've
organized the rest of this presentation around those same
questions. Those questions were: What technical assistance
is needed? To whom should the assistance be targeted? And
who provides the assistance, and who decides what assistance
they need?

So the first question was what technical
assistance is needed, and on this slide we list some of the
possibilities, and in the interest of time I don't think I
will go through them. Overall, the panel did not reject any
of these as reasonable types of assistance. More of the
themes that we heard when we asked this question focuses on
four points, and the first and most resounding theme was the
need for better data and real frustration that the data that
they have, providers and QIOs alike, the data that they have
is not timely enough and that privacy constraints restrict
how it can be used, and that that impedes their ability to
do rapid turnaround cycle analysis of whether certain
improvements are working or not, and knowing who their care

partners are, what their care patterns are, just real
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frustration that in order to deal with some of these quality

questions, they need better data.

We also hear that technical assistance needs to be

tailored to local needs. Different communities and

providers need different things.

We also heard that any one of the approaches that

I had listed on the earlier slide is not going to do the job

alone. A combination of types of assistance is needed.

And, lastly, technical assistance should be

provided in a way that does not reinforce payment silos,

that the best way to achieve real change is to work across

providers and, to the extent possible, whole communities to

get change.

MS. NEPRASH: We also asked the panel to whom

should assistance be targeted, and this question was

motivated by two things: limited resources and wide

variation in the quality of care. For instance, spending on

30-day readmissions for CHF in high resource use hospitals

is nearly four times that of spending at low resource use

hospitals. Hospital mortality rates for surgical patients

vary twofold.

The literature on quality improvement also
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identifies a distribution in the speed with which providers

adopt and integrate new evidence into their practice

patterns.

So here you see a bell curve with a small subset

of first adopters and an opposite tail of late adopters.

This illustration raises the question of whether Medicare

should focus on eliminating the left-hand tail by devoting

attention to those providers or moving the whole curve to

the right -- or both. Quality Improvement theory is

somewhat divided on this in that some believe that the best

way to improve quality is to encourage innovation among the

leaders and let them diffuse it. But other theory and

empirical research makes us question that. Do the

innovators have the time and inclination to diffuse

knowledge on the scale that is needed? And do they have the

willingness to diffuse knowledge to potential competitors?

One possibility is that by focusing on the left-

hand tail of low performers, we may have a chance to reduce

racial disparities in care. Although existing research on

race and hospital readmission is limited, broader research -

- which you may remember hearing some of this summer --

suggests that, in general, minorities receive their care in
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a small proportion of hospitals and those hospitals tend to
provide somewhat lower—-quality care on certain metrics.

Staff is currently examining the correlation
between hospitals with high risk-adjusted readmission rates
and hospitals with disproportionately high minority
populations. If there is an overlap between these
populations, as the literature might suggestion, a possible
policy of directing technical assistance towards low
performers to reduce their readmission rates could have the
effect of simultaneously targeting facilities that serve
large minority populations.

One encouraging thing is that the research for pay
for performance suggests that low performers can respond to
financial incentives and improve their performance. But
concern persists that some providers face more barriers. A
recent study found that hospitals serving low-income
beneficiaries had worse quality and lower ability to adopt
EHR. In a survey of QIO directors, 18 of the 20 directors
surveyed report a reluctance to work with low performers
saying, among other things, that "they barely had sufficient
infrastructure for day-to-day survival, let alone quality

improvement systems."
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So to whom should assistance be targeted? If low
performers, we've just discussed some of the advantages of
this approach. Or should it be providers that face
particular challenges, such as providers that serve a low-
income population or providers that are lacking capital?
And then how do you go about defining providers that face
challenges?

Currently, the QIO program is implementing a focus
on the first two bullets here, as recommended by the
Institute of Medicine. Another alternative is to target
high performers, and here the assistance would be to help
encourage them to diffuse their knowledge to others while
simultaneously moving the curve that you saw in the earlier
slide.

In our internal expert panel meeting, there was
considerable discussion on whether the assistance should go
to providers or community organizations representing
providers and other stakeholders. Such community
organizations may exist in certain locales but not in all.

Our panel also was quite focused on the need for
data and that everyone needs the data, high and low

performers alike. They also noted the value of mentoring —-
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again, in combination with other strategies —-- and that may

lead you to target some funding to high performers.

So maybe we are looking at a matrix where the

targeting of assistance depends on the type of technical

assistance needed. To show an example here, on the top row

data goes to everyone, mentoring goes to low and high

performers, and short-term financial assistance and help

identifying strategies goes to low performers only.

MS. MUTTI: The third question we asked was who

should provide technical assistance and who should decide

who provides the assistance. Before we discuss some of the

options, we first want to provide some background and

context.

First, an overview of the various organizations

offering or funding technical assistance. First, of course

there are the Medicare-funded QIOs which in one incarnation

or another have been around for many years, and I'll come

back to describing those a bit more in a minute. Over time,

though, and particularly in recent years, we have seen the

emergence of a lot of other technical assistance funders and

agents.

Other parts of the federal government have also
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gotten involved in quality improvement activities. The

Agency for Healthcare Research and Quality, AHRQ, funds

provider collaboratives aimed at reducing central line

infections and many other projects through their ACTION

program. And now the federal government will also be

providing assistance for implementation of EHRs as a way to

improve quality and efficiency, as was authorized earlier

this year. That funding will go to extension offices to

provide technical assistance as well as directly to

providers that have implemented EHRs that meet the

meaningful use criteria.

In the private sector, there are numerous

initiatives as well. These include national organizations

like the Institute for Healthcare Improvement, the Joint

Commission, also trade associations for hospitals and

physician specialty organizations, including the American

College of Surgeons with their National Surgical Quality

Improvement Program, and the Michigan Hospital Association's

work on central line infections. Also, there is provider-

initiated collaboratives and activities by health plans in

this area.

Let me also just provide a little background on
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the current QIO program, which is funded through Medicare's
HI trust fund and provides technical assistance to providers
through private sector contractors in each state.

The contracts are three years in duration and are
called scopes of work or SOWs. The SOW directs the QIOs to
focus on certain quality priorities and specifies how
performance will be measured. For the current SOW, the
ninth, the priorities include patient safety issues like
reducing the incidence of MRSA, improving surgical safety.
Care transitions is another one which focuses a lot on
readmissions. And then we have also got prevention, which
focuses on reducing disparities in preventive services,
among other things.

The approach QIOs take in offering their technical
assistance can vary. They may form provider collaboratives.
They may work one on one. They may have conference calls.
That can vary.

Funding for this work is about $420 million over
three years —-— that is the scope of the contract -- which is
just more than a third of the total QIO budget of $1.2
billion over three years. Another 18 percent of the QIO

budget is for handling beneficiary complaints and assisting
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providers in uploading their quality data to CMS so that
they receive the full update.

The largest portion, 44 percent, is for data
processing and other support contracts and special projects.
And this portion is somewhat controversial since some find
that there has not been adequate oversight of how this money
is spent, and it has been growing and, arguably, siphoning
off funds from the clinical quality improvement activities
performed by QIOs.

Another important piece of background is that in
2006 the Institute of Medicine convened a panel to evaluate
the QIO program, and in the course of its work, it found no
conclusive evidence that QIOs were effective. Clearly, it
wasn't impossible that they were; it was just hard to prove
that they were. And that is the case for a lot of these
types of quality improvement programs. But threaded through
their report and another one commissioned by HHS are some
findings that suggested that management and design of the
program was flawed and in need of improvement.

The IOM made numerous recommendations for change,
including that the QIOs focus exclusively on technical

assistance and no longer review cases or field beneficiary
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complaints. They suggested that it should focus on

providers with challenges, or poor performers, as Hannah

mentioned earlier, and that CMS improve its management of

the program by, for example, improving competitiveness of

contract awards, better oversight of contracts, and

extending the contract cycle from three to five years.

Some of these recommendations have been

implemented but certainly not all. The CMS continues to

consider them.

The IOM panel did consider some more significant

changes, like moving responsibility for quality improvement

out of CMS and putting it into AHRQ, but ultimately rejected

them and found that QIOs have potential to make an important

contribution to quality and should be central to Medicare's

quality improvement efforts, especially if these reforms are

made.

So, with that context, we come back to the last of

our questions, and that is, who should provide the

assistance and who decides which assistance the provider or

community should receive.

Among the options is for the program to continue

as 1s with QIOs providing all the services required under
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the scopes of work under the direction of CMS's central

office. Another alternative is to change the contracting

requirements to allow more types of organizations to

participate as technical assistance agents, perhaps creating

more competition and specific expertise among competitors

and contractors. This would require making substantial

changes in the contracting rules.

A third alternative reflects a departure from the

current program and that is to give grants directly to the

targeted providers to purchase the services they need from

certified sources. This approach has the advantage of

empowering the provider or community, by entrusting them to

decide the best way to use the resources and allowing them

to better tailor their strategies to their local needs. And

it allows for coordination of resources with private sector

initiatives or federal support for IT. It does, of course,

raise the issue of how providers or communities should be

held accountable for using this federal money as intended.

One check is in place in this example, and that is that the

services would need to be purchased from a CMS-certified

source, which could include QIOs but also other entities.

This grant approach is in legislation pending on the Hill,
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and our panel seemed somewhat —-—- well, quite receptive to

the idea.

And perhaps it is not a stark choice between these

three options. It may, again, depend on the type of

technical assistance needed. For example, the demand for

data might be best met by QIOs or some other CMS contractor

like MACs, while the demand for more one-on-one assistance

in identifying or selecting strategies may be best

accomplished through a grant program.

So, in conclusion, we are interested as to whether

there are specific aspects of technical assistance that you

are particularly interested in and would like us to follow

up on and if there are other questions you would like us to

consider. There were some broader ones we did not get to by

framing it in these questions, like: Should we be thinking

about technical assistance more broadly, not just for

quality but also for efficiency and reducing waste?

MR. HACKBARTH: Thank you, Anne and Hannah. I

think this is an important topic. If, in fact, we are

successful in creating a world where performance is more

important and payment is linked to performance, et cetera,

there are organizations who will need help to achieve our
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objectives, and so this is about how can we provide useful

help.

So let us see hands for round one clarifying

questions.

DR. STUART: You note in the write—-up that this

process has been ongoing for some time. We call them QIOs

now, and a few years back they were PROs, and then before

that they were PSROs. But my sense is that the

organizations themselves are the same, and so my gquestion

is: Is there any turnover? Or is this just a real

sclerotic process?

[Laughter.]

MR. HACKBARTH: Yes.

MS. MUTTI: So there is, I believe, limited

turnover, and we could get you some numbers on that. There

are some contracting constraints that sometimes impede the

competition, and we do find that a lot of the same

organizations get their contracts renewed, and some people

have questioned that.

MR. HACKBARTH: The history does go back to 1972

in PSROs, but, in fact, the mission changed pretty

significantly when the conversion was made to PROs and to
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then QIOs. So it has not exactly been constant over the

last 35, 38 years, whatever it is.

MR. GEORGE MILLER: Yes, on Slide 7, you talk

about targeting low performers may address disparities. Can

you articulate a little more how that would happen? And the

second part of my clarifying question is: Where are these

providers? Are they inner-city hospitals? Are they rural

hospitals? Are they safety net hospitals? Do you have a

definition of where they are located and what cities? I am

curious.

MS. NEPRASH: The first part of the answer is that

we are right at the beginning of this analysis, very much

looking for your guidance on what you are especially

interested in. But the theory is that there is a broader

finding in the research on health care disparities that

minorities get are at a very small number of hospitals

especially, and that those hospitals may perform not as well

on quality metrics. And so what we are looking at is if the

sphere of hospitals with very high readmission rates

overlaps sizably with the universe of hospitals that serve

these high minority populations, and if so, then targeting

low performers on this readmission issue would also begin to
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address those disparities.

MR. GEORGE MILLER: Did you look at, for example,
the payer mix of those hospitals and/or did you look at the
Medicare margins for those same hospitals as well?

MS. NEPRASH: Have not but can.

MR. GEORGE MILLER: Okay, see if there is a
correlation, at least in my mind. And do you know where
they are located?

MS. NEPRASH: I can also get you that.

DR. MARK MILLER: I think the point here is that
we have read about this hypothesis and seen some evidence.
We are now trying to go and find it in our data. We are at
the front end of this. And all of these questions is what
we hope to answer in doing that.

MR. HACKBARTH: Wasn't there an article published
sometime this year in the New England Journal of Medicine or
JAMA or someplace on this topic? I vagquely recall reading
one. Or maybe it has been longer than a year and it just
seems like a year.

MS. MUTTI: Well, the one that has come to our
mind and is most recent that we have been thinking about is

the Ashish Jha article in the recent Health Affairs, which
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talks about IT in hospitals serving disproportionately poor

patients, and they are likely to be more minority patients,

and the payer mix there is low on Medicare, high on

Medicaid. So we have some insights into, you know, what

associate —-

MR. GEORGE MILLER: And zero commercial or managed

care products.

MS. MUTTI: Right, right.

DR. CASTELLANOS: Can I ask a question just on

that same subject? I was going to do it on round two. You

said a quarter of the hospitals in the United States take

care of 90 percent of the African Americans, and you said it

was also true for the Hispanics. My question is: Is it the

same hospitals for the Hispanics as the African Americans?

And where are these hospitals located? And are they the

same hospitals?

MR. HACKBARTH: Yes, I would think -- oh, I am

sorry, Hannah. Go ahead.

MS. NEPRASH: I was just going to say that those

findings come from two separate articles but by the same

researcher. And I know that they -- so I am not sure how

much these overlap for African American and Hispanics being
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taken care of in the same hospitals. But they are

overwhelmingly urban.

MR. HACKBARTH: Yes, you would think that there

would maybe be some overlap, but just because of the

geography and where the different populations are located,

there would also be a fair number of separate hospitals for

the two populations.

MR. BUTLER: One will be related to a round two

comment, and that is, my view of these is sometimes the

connect point in the organization and the hospital and the

QIO is lower than it needs to be. You call it technical

assistance, and I would call what we really need is cultural

assistance sometimes more than the technical side.

So my question, though, on round one is the expert

panel that you asked, who participate in that to give you

the thoughts?

MS. MUTTI: I was going to talk about

descriptively who they were rather than names. We had

representatives from the hospital industry. We had

physicians in the room. We had academics. And we asked

them to focus on readmissions, so people who had done work

on readmissions. We had people who were from CMS who
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focused on the QIO program as well as conditions of
participation. We had a state surveyor there also to get
their perspective. We had accrediting organizations in the
room also.

MR. HACKBARTH: AHRQ.

MR. BUTLER: Just quickly, on the hospital side,
were the physicians and the others kind of the CMO level, or
were they kind of individual physicians?

MS. MUTTI: CMO.

DR. BERENSON: Could you go to Slide 13? The
point about more types of organizations to contract with
CMS. I think this is right, that in the patient-centered
medical home demo, CMS has identified Johns Hopkins and Chad
Boult's group there who have particular expertise in chronic
care management as sort of a technical assistance for
practices in that demo. So I guess my question: Is that
unusual? Do demos in particular have roles for technical
assistance? And is this sort of the exception where they
are using a different organization with specialized
expertise? Do you know what I am getting at here? I mean,
I just want to sort of know how restricted is CMS to just

use the QIOs as opposed to actually using other entities.
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MS. MUTTI: Right. I have not come across other

examples. I am trying to think through the different

quality priorities, and if you think of through

readmissions, they are just working with QIOs. There is

legislation to broaden it. I have not heard anything on

sort of the surgical or preventive, but we can look into

that.

DR. BERENSON: Am I right about the medical home,

do you know? I think that is right.

PARTICIPANT: Yes, you are right.

DR. BERENSON: Okay. So that might be the

exception.

DR. MARK MILLER: My experience is that that is an

exception, but within demonstration authority, as you know,

they do have a lot of ability to change what they do.

DR. CROSSON: Anne, both in terms of the 2006 IOM

report and also the focus group that you had, did you have a

sense —— and this has to do with the effectiveness of the

QIOs. Do you have a sense of the relative contribution of,

you know, lack of capability of the QIO versus lack of

receptiveness by the hospitals or physicians? You know,

which dance partner seemed to be most out of step and most
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in need of dance lessons?

The reason I am asking that is because if it, in

fact, is mostly the receptivity, you know, as the Medicare

program moves more towards reward systems, for example, the

readmissions, one could imagine, for example, specifically

strengthening the QIOs in their capability to help solve

that specific problem. But if it is mostly a capability

problem on the part of the QIOs, we have a different

problem.

MS. MUTTI: Okay. We did not ask the panel

directly, What do you think of the capabilities of QIOs?

The IOM reflects sort of what we have heard in other

informal conversation. There is a perception that there is

a great unevenness in QIOs, that some seem to be able to get

right on things and others do not. But there is no formal

study that would prove that.

There were the quotes in the IOM study, because

they went out and did interviews with QIO directors, and

they asked them about the idea of working with lower-

performing hospitals. And this is in terms of receptivity,

and I think it kind of went both ways, as Hannah mentioned,

you know, the feeling that we do not want to work with them,
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they do not even have time for us, they have got so many

other challenges on their plate. But also they project that

the hospitals are not receptive, but at the same time, their

comments reflected that they are not especially receptive to

focusing their efforts on those populations. They are just

more time intensive, requires more work, so I think the

receptivity issue in focusing on low performers or

performers with challenges has aspects of both.

MR. HACKBARTH: So both dance partners need

lessons.

[Laughter.]

DR. MILSTEIN: I have two narrow questions.

First, think about what quality improvement jobs need to be

done. It seems to me you've outlined, either directly or by

inference, three. You know, one is -—- I caught the remedial

job, those organizations that would like to improve, don't

have the resources or wherewithal to do it, so we need a way

of addressing that. The second is, I will call it, the

adoption challenge. We know of a way to do it that provides

better quality. How do we get providers that do have the

resources to adopt more quickly? Then the third, which you

did not address, which is the focus of my question, is —-
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you know, I think it was maybe two or three years ago, we

had Virginia Mason come in here, and they are kind of

emblematic of what I call the frontier of quality

improvement in the country, which is the discovery of

higher—-quality methods of delivering care.

So my first question is: Have any of the

deliberations to date discussed what CMS might do to sort of

speed up and improve the productivity of those at the

frontier? Because they are essentially discovering the

things that we then try to push out into wider adoption. So

it is your speed-of-knowledge turns, as a way of thinking

about it in quality. Is there any activity that Medicare

has ever or is pursuing in that area? Or is it all

primarily adoption of things that are generally regarded as

better ways of doing things?

MS. MUTTI: I think that it is a component of the

QIO efforts. It is sort of implicit in their work, that

they are trying to assist the high performers also in

discovering new —-- you know, they are governed by certain

priorities, whether it is prevention or care transitions or

that kind of thing that is specified from CMS, but that they

are looking to improve performance even among the higher
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performers. Some QIOs report they do not particular want to

work with the high performers because they feel like there

is less room for improvement. So, you know, how much of the

energy is focused there I am not quite sure, but it is not

excluded from their mission.

Also, you know, I think some of the AHRQ-funded

initiatives, you know, these provider collaboratives that

are getting together, like the Michigan Hospital

Association, are representing that frontier, and so that

there is funding coming into that.

DR. MILSTEIN: Great. A second question pertains

to something that was referred to earlier and I am still not

sure what the answer is, and that is, the scope of what

Medicare's quality improvement resources take on. One is

referred to as the technical, you know, just help people

understand the production process by which more quality is

attained. The second is what is often referred to as the

psychological and motivational adaptive side, which is, you

know, how do you get people —-- those delivering care

enthusiastic and passionate about adopting successfully

these things that we know to be better ways —-- that are

known to be better ways of achieving health or retaining
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health. And here is where, at least by reputation, you

know, the QIOs have not been a predominant focus.

My question really is: 1Is there within any of

these resources an explicit focus on the psychological, the

motivational side of quality improvement? Because those

like the Michigan Hospital Association who have got great

results to show in a short period of time say that that is

80 percent of the battle, not the technical side.

MS. MUTTI: You know, our panel definition talked

about the importance of cultural change, and we included

that in that bullet of technical as mentoring, and we had

panelists who commented, you know, I might have a hard time

getting change made in my facility, but if I go to another

facility, you know, I am better received and, you know, we

can start talking about making changes and really getting at

the underlying cultural changes that need to be made.

But, you know, the research, a lot of times the

research is those people that are going to be the most

successful at changing are the ones that are receptive to

change. And so I just think that there is that tension of,

well, if you are already receptive —-- maybe we also need to

focus on those that are not receptive to change.
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MR. BERTKO: One quick question and then one
follow question. The first is you cited the IOM study and
then made some comments in follow-up. Is there anything
formal that follows it up? Was there a GAO study? Or has
the TIOM kind of reported back on what has happened?

MS. MUTTI: There is no a GAO study, I'm pretty
sure. I've searched for that and would have turned that up.
There is a CMS response to the IOM that I think was issued a
while ago, you know, soon after that came out, that is
generally supportive of a lot of the direction that they
were focused on. There has been legislation that has picked
up some of the IOM recommendations. It is not clear if CMS
supports all of the details like on, say, moving the
contract period from three to five years or eliminating the
beneficiary complaint function -- you know, those kinds of
things. It is a little unclear as to where CMS is, and I do
not know where to find the formal documentation on that.

MR. BERTKO: Okay. The second part reflects kind
of your question toward the end, I think, Anne, about
broadening it to include efficiency. I kind of see quality
and efficiency as being close partners here. And while

people like my friends at Dartmouth measure things, I am
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unaware of any kind of efficiency improvement things that

are equivalent to QIOs. There are a lot of revenue

enhancement firms, but not necessarily efficiency

enhancement. And I was wondering if you have any follow-up

to that.

MS. MUTTI: You know, on that I was thinking of

some of the directions that the IHI has moved into, not just

focus on quality but, you know, throughput is an important

factor or, you know, just that efficiency is a factor here

and we should be spreading that.

MR. BERTKO: Can we maybe get some more

information on that in the next session?

MS. MUTTI: Absolutely.

DR. DEAN: I just wanted to ask a question sort of

related to George's comments. In Slide 7, when you talked

about the readmission rates in hospitals serving minority

populations, is the key characteristic ethnicity or is it

income? And is there a way to break that down? Because I

suspect that income may be a strong or maybe even a stronger

determinant, but I am just curious.

MS. NEPRASH: I suspect that you are right in your

suspicion, and the problem so far is that the research on
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the connection between readmission and race is limited

already in that it is frequently focused on individual

conditions or even individual hospitals, and then income as

a —— using race as an income for proxy is also —-— or as a
proxy for -—- I am sorry —-- 1s also a concern in the
literature.

So I think you are right, and I don't have —-

MS. MUTTI: We can report back.

MS. NEPRASH: We can absolutely look more into

this and get back to you.

DR. DEAN: I think it is important because it

could lead us down the wrong track if we are not careful in

the beginning.

DR. CHERNEW: I have a question about the market

demand for QIOs at some level. Does anyone pay them besides

Medicare? So there is a market if I wanted to get a QIO

that I could pay, not —-

MR. HACKBARTH: I was going to ask the same

question. It would be helpful, and I am sure it varies

across QIOs. But how much private revenue do they have?

Are these creatures of Medicare or have they passed a market

test? That is the way I was going to phrase it.
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MS. MUTTI: Right, right. And I think it does

vary. I remember hearing some of them, more than 50 percent
of their business is the QIO business. For others it is
less. We know that most are nonprofit. I think four are

for-profit. A lot of them, I remember seeing, have reported

that they like trying to get the QIO contract because it

gives them better leverage when they try and get other

private sector work. So, you know, there is definitely a

mix going on.

MR. HACKBARTH: I think that that is a critical

issue whether they have passed a market test. My own

personal experience in running a large group and being an

executive in an HMO is there is a vibrant market of people

wanting to provide technical support, cultural change

support. It is not like there is a shortage of actors out

there. You know, my own experience is some of them were

good and some of them weren't so good. But, you know,

basically what it seems like we have done is say, well,

there aren't enough players in this market and so we need

sort of, if not a totally government-supported, a heavily

government-supported entrant in this marketplace. And that

may be a good idea or a bad idea, but I think it is an idea



10

11

12

13

14

15

16

17

18

19

20

21

22

77

that is worthy of questioning and discussing whether this is

an effective vehicle for providing the best assistance

possible. And so that is why I like this topic. I think it

is an important one.

MS. BEHROOZI: [Off microphone] Are we on round

three yet?

MR. HACKBARTH: We are on round one and a half.

Anybody who has not made a comment because they have been,

like, Mitra, patiently waiting for round two, it is your

turn now.

MS. BEHROOZI: Oh, no. That is going to ruin my

reputation as being a disrupter.

Anyway, to continue the theme of disruption, on

your questions on Slide 13, I think we have all -- I mean,

you know, I think Glenn summed it up. We kind of are not

interested in the first version of sticking with QIOs

exclusively but, rather, exploring other ways of approaching

how to help institutions pursue quality and efficiency as

part of quality. And I would go for —— I would love to

explore a mechanism for incorporating all different kinds of

organizations into the mix, starting with -- Arnie's mention

of Virginia Mason, where did they go for their quality
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improvement lessons? Toyota. I mean, that is not even a
health care organization. That is not somebody who is
trying to be in the business of telling people how to be
better health care organizations. So that is, you know, one
sort of extreme example.

Where I come from, we do a lot of labor-management
projects operated out of a jointly administered Taft-Hartley
fund —- not mine; this is not a plug for anything that I
administer —-- but, you know, focused on achieving quality
improvement in, I think, a very different way than when you
are talking about the chief medical officer or the
physicians or the leadership being mentored or culture
change taking place among the leadership of the institution
but, rather, working at both ends of the spectrum to achieve
change throughout the organization and working on the little
things, the maintenance of the cleanliness of the
institution, you know, the orderliness of the supplies,
things like that that are essential to quality, but coming
at it from a very different perspective.

So I know that could get really messy saying, oh,
you know, it is a free-for-all and any kind of organization

could be eligible for funding contracting with CMS, so maybe
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there needs to be some kind of entity that would be the

clearinghouse for that kind of contracting or, you know,

awarding of grants. But then also at that level, I think

diffusion of those best practices is really important, and

you do mention that in the paper. But I think that as we

are talking about how to bring the help to the institutions

that need it most —-- and I would advocate, you know,

focusing on where it is clearly needed most right now, that

we don't just reinvent the wheel in each separate place or

do something really great over here and something pretty

great over here and nobody else knows about it. But, you

know, I think diffusion should really be put up high on the

list.

MR. HACKBARTH: Other questions or comments from

people who have not had a chance thus far? This would be

round two now. We are quite a bit behind schedule, so

please keep that in mind as we go through.

MR. GEORGE MILLER: All right. Round two. While

I enjoyed the reading, I was a little concerned about the

tone, particularly to providers. The sentence on page 3 in

the reading said, "Ten out of 20 QIO CEOs independently

proposed that the barrier to technical assistance is a lack
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of motivation of providers to work on quality." That, in my

opinion, just sets the wrong tone because in the report you

talk about the Michigan Hospital Association and what they

did. There are many examples of hospitals, physicians,

leading quality initiatives. So I was really concerned

about the tone against providers. So I assume providers did

not mean just hospitals. So not taking it personally, but

it would be all providers.

And then you contrast that in there with some

concerns about the QIOs themselves, that they are different;

in different states they provide different levels of

services; and they may not have their own technical

expertise. And there was empirical research that they may

not even be effective. So I think the message of the

chapter should be even and not one that says that there is a

lack of motivation by providers on quality. I am not sure

that is true.

And then when you talked about the low performers,

it seemed to me that either it may be a financial issue

although we have not fleshed that out, but they serve a

higher minority population or they do not have the resources

to do that —-- not that they wouldn't want to deal with
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quality, but they may not have the resources and that
technical assistance could be a way to improve quality.

So my major issue, more of a statement than a
question, is I was concerned about the tone of the chapter
toward providers.

DR. KANE: Well, I have been on the board of a
couple of companies that have tried to do operational and
quality improvement. One of them that I am still on is
Press Ganey, and I have to say that there is —-- to disagree
for a change with George, there is a problem with
motivation, and it is very hard to get these organizations
to take on the kind of —-- some of these really need massive
cultural change. And one of my favorite phrases is, "The
fish rots from the head down," and it really starts from the
top. And you cannot come in kind of at the middle level and
change a whole lot, you know? You really need a massive
commitment from the top. Sorry, I know that is not —-

MR. GEORGE MILLER: Even though I was a CEO --

DR. KANE: Yes, I am sorry, George.

[Laughter.]

DR. KANE: Not you, George. Don't take this

personally. But I think the QIOs have always been seen as
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sort of technical, technical. I don't think they are the
right vehicle. I honestly don't. So I think, if anything,
that the kind of money that gets put into technical
assistance, which should really be called much more cultural
change and managerial leadership assistance, should probably
be targeted to providers who cannot afford to hire outside
help on their own. Certainly, Press Ganey has lots of
clients, Advisory Board has lots of clients. I mean,
there's gobs of us out there doing this, so it's not like
there aren't providers out there. But the two things that
are missing is motivation, number one, which I think even
when CMS requires a measure to be put on the public website,

there is a flurry of demand for help when the measure like

CAHPS measures look bad. So Press Ganey, you know, that is
our —— we got motivation because this is going to be on the
public website. So, bang, you know, we have got all these

people saying, "Oh, come help us understand why our survey

results are so bad in these domains."

So that is some of the motivation that I think

Medicare can provide, is just making public metrics and then

finding —— and then motivating the providers to fix those

metrics. But I do think that motivation is one, but the
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other is, you know, some hospitals, some systems really

don't have the resources. I don't mean just to pay the

consultants, but I mean to really take on ——- it is often

their docs who aren't collaborating or their culture, it is

just not —-- and they really need a lot of help, and they

need resources to do that.

So it is a huge issue. I don't QIOs are really —-
at least my understanding —-- up to the task or that the —— I
like the idea that, you know, anybody —-- organizations are

given money to hire them, to hire outside help, but that

they are not limited to the QIO.

MR. BUTLER: So ditto on almost everything Nancy

said. I would put one Pollyanna-ish view out there, though,

that is a little bit loftier and larger. Again, I will

refer to the DRG rollout which was in a way a unique

partnership between the government and the provider side at

a high level.

I am looking at Julian over here. You may

remember the road show we put on that was in partnership

with the hospitals and with CMS, HCFA at the time, where

there was an explanation of what it was and how it would

work, and then people like me saying, "And here is how we
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are responding in our organization." It was a very high-

level ——- and I think presuming, let's say we get health

reform passed, there's all kinds of payment reform in

Medicare embedded in there, and wouldn't it be nice to have

kind of a good, solid road show, or however you want to

deliver it, that would capture not only what is already in

place, other events and all those things, but what is coming

in the pipeline as explained by government officials as best

they can, in combination with fairly high-level CMO types

that says, "And here is what we are doing in our

organization," to kind of reset the dial and reset kind of a

partnership at a high level. I think we could have an

opportunity to do that which could be fun and actually

somewhat energizing, because most of the payment reforms I

think are being —- can be embraced by the provider side as

necessary things.

DR. BERENSON: Glenn and Nancy made the point T

was going to make, which is the group missing from your list

of organizations providing technical assistance are

consultants. And where I want to go with this, in reading

the paper it looks like hospitals can turn in many

directions from consultants, to associations, to IHI, which
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is focusing there. It seems to me the group that really
doesn't have the wherewithal and doesn't even know they
don't have the wherewithal and need help are small physician
practices. And to the extent that there is no market for
wanting to provide services to them in terms of improvement,
and they need a lot to sort of make the transition, I think
—— I am not recommending this, but I think one might think
about more targeting of the QIO-type program to physicians
in those kinds of practices.

DR. MILSTEIN: I support this general line, but I
think the category is broader. It is providers that don't
really have the wherewithal to apply modern quality
management methods. Now the equivalent organization to the
one Bob just mentioned are non-chain nursing home operators.
They don't have a prayer. So I think that is where public
resources should be focused and not on providers that do
have the wherewithal.

DR. DEAN: Just a quick comment. I was struck
that we would target high performers, which I think is a
very good idea, but we are sort of schizophrenic in how we
approach this in the sense we're encouraging a competitive

environment and then we want the people that are really
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successful to use their expertise to basically give away

their secrets.

You know, I think the latter is totally

appropriate, and it is the kind of environment that I think

we should support. But I think we give a mixed message

about which direction we want the industry to go.

MR. HACKBARTH: I think that is a good point, Tom,

and, though, there are organizations who that becomes part

of their culture, and it allows them —-- their leadership

position allows them to attract high—-quality staff because

you feel like, oh, I am not just working for XYZ, I am

working for somebody that is regarded as a leader in the

field, and they go out and they do the speeches, they help

others. And there is a certain cache in that. You know,

the Harvard Community Health Plan tried to do that. Don

Berwick got his start at Harvard Community Health Plan and

then took his show on to bigger and better things. So that

can be an organizational strategy in its own right.

Okay. Thank you very much, and this is a good

topic. I like it. We will be back to it.

We will now have a brief public comment period.

Let me just repeat the ground rules. Please keep your
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comments to no more than two minutes. When this red light

comes back on, that will signify that your two minutes are

up, and please begin by identifying yourself and your

organization. And one last advertisement before you begin.

For those of you who are not aware, we do now have an

opportunity on our website for people to make comments

there, and I think it is pretty clearly identified, the

button you push to get to that location. Please avail

yourself of that opportunity.

MS. LLOYD: Hi. My name is Danielle Lloyd. I am

with Premier. We are an alliance of about 2,200 hospitals

nationwide that work to improve quality and reduce costs

among our hospitals.

On this particular conversation, I just did want

to note that through the Premier CMS Hospital Quality

Incentive Demonstration, we actually do provide technical

assistance as well as knowledge sharing among our hospitals,

so diffusing information from the high performers to the low

performers, as was being discussed. We aren't a quality

improvement organization, however, and we think opening up

to other organizations would benefit both the program as

well as beneficiaries.
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One thing I would note on that, however, is not

every organization is going to want to take on a whole

region. You might want to take on parts of a population or

certain providers in an area, so that might be something

that is barring some organizations from getting into this

part of the Medicare program that you might want to

consider.

The second thing is on comparative —-—- the coverage

with evidence discussion. What I do not think I heard is

any discussion about unique device identification, something

that the FDA has been working on quite slowly. The health

reform bill does have a provision in there to try to speed

that up. But certainly to the extent that Medicare requires

a specific unique device identifier to start flowing through

to the public databases and then the private sector can

start doing some of this research, that might take some of

the burden off of CMS from trying to do some of this

research and both inform coverage with evidence as well as

comparative effectiveness research. It will not replace

registry information like the ICDs but certainly may

facilitate this, and that could be a concrete recommendation

of the Commission.
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Thank you.

MR. SCHULKE: Good morning. David Schulke,

American Health Quality Association. We represent QIOs, so

very interested in your last discussion.

Along with the mix of private organizations that

are providing quality improvement technical assistance, like

Premier and the Keystone Center and many others, the QIOs

are a publicly funded national network of private

organizations that provide this kind of assistance. And

there are some advantages to having a publicly funded

national network. The ESRD Networks are another national

infrastructure of publicly funded quality improvement

technical assistance organizations that you probably should

include in your mix of considerations.

Some of the advantages are that when organizations

work with QIOs, lessons that they learn in the course of

their quality improvement efforts are shared via the QIO

with other entities that are participating in that effort.

So it is an efficient way of transferring information that

is not as efficiently transferred if you fund individual

providers and practitioners to hire consultants of their own

choosing to advise them to be better competitors in the
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market.

So I have seen the QIOs convene meetings where the

providers that compete in the market are sharing information

with other QIOs and providers in the room about how their

best practices were derived and how they have had trouble

implementing how they overcome those problems. So it is a

very useful mechanism for facilitating speeding the transfer

of information, overcoming competitive barriers that

otherwise exist.

The QIOs are already working in a wide variety of

care settings. In the past, you have thought of them as

silos and described them as silos, physician offices,

hospitals, nursing homes, et cetera. Because the QIOs are

working in all of these places, this is a valuable aspect of

the public infrastructure because they are able to get those

all now to work on care transitions problems. Those

problems are not just the property of the behavior of

hospitals or that problem is not just under the control of

hospitals, although mostly people right now are talking

about it that way. QIOs have been convening all these

parties in a community to work together on stitching

together a better, safer continuum of care so people move
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through it more safely and more effectively.

The QIOs are independent. They are by law

required to be independent of providers and practitioners.

CMS enforces that in a variety of ways. One of the

advantages of this is that the providers and practitioners

know that they can trust the QIO is not captured by someone

else and they are willing to share information with them,

and you get a more open interplay of information, exchange

of information.

One of the side effects of that is that CMS has to

approve private contracts of any significant that the QIOs

might want to engage with, with a provider or practitioner

organization particularly. So this has impeded their

getting into private business with providers and

practitioners. There is a pre-approval process and

substantial concerns about the providers paying the QIOs to

do work with them as individual organizations because of

some of their Medicare responsibilities. So that is a

conversation that is worth having later.

And I guess I would like to make two

recommendations for you to consider to Congress. One is

that when you are thinking about spreading the money around
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to a lot more entities, which I know you are thinking about

from the conversation, consider that the money is not as

great as it seems. The largest category of the spending now

and the ninth statement of work is for this infrastructure

and support category. I think, we think, we surmise,

although it is not a publicly known list of activities and

contracts, one of the concerns we have is that CMS needs a

budget to pay for quality infrastructure so they are not

forced to forage for that money through the QIO field work

budget.

Thank you.

MR. HACKBARTH: Thank you. Let's see. We will

adjourn for lunch and reconvene at 1:15.

[Whereupon, at 12:10 p.m., the meeting was

recessed, to reconvene at 1:15 p.m. this same day.]
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AFTERNOON SESSION [1:17 p.m.]

MR. HACKBARTH: Okay, Kim, we are going to go
ahead and start. We have a couple Commissioners who will be
finishing phone calls and headed in in a minute.

So our first topic this afternoon is a
continuation of our work on hospice and the hospice payment
system and Kim is going to present some new data on hospice
visits. Kim?

MS. NEUMAN: Good afternoon. Today, we are going
to get our first chance to look at two new data sources on
hospice visits that have recently become available to us.
The purpose of looking at this data is to confirm whether
the general findings in our prior work on hospice visit
patterns are observed more broadly in these additional data
sources. The data may also provide additional perspective
that can help inform our research agenda on hospice payment
system reform.

Before we take a look at the data, I will recap
briefly our prior work. As you will recall, we previously
found that Medicare's hospice payment system does not match
well with hospice's provision of care at the end of life.

This is because Medicare generally makes a flat payment for
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each day in a hospice episode, while hospices provide more

services at the beginning of the episode and at the end of

the episode near the time of a patient's death and fewer

services in the intervening period. As a result, long

hospice stays are, in general, more profitable for providers

than short stays.

In March of 2009, the Commission recommended that

the hospice payment system be reformed to move away from a

flat per day payment system to one in which per day payments

for an episode of care begin at a relatively higher rate,

but then decline as the length of the episode increases.

The Commission also recommended there be an additional

payment at the end of the episode to reflect a hospice's

higher level of effort near the time of a patient's death.

The Commission recommended that this change be made by 2013,

which would allow time for additional data to be collected

on hospice visits and costs that could inform payment system

reform.

Historically, hospices have not been required to

report much data to Medicare on the services they provide.

Until recently, the only patient-level data on hospice

visits available to us was data from one national for-profit
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hospice chain. Now, two additional data sources are

available.

The first source is Medicare claims data.

Beginning July 2008, hospices were required to include on

Medicare claims the number of visits provided each week by

nurses, home health aides, and social workers. Today, we

will look at the first six months of this data. It is

important to note that the claims data only include

information on the number of wvisits, not the wvisit hours.

The Commission previously recommended reporting of wvisit

time information on Medicare claims, and that will begin in

January 2010.

The second data source comes from a group of 17

nonprofit hospices that served over 120,000 Medicare

beneficiaries in 14 States between October of 2005 and

September of 2008. The data include information on the

number of visits and visit hours for a wide range of visit

types.

Now, one word of caution on the data. In terms of

the claims data, we are looking at the first six months of

data under this new visit reporting requirement. We know

from looking at data in other Medicare payment systems that
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some providers may take time to adjust to new data reporting

requirements and there can be some unevenness in the

accuracy of early data.

In terms of the data furnished to us by the group

of nonprofit hospices, it reflects the experience of 17

hospices.

But that said, as you will see in a moment, our

analysis of these data sources is encouraging, as it is

consistent with some of our prior findings regarding hospice

visit patterns.

So now to look at the data. Previously, our

analysis of visit data from a national hospice chain found

that patients with short stays in hospice received more

visits per week on average than patients with long stays.

This chart shows that in the Medicare claims data more

broadly, we are seeing the same general pattern. Shorter

stays receive, on average, more visits per week than longer

stays.

This chart also shows that patients with short

stays receive a greater share of visits from nurses than

home health aides, compared to patients with longer stays.

This can be seen by comparing the size of the orange and
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yellow segments of each bar.

The more frequent visits per week for short-stay

patients reflects in part the higher visit frequency at the

beginning of the episode and at the end of the episode, near

the time of a patient's death. The next chart shows, based

on the data from the 17 hospices, this U-shaped pattern in

the provision of hospice visits. 1In each length of stay

category, hospice visits are higher in the first and lat

seven days of the episode than in the intervening period,

with hospice visits being most frequent in the last seven

days of life.

And in this next chart, you can see the U-shaped

pattern of hospice visits shown in the last table depicted

graphically.

So next, we will take a look at how diagnosis fits

into the picture. The next chart contains Medicare claims

data and looks at the number of visits per week by length of

stay and diagnosis. It shows that after taking into account

length of stay, there is little variation in visits per week

across diagnoses. This confirms a finding in our prior work

that length of stay is a more significant predictor of visit

frequency than diagnosis.
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Now, we will take a look at the wvisit hours data

from the 17 hospices to see if the visit hours patterns look

similar to the patterns we have seen in the number of

visits. Regardless of whether we measure visits by the

number of visits per week or the hours of visits per week,

we see more visits per week on average for patients with

short stays than long stays. That said, we observe a

somewhat sharper decline in visits per week as patient

length of stay increases when measuring visits by hours

rather than number of visits. This is because patients with

shorter stays not only receive more visits per week on

average, they also receive longer visits. This highlights

the value of the visit time data that CMS will begin

collecting in 2010.

The next chart looks at the average visit hours

per week by length of stay and diagnosis for the 17

hospices. Similar to what we saw with the number of wvisits

per week, visit hours per week do not vary much by diagnosis

once length of stay is taken into account. While there is

not a large amount of variation across diagnoses, once we

control for length of stay, we do see that in each length of

stay category, cancer patients, shown in the orange bar,
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tend to receive slightly fewer visit hours per week on

average than other diagnoses.

The newly available data also give us a picture of

the skill mix of visits provided to different types of

hospice patients. Both the claims data and the data from

the 17 hospices show that patients with short stays receive

higher skill mix of care, meaning more nurse visits and less

home health aide visits than long-stay patients. For

example, according to the Medicare claims data, nurses

furnish just over 60 percent of all visits received by

patients with a length of stay of 30 days or less, compared

to just under 45 percent of visits received by patients with

a length of stay of 91 to 180 days.

In addition to the difference in the mix of wvisits

by length of stay, we also see differences by diagnosis.

After taking into account length of stay, cancer patients

receive a slightly higher share of visits from nurses than

patients with other diagnoses. So putting this together

with what we saw in the prior slide, cancer patients appear

to receive slightly fewer visit hours per week after

controlling for length of stay, but a higher skill mix of

visits.
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Next, we are going to move on to look at hospice

visit frequency by location of the patient. This is of

interest because previously the Commission indicated it

might consider examining whether a different payment

structure is needed for hospice care provided in nursing

facilities. If we were to examine that issue, there would

be a number of questions to look at. For example, do

hospice patients in nursing facilities and the community

receive similar levels of service? Does the potential

overlap in services furnished by the hospice and the nursing

facility reduce the worklocad for each entity? And do

hospices providing care in nursing facilities receive

reductions in cost due to reduced travel time and higher

caseloads per staff person?

The data we have today can look at the first of

these questions. Here, we have a chart that shows average

visits per week by length of stay and location of care. 1In

this chart, we see that beneficiaries in nursing facilities

and assisted living facilities receive slightly more visits

per week on average than beneficiaries at home, after

controlling for length of stay.

Not shown in the chart, the difference in the
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overall number of visits per week across locations is

largely a result of hospices providing more home health aide

visits to patients in nursing facilities and assisted living

facilities. This may seem like a counterintuitive result,

since nursing facility residents have access to home health

aide services through the nursing facility. We are

uncertain what is accounting for this. It may be that the

ability to provide care in a centralized location without

travel between patients facilitates the provision of more

home health aide visits. It also may be that patients in

nursing facilities are more likely to lack family members

who are able to provide assistance and support and that

additional aide visits may partly reflect that. There are

also guestions about whether the provision of home health

aide visits by hospices might be attractive to nursing

facilities in bringing hospices in to serve their patients.

The Medicare claims data on visits also allow us

to look at how visit frequency varies by provider

characteristics. Both rural and urban hospices and hospices

of different sizes show similar amounts of average number of

visits per week. We do see some differences, however, in

the number of visits per week by ownership type and across
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free-standing home health-based and hospital-based hospices.

Free-standing and home health-based hospices and
for-profit hospices provide slightly more aide visits per
week on average than other hospices. What accounts for the
difference in aide visits per week among different types of
providers is uncertain. There are a variety of
possibilities. For example, it may be that some hospices,
for example, nonprofit hospices, rely more heavily on
volunteers for home health aide-type services and we do not
see volunteer visits in the data. It might also be a
reflection of differences in the location of care across
different types of providers. For example, for-profit
providers tend to serve more patients in nursing facilities,
which we have shown have more aide visits. Another factor
might be the greater prevalence of long stays among certain
types of hospices. The higher margin on long stays might
facilitate the provision of more aide visits among hospices
with more long-stay patients.

So in conclusion, the analyses of these two new
data sources confirm findings in our earlier work and lend
further support for the need for a hospice payment system

that is better aligned with the U-shaped pattern of hospice
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care.

In terms of our research agenda on payment system

reform, there are several avenues we could pursue going

forward. We could conduct additional analyses of the

Medicare claims data to look at the implication of the wvisit

patterns seen for the structure of a revised payment system,

for example, how much the per diem payment rate should

decline over the course of an episode or how much the end-

of-episode payment should be. We could also analyze visit

patterns for patients with stays of more than 180 days when

data for a longer time period is available.

Second, we could explore the feasibility of using

data from the 17 hospices to look at whether there are

differences in travel time by location of care and what the

implications of that might be.

Finally, we could look at hospice services beyond

visits, such as prescription drugs and home medical

equipment. While hospice visits are the largest component

of hospices' direct costs, other items, such as drugs and

equipment, also influence costs. We could explore this

further by looking at data on drugs and home medical

equipment use for a limited number of hospices. The
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Commission may also want to consider whether it would be

beneficial for CMS to expand its claims data reporting

requirements to include prescription drugs, home medical

equipment, and other ancillary services.

So with that, I will conclude the presentation. I

look forward to your questions and discussion and any

feedback on issues you are interested in pursuing in more

depth.

MR. HACKBARTH: Thank you, Kim. Good job.

Before we start the discussion, I just want to say

a word about the context for the benefit of the people in

the audience who are now just maybe entering the

conversation about hospice for the first time. As Kim

pointed out, one of the findings of our earlier work on

hospice was the significant growth in long stays in

hospices. Some time ago, I was talking about that finding

to an audience and one of the members of the audience during

the question period said, why are long stays a bad thing-?

She feared the implication of what we were saying was that

we thought the stays were too long and that they ought to be

shortened by hastening the demise of the patient.

I just want to assure people that is not the
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implication of the work. The issue that we have focused on
is the timing of the admission to hospice and whether that
is appropriate, whether it is affected by the payment system
and the like. This isn't about hastening the death of
anybody, but the timing of the admission is the issue here.

So let me see hands for first round clarifying
questions. Mitra?

MS. BEHROOZI: Thank you. Kim, I feel like I
should know this, but can you describe how the payment
system works for hospice when somebody is in a nursing home,
whether it is a Medicaid-paid stay or a Medicare-paid stay?

MS. NEUMAN: Are you referring to someone who
would be a dual eligible?

MS. BEHROOZI: Yes, if they are covered by
Medicaid. If it is a custodial stay, I guess they would be
a dual eligible. But if it was separately, two separate
ways of covering a nursing home stay, if they were there on
a Medicare-paid stay also.

MS. NEUMAN: Okay. So if someone was in a nursing
facility on a Medicare-paid stay, that would be under the
SNF benefit. Patients who are getting care as part of the

SNF benefit are, in general, not eligible for hospice. If
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you are in a SNF because you broke your hip and that hip

fracture is not related to your terminal disease, then in

those situations, Medicare provides hospice to those folks

in a SNF. But in general, there is a divide between the SNF

benefit and the hospice benefit. You are either in one or

the other, but not both.

MS. BEHROOZI: If it is that situation that you

mentioned, is it simply one payment on top of the other? Is

there any offset? I mean, as you said, a broken hip

separate from the terminal diagnosis?

MS. NEUMAN: Right. No, there wouldn't be any

offset. Yes. And they would hypothetically be providing

different services, tending to the skilled care needs of the

person, and then the hospice would be providing services for

the palliation of the terminal condition.

MS. BEHROOZI: If it's a dual eligible whose stay

is covered by Medicaid?

MS. NEUMAN: So if it's a dual eligible, Medicare

pays for the hospice portion of services, so that's for the

nursing and symptom relief of the terminal condition, and

then the room and board piece of the nursing facility stay,

that is paid by Medicaid. And the way it works is the
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Medicaid payment goes to the hospice who then pays the

nursing facility for the room and board.

DR. DEAN: I was going to ask somewhat the same

question. On Slide 12, and probably I suspect you don't

have the answer to this, but those numbers are, you know,

like you say, sort of counterintuitive in a way, and I

wonder if we are assuming that these patients are all

relatively equivalent in terms of their needs, and I suspect

that may not be true. Is there any way —-- and maybe there

isn't —— to determine sort of the functional status of these

folks and the differences that may exist as sort of a risk

adjustment? I suspect that may not be possible, but I

wonder 1f some of these difference may be —- the people that

are still at home, even though they have a terminal disease,

may still be able to do some things for themselves, whereas

those that are in nursing homes probably can't. I don't

know. I am hypothesizing.

MS. NEUMAN: T think that is right on target, that

there are going to be differences in the functional

capabilities of the people in the different settings and

that that could be partly reflected in this data.

Also, something similar is the idea that the
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amount of family and informal support that people have may
differ in the various settings.

DR. DEAN: Yes.

MS. NEUMAN: For a patient to stay in the home,
they have to have a fair amount of support already there —-

DR. DEAN: Right.

MS. NEUMAN: -- whereas a patient in an assisted
living facility may have less support, and also probably
less availability of services than someone, say, in a
nursing facility. So there's probably differences both in
functional capabilities and access to other kinds of
supports.

DR. DEAN: Just to clarify your answer to Mitra,
which that's very interesting, that if a patient is in a
nursing home covered by Medicaid, the Medicaid payment would
go to the hospice first and then —- so it really isn't a
double payment, or it isn't as much overlap as it might seem
on first glance. I guess I was assuming they were two
separate payments, but -—-

MS. NEUMAN: Well, each payment is intended to be
for a different sort of pool of services —-

DR. DEAN: Right.
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MS. NEUMAN: -- and the concern of overlap is

whether —-- the idea that by each entity providing assistance

to these individuals that perhaps it reduces the workload of

each some. We have yet to be able to determine if that's

the case, but that's the theory.

DR. DEAN: But at least in theory, the only

payment that would go directly to the nursing home, then,

would be just the board and room payments, not nursing care

payments.

MS. NEUMAN: Just the normal Medicaid nursing

facility room and board payments and the ancillaries that go

along with that.

DR. DEAN: I mean, but that would include usually,

you know, nursing care and aide care, or care by nurses'

aides and so forth —-

MS. NEUMAN: Yes, and I think that -- I am using

that room and board to mean all the stuff that goes with

being in a nursing facility --

DR. DEAN: So it would include the nurses' aide —-

MS. NEUMAN: It does include that. Yes. I'm

sorry if that wasn't clear. Yes.

DR. DEAN: Okay.
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MS. NEUMAN: But when a hospice —-

DR. DEAN: So there is a sense of some double

payment. I mean, I don't know —-

MS. NEUMAN: In the Conditions of Participation

for hospices, it lays out the idea that the nursing facility

needs to keep providing the services that they would provide

to this patient if they weren't in hospice and the hospice

needs to provide the services to the patient as though they

were in their home, that there shouldn't be any kind of

reduction. That's what is in the Conditions of

Participation.

DR. MARK MILLER: The concern is that there is

still some overlap and some potential for payment error, and

in a second situation that we heard about when we were doing

this work over the last year or year and a half is you had

situations where the nursing home owns the hospice, and she

had those kinds of circumstances. And I think the IG has

been paying some attention to this issue.

MR. HACKBARTH: Round one clarifying questions?

DR. BERENSON: Yes. Since I wasn't around for

previous discussions, I have a question, maybe to Glenn

based on what you were saying about what our concern here
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is, and I appreciate it's not about the back end, it's about

the front end. I would have thought, except for maybe this

example where the nursing home owns the hospice, that the

hospice is a relatively passive recipient of a decision made

by patients, families, and doctors. Do we have reason to

believe that the incentive for doing well on a long —-

relatively well on a long stay is the hospice is somehow

part of the decision to trigger that event, to trigger the

referral and the beginning of a stay?

MR. HACKBARTH: Mark or Kim, do you want to answer

that, because you actually participated in the conversations

with our expert panels. But we did find some issues about

relationships, for example, hospices and nursing homes that

might be an example of that.

DR. MARK MILLER: Yes. I think there's —-—- and

Jim, you should also step into this conversation, because

Jim did a lot of this work before it moved over to Kim. I

think when we, both when we went out and spoke to people in

the field and lots of people came into the office to talk to

us and we had an expert panel with medical directors, there

were statements like this.

There was the nursing home situation, where
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hospices may actually enter a nursing home and kind of work

through the population and say, we can offer additional

services, in a sense, kind of reaching for services. And

also, certain markets, there had been a lot of growth in

hospices, even to the point where some people argue that the

markets are becoming saturated, and there has been much more

outreach in terms of physicians in saying, you need to start

referring to us. And there's also some, you know, the

medical director of a hospice in a community can play a role

with physicians in the determination of patients and

bringing them into the hospice setting. At least in some of

the expert panel discussions, there was concern in certain

markets where it was becoming so saturated that a lot of

that was -- or some of -- I don't want to say a lot —-- some

of that was going on.

DR. BERENSON: That was basically the genesis of

our looking, then, on what we could adjust in payment policy

to try to prevent —-—- to think we could have some influence

on that behavior?

MR. HACKBARTH: Well, then the other way we looked

at it was just looking at the patterns of care and whether

the payment method of a flat amount was consistent with what
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you would expect to be the normal intensity of services. On
the face of it, in a way, it is illogical to pay a flat
payment amount, and if you are paying a flat payment amount,
in all likelihood, it would make longer stays more
profitable than short stays.

DR. MARK MILLER: And just to, again, there is a
lot of work here that we are kind of blowing through really
quickly. You know, there was —-- and this is a good thing —--
I mean, there were attempts on the part of CMS to encourage
the use of this benefit and there are decidedly broader
conditions and diagnoses that are being brought into the
hospice benefit, and that is probably all a good thing.

But then you also found among the medical
directors discussions about -- and this is always an art and
it is very difficult, and we have had several conversations
with people in the field about this —-- in determining the
eligibility and the notion of predicting the last six months
of life. And again, given the payment issues and some of
the growth issues and the saturation in markets, were the
definitions of sort of defining people as eligible for the
benefit becoming more lax, and that some assertion that some

people entered markets and took a little bit more of a
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liberal view on sort of who could qualify.

MR. HACKBARTH: And we had people in the hospice

field who were saying that you're raising legitimate

concerns. There are issues that are of concern to at least

some people within the field, so a number of different

things came together.

Peter?

MR. BUTLER: Well, I think you are on the right

path here with the U-shaped curve and you have done a lot of

good additional work. My question relates to performance.

Most of the other services, we're increasingly injecting

pay—-for-performance kinds of standards along with the

payment. Obviously, when the clinical outcome is expected

to be death, it's not quite the same. Nevertheless, there's

pain management or access to support when you need it or

communication with family. Have we begun to think about how

we would evaluate the job that hospices are doing in a

systematic way?

MS. NEUMAN: There are currently several different

kinds of surveys that are out there among various hospice

associations to survey family members of patients to find

out about the experience, so there are survey kinds of
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instruments that are out there. They are not across the

board, every hospice, and they are not -- it is not

publicly-reported data. But there are things like that that

are out there that have sort of been the beginnings of

quality measurement.

You know, there are some issues with surveys, as

you know, as far as quality measurement in terms of, one,

sort of a family member's perspective may not fully reflect

the experience of the person going through it, and also

there's the subjective nature and generalist surveys. So

there's been a desire to try to look at some administrative

data, if possible, and so we've been thinking about if there

are administrative data measures that we could look at.

It's, I think, a little bit more difficult with hospice than

other kinds of services, but we have been doing some

thinking there and we can come back to you on that.

DR. KANE: Yes. I'm just curious to know, since

you have Medicare claims data for six months, whether you

looked at geographic variability in the patterns of wvisits

over length of stay and maybe even able to —- were you able

to take a look at whether the patterns varied by the degree

of market concentration? I know that's a tall order, but
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even just a geographic variation. Is there much, or is it
pretty consistent in different parts of the country?

MS. NEUMAN: I did not look at the geographic
variation, and I might be able to do that with the six
months of data at a very high level. If we want to get at
sort of the market concentration issue, I think we're going
to need to wait until we have at least a full year of data
so that we have a bigger sample. I had to limit my analysis
to people who entered and exited hospice within this six-
month window, so that really makes the size of the sample
smaller than it would otherwise be. So I think with more
data, we could really get at your question pretty well.

MR. GEORGE MILLER: Were you able to determine,
based on this graph and your other slides, if for-profit and
not-for-profit had a higher utilization of nursing facility
and assisted living facility versus patient's home, or is
there any correlation between that issue, and the same thing
for rural and urban --

MS. NEUMAN: Between for-profits and not-for-
profits, you see not-for-profits having more patients in the
home and fewer patients in assisted living and nursing

facilities. I have not looked at it for rural versus urban,
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but I can do that.

DR. STUART: First of all, Kim, thank you for

doing this. I really appreciate your sensitivity towards

this subject.

I would like to focus into the palliative care

that hospice provides and specifically palliation when using

radiation therapy or chemotherapy. I have several

questions.

One, who pays the facility fee for, say, radiation

therapy for palliation and who pays the professional fee? I

already have that answer, but I just wanted to kind of ask

you that.
[Laughter.]
MR. HACKBARTH: But you're not going to tell us.
DR. STUART: And the other --
MS. NEUMAN: I believe the hospice is responsible
for the —-

DR. STUART: For the —-

MS. NEUMAN: —— because it's within the —-- it's

for the palliation of —-

DR. STUART: For the facility fee, but if it's not

done by a hospice doctor, like the radiation therapist, I
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think that comes under Part B, but maybe it doesn't —-

DR. MARK MILLER: The doctor -- no, go ahead.

MS. NEUMAN: No, you go ahead. Please.

[Laughter.]

MS. NEUMAN: Why don't I get back to you on that?
The general rule is, and this may be an exception, that if
it's for the palliation of the terminal condition, that it's
within the hospice's payment that it has to be funded out
of. There may be some technicality here that I'm not aware
of ——

DR. STUART: Yes, I'd really like you to look into
this —-

MS. NEUMAN: Yes. I can find that out for sure.

DR. STUART: And I'd like also to see if there's a
difference between the palliation, specifically the
radiation and chemotherapy, between for-profit and not-for-
profit hospices.

And the fourth question, and it's an ugly one, is
if in the opinion of a non-hospice doctor that's treating
that patient, i.e., like myself, who feels that the person
should get something for palliation and hospice disagrees,

what happens then with the payment? That's the issue.
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Those are difficult questions.

MS. NEUMAN: TI'll come back to you on that. 1In
general, the hospice is responsible for all care associated
with the terminal condition. The patient can revoke hospice
and go back to traditional Medicare, but those are sort of -
- that's the general confines of the benefit. And I'll look
into your specific examples of radiation and chemotherapy
and see how that --

DR. STUART: For palliation.

MS. NEUMAN: Yes, for palliation. These are
people who are in the hospice benefit and who —- this is not
to cure their condition, but to provide symptom relief.

DR. STUART: That's correct.

MS. NEUMAN: Got it. Okay.

MR. HACKBARTH: Okay, round two.

MS. BEHROOZI: The data on the different sites of
care seems really interesting, and I don't —— I didn't see
it when I went back over the slides and I don't remember you
mentioning it, but you very well may have mentioned it when
you were doing your presentation. In the paper, you note
that a higher percentage, almost, I guess, 50 percent more,

percentage of beneficiaries in nursing facilities went
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beyond 180 days of hospice care, and again, maintaining the

focus on the going in side, just in terms of how the

assessment is made.

I wonder about the relationship between the issues

of payment that we're sort of starting to take a look at,

before we even get to the question of the services that are

provided. I mean, it's a good thing if they get more visits

and things like that. I think that's good. But I just

wonder about the incentive to create a hospice patient out

of somebody who's not really the right candidate. I hope I

said that delicately enough.

MS. NEUMAN: One thing to note in those different

rates of stays exceeding 180 days among the nursing facility

and non-nursing facility patients is that there is a

different diagnosis profile across the two settings so that

if we were to control for diagnoses, I believe there would

still likely be a higher percentage exceeding 180 days, but

it would be mitigated somewhat by those differences. So it

is something to keep in mind. It doesn't change the

concerns you've raised, but just a qualification of those

numbers in the paper.

DR. CHERNEW: I want to thank Mitra for that good
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set-up question, and my question is similar in the following
sense. If I understand correctly, all the analysis in the
chapter is based on people that went into hospice. So the
length of stays is if you go into hospice, this is how long
you stay. This is how many visits you have if you had a
hospice stay. It is all if you had a hospice stay.

And so what I think the —-- in the theme of several
other comments I have made, I think hospice is obviously
extremely important, but it has to be framed, I believe, in
the context of the broader question of the difficult issues
surrounding end-of-life care. And whatever happens in
hospice has to be placed in the context of are we getting
the right people in when they —-- so you could have things
look perfectly the way they do, but find some setting where
people aren't being admitted to hospice when they should, or
people that are being admitted to hospice when they
shouldn't. I'm not even sure I know which way it goes.

But I think this is an example of a silo of where
we take a bunch of people out conditional on getting some
benefit and think about what's going on with these people
who have selected or been self-selected or had others select

for them a set of services when I think we really have to
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make sure that in this context we provide the appropriate

care for all the beneficiaries, those that elect hospice or

not, when they reach certain conditions. And I think

getting that right is really hard, but something that we

have to think about broadly as the patient, not just those

that end up in a hospice.

MR. HACKBARTH: I think that is a good point,

Mike. Could you take it to the next step? So what does

that mean for future analysis that you would like to see Kim

do?

DR. CHERNEW: I'm not sure what you can do with

this data, because part of the data is set up on just people

that went to hospice. But if I had my druthers, I would

like to see data on, say, deaths —-- of Medicare

beneficiaries that passed away, how many of them were going

into the hospice? How long were they in the hospice? How

many of them were -- you know, so I could have a better

sense of whether nursing home patients, for example, were

being put in hospices too often, not often enough.

There was this issue that was raised before about

the SNF payment. So you might have an incentive not to put

someone in the hospice, because if you put them in the
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hospice, you might forego some other payment you would get

from Medicare. But those types of connections between the

programs might not be captured if you look on just the

people that went into SNF.

So I would like to begin, maybe not for this

analysis, because we have to deal with the payment systems

we have, but in the broader policy context, I would like to

begin to think about how we deal with payment for people in

nursing homes, people not in nursing homes but with serious

terminal illnesses, people with serious but maybe not

necessarily terminal illnesses, because those patterns of

care matter broadly whether they are in or not, in a

hospice. That's all.

MS. HANSEN: Thank you. I think we all recognize

how important the hospice benefit is, and I think to your

point, Mike, making sure that people can avail themselves of

this service and just perhaps many people who end up dying

in hospitals might have had probably palliation that met in

a different way, in a non-hospital environment, we would

hope.

The question I have is more of some data, and I

don't know that I remember seeing it —-- if I did, I must
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have missed it -- as to what, Mark, you brought up earlier

in terms of a lot of the work that the team has done and

just getting some backdrop on it. I am just wondering if we

have captured the information of —-- there was, like, a

rather bloom of growth of hospice, of which I think that's

part of the reason it's triggered us to take notice after so

many years of great effort by the hospice people to make

sure this benefit is known.

But did we follow the trail of just when the

ownership aspect, say, of nursing homes, and are we able to

kind of track that growth pattern, because it just brings

back some potential concerns about self-referral in other

areas that we have relative to ownership. So I wondered if

the work has been done just to be able to have some text on

that. Thank you.

MR. BERTKO: Okay. Kim, quick comment and a

question. The first is, excellent work to confirm the

findings that we did with that earlier smaller work and now

we have a wide database to show this. So given that one of

the emphases of our Commission is on accurate pricing, it

would seem that going to a U-shaped payment mechanism in

whatever form we finally decide is useful to do right away.
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So I would say an expeditious movement on it.

The other thing is more in the form of a gquestion.

I have inferred from both the background paper and your

presentation that the U-shaped pricing is the majority part,

or the biggest part of the fix that we would want to make.

You mentioned some follow-up studies, but just in trying to

listen to you, it seemed like the follow-up work would be

good things to do for later on, but they shouldn't impede

us. We're not missing any big amount now. Is that

assumption correct, that we're not missing anything if we

said immediately to go to the U-shaped payment mechanism?

MS. NEUMAN: The U-shaped payment mechanism, I

think, would go a long way to resolving the issues in the

payment system. There are potentially additional

refinements in things like drugs and medical equipment that

it would be wvaluable to look at. But I don't think that

that undercuts in any way sort of the general findings.

MR. BERTKO: Thanks. That was my impression.

MR. HACKBARTH: Let me just pick up on John's

question. My —-- and I'm going to focus on the timing here

of this —-- my recollection was that we made a recommendation

to the Secretary that she ought to look at altering the
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payment system to one that more accurately conforms with the

U-shaped pattern, but there was a question, I vaguely recall

—— correct me if I'm wrong —-—- about the availability of the

data to actually go beyond the conceptual stage, that U-

shape is the right shape, but to specifically identify the

precise shape of the curve. And in order to do that, CMS

was going to have to have more data, new data —— here's

where I'm getting foggy. Could you fill me in on that?

MS. NEUMAN: Sure. So CMS is going to be having

additional claims data beginning in January of 2010, and

that will include visit time information as well as

information on a broader set of visits —-—- therapist wvisits

and also social worker phone calls. So there will be

additional data that will be available starting in January

2010.

In addition, there was a desire to improve the

reporting on the cost reports —--

MR. HACKBARTH: Right.

MS. NEUMAN: -—- to be able to better identify

costs, and CMS has given indications in their rulemakings

and so forth as far as notices that they are working toward

that. The 2013 time line that we had suggested was one that
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we had thought could accommodate the incorporation of both

pieces.

MR. HACKBARTH: Yes, given the normal lags in data

reporting. So 2013 still seems like a good target date for

actually implementing a new payment system. Okay.

DR. MILSTEIN: I think, as somebody else

previously mentioned, if we're trying to get the payment

system right, it would be nice if we could, in addition to

having the payments more closely approximate the production

cost, 1f we could also make a little bit more progress on

the quality.

I wanted to suggest that we may want to rethink

the view that you had articulated earlier in the discussion

that we want to move away from subjective patient-reported

or family-reported evaluations of their experience of care

as the primary quality indicator. 1In some ways, I have no

problem, given the nature of this program, with that being

the primary quality indicator, and I'm not sure that, if I

begin to sort of run in my mind through what would be good

quality of care measures, quote—-unquote, "objective," based

on administrative data, that you would remotely be able to

come up with a set of measures that would be anywhere near
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as important or important to the beneficiaries as their

survey-based experience of care, including timeliness,

responsiveness, kindness, et cetera.

MR. HACKBARTH: As a non-physician, it would seem

to me that probably for palliation, it's in the eyes of the

patient, how well has their pain been managed, as opposed to

there being some objective measure of that.

DR. MILSTEIN: A second comment, and I won't even

look at Mark because I know he'll roll his eyes when he

hears this, but, I mean, if you sort of think about —--

[Laughter.]

DR. MILSTEIN: It's sort of, Mark doesn't like

mission creep, right? He hates mission creep. I

understand. If I were in his role, I would hate mission

creep, as well.

[Laughter.]

DR. MARK MILLER: [Off microphone.] Thanks.
[Laughter.]

DR. MILSTEIN: But I sort of —-- you know, one way

of conceptualizing hospice is sort of a first generation
look at what a Medicare benefit plan would look like that

was sort of better customized to —-- if you're trying to
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customize a patient's Medicare benefit to their personal
preferences, as to what they did and did not want from
medical care, you can think of hospice as kind of a first
shot at that and say, well, how about end-of-1life?

But I think for me, as I listen to people in my
family who are reaching this stage, there's quite a few who
want something —- who would really love to have the option
of a Medicare benefit that wasn't limited to end-of-1life
care, but essentially gave them a benefit plan that really
focused on quality of life rather than length of 1life at the
end of their life.

For example, I have family members who say, isn't
there some way I could have a Medicare benefit that would --
they wish —-- protect them from either being involuntarily
picked up by an ambulance and taken to a hospital, which
many of them, that's the last thing they want, given their
age. Maybe for a -- this has nothing to do with giving them
hospice benefit plan, but this is a moment for us to at
least reflect on whether or not in some future initiative we
may want to say, look, hospice was a first attempt to come
up with a customized benefit plan for preferences of

Medicare beneficiaries.
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Does it suggest —-- this conversation, does it
suggest you may want to think about the broader opportunity
to think about a new Medicare benefit plan that would be
customized to patients whose primary interest is quality of
life rather than curative intervention, and then use our
experience with the hospice program as input to
conceptualizing such a benefit plan.

DR. CROSSON: Just briefly, I just wanted to —— I
was going to make the same point that Arnie made on his
first point, and that is it seems to me the critical pathway
here, if there is one, is to go ahead and reaffirm, perhaps,
our recommendation based on the new data that we made in
March. But as I was looking and listening to the
conversation, the question was, what else could we do, and
it has struck me here for some time that, unlike most but
not all other areas that Medicare pays for, there is very
little information about what Medicare actually is paying
for and whether or not the patients are happy with what they
are receiving and where they are happy and where they are
not happy.

And I agree with Arnie that I think simply asking

people, you know, in a formalized way with a set of
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questions would go a long way. If we are going to be

reforming payment, then it would seem to me that some part

of it might be as we have done in other areas, consideration

of, in fact, paying more for outstanding results than we pay

for less—-than-outstanding results, and that would require

some sort of assessment tool. And so I would support us

thinking a little bit more about that.

MR. HACKBARTH: Kim, have there been any efforts

within the hospice field to develop standardized tools for

assessing patient satisfaction?

MS. NEUMAN: There are several standardized tools.

They're not universally used, but there are several tools.

For example, the State of Florida has a report card on

hospices that uses one of these tools. So they do exist,

and it is something that if there was consensus about, we

could explore sort of which tool or a tool plus some

administrative data, or, you know, there's a number of

options.

MR. HACKBARTH: Okay. Karen, on this point?

DR. BORMAN: Just, Kim, when you look at these, I

know in a lot of hospice functions that there is a post-

patient death activity with family members in terms of grief
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counseling and some of those kinds of things that really

bring to closure the episode. Does this length of stay just

stop with the actual death of the patient in hospice or does

it capture that, and then that activity to me seems to be

something that would be important in this scalar assessment,

and typically our assessments don't really ask about the

family or others of a Medicare beneficiary, but in this

case, 1t would seem to me that that would be an important

source of assessment, and as we think about or look at those

tools, we might want to make sure that's included.

MS. NEUMAN: This length of stay is the —- it does

end with the patient's death or discharge. But to comment

on your point, we have heard from hospices the idea that the

amount of bereavement support that a hospice provides to

family members is an indication of the quality of the care.

MR. HACKBARTH: Any other round two comments?

DR. STUART: Like much else that we do here, we

start on what we think is a pretty narrow topic —- this U-

shaped visit function is pretty easy to grasp —- and then we

spread out. And I wanted to pick up on something that Mike

said, and Arnie, I think it reflects on some of your

comments, as well, and that is that I'm not sure what we
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know about people who are tentatively eligible for hospice

and choose to go in or choose not to go in, or the hospice

chooses that they go in or not go in. Mike was suggesting

that the end-of-life issue was broader than just hospice,

and so it would be interesting to know what kinds of

services are provided for people that don't go in.

Unfortunately, you can't just look at death and

then go backwards in some kind of a database. Really, what

you want to do is you want to look at people who had an

equal propensity to be admitted to hospice and then look at

what happens to those groups of people as they go through.

Now, there's one other thing that I'd like to add

to that, and this broadens it in a slightly different way.

In the readings that we had, the first table was actually

one of the most interesting because it showed not only this

U-shaped function, but it also showed —- it broke it down by

people who were discharged deceased, and we presume that

this is -- obviously, this is what the benefit is designed

to do, but there's then that other panel of patients that

were discharged alive, and you indicated in your comments

that this could be either because the patient decided to

remove himself or herself from the hospice benefit or it
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could be because the standards for being in a hospice were

no longer there.

Do you have any statistics on the number of people

that are discharged alive and then the reason why they are

discharged alive, because that might have an indication on

quality. Clearly —-

MS. NEUMAN: People have talked about the

discharged alive percentages as being a potential quality

measure, and I don't have the statistics right here with me,

but I can get you overall figures on the percentages

discharged alive. I don't believe I have the reason

information, but I'll double-check on that and we can get

back to you.

DR. CASTELLANOS: Just to pick up on the quality

issue, I think there's a big difference between surveys and

measuring quality. Again, I would like to see some

instrument where we can measure some form of quality,

perhaps palliation of pain, perhaps access, perhaps

responsiveness. I think that's a big difference between a

survey and a quality measure.

MR. GEORGE MILLER: Yes, I want to chime in where

John said that the U-shaped payment is a way we should go,
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to move very, very quickly, so I want to add that. But

Arnie's discussion started me to thinking here, and that may

be a little dangerous, but to pick up on his thought, along

with the hospice benefit and just thinking a little bit out

of the box, there may be a way to incentivize instead of the

provider but the beneficiary, if they had voluntarily

selected options to choose instead of going to the ED or

using the ambulance, if they choose palliative care and the

hospice, maybe a payment difference -- excuse me, a

difference would be in their copay or deductible to lower

the overall cost as you look at the whole system, because

they wouldn't be using the resources if they chose to do

that. Again, very voluntarily. Very voluntarily. Be

careful about your earlier —-

MR. HACKBARTH: Of course, that's the tricky part

MR. GEORGE MILLER: Yes, I realize that, but he

started me thinking. That may be something that is unique

and different than either box, if they make choices early —--

enough folks make choices. My dad was one of those persons.

He didn't want to go to the hospital for anything, for any

reason, any place, any time, period. He said, we're all
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going to die. Just don't do all that stuff. But very

voluntarily. I want to emphasize that.

MR. HACKBARTH: Thank you very much, Kim. I'm

sure we'll be back to this.

Okay. Next on our agenda is "Aligning Medical

Education with Health System Needs," and Cristina and Craig

are going to lead this discussion.

Let me just say a word about the context for this.

At our last meeting —- in fact, let me go back even one step

further to our June chapter on graduate medical education,

sort of a high-level survey of issues in graduate medical

education, and we had identified issues around the number

and type of people who are being trained by the system and

whether it is an appropriate mix in terms of specialty, in

terms of ethnic background and race, origins, et cetera.

Then there was a second bucket of issues about

just how were they being trained, what were they being

taught, what were the settings like in which the training

was being done, what was the curriculum.

And then there was a third set of issues about how

all this is paid for, both how the money flows out and what

the sources of financing are for graduate medical education.
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In our last discussion, in October, we mostly

focused on the first two of my buckets. Are we training the

right number and mix of people and are they being taught the

right things in the right places? And I think we started to

make some progress towards finding some areas of consensus

about that. Much still to be done, but I thought we made

some progress.

We didn't really talk, though, about the funding

issues and how we should best raise the money to fund what

is a very important enterprise for society.

So the purpose of today's discussion is to focus

on that third bucket, the funding of graduate medical

education and different alternatives for thinking about

that, and with that, let me turn it over to Cristina. Are

you going first?

MS. BOCCUTI: Sure. Then I can dispense with

describing that at the beginning and just say that we are

continuing this discussion from the last several meetings.

So we are going to cover the following issues:

First, in response to some questions from the last

meeting, Craig is going to be giving some background

information on medical education and training in the VA
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system. So that is background, a few background slides.

And then we are going to review goals of medical education

and training and discuss current financing mechanisms, sort

of the status of what we see today, and then go into a

medical education trust fund concept and describe that.

So Craig is going to go on.

MR. LISK: At the last meeting, Nancy and Jay both

mentioned the VA and how it serves an important role in

graduate medical education, so we wanted to just take a

moment to review what the VA does in regard to graduate

medical education.

The VA currently funds about 9,800 full-time

residency positions. The VA, however, is usually not the

prime sponsor of residency training programs. The prime

sponsor of the programs that rotate to the VA usually are

IPPS hospitals or medical schools. About 35,000 residents

and fellows, though, rotate through the VA every year, so

the VA touches about a third of all residents, so it is very

important in terms of touching a large portion of residents.

The VA provides two forms of support for residency

training programs to its institutions. They provide direct

support for residents' salary and benefits, which average
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about $58,000 per resident, per FTE. They also provide
support through what is called the VERA Educational Support
Adjustment, which amounts to about $71,000 per FTE. And
this is distributed to the VA facilities where the residents
train to cover costs associated with the time and structures
used to prepare and deliver didactic training and
supervision of residents.

This adjustment kind of melds both the faculty
component of direct GME if we think about Medicare payments
and patient care inefficiencies that are also associated
with the Medicare IME adjustment that might result in higher
costs to the institution.

The VERA Educational Support Adjustment, however,
is a broad-based educational adjustment in the VA training
system as it is also used to help support other educational
endeavors that may be going on in those institutions, such
as training costs associated with training physical
therapists and occupational therapists or nurses, for
instance. So the count of residents is just a proxy for
this, but it is distributed on a per resident basis to these
institutions.

The VA also has some important features that
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provide a good educational environment for residency

training. The VA uses a comprehensive electronic medical

record which includes support for a lab and radiological

test results. It helps reduce duplication of services and

is available across the system.

The VA also provides training in an integrated

health care system, and they are launching a major effort

for patient-centered medical home as well.

The VA also pays for non-clinical time, so

resident time spent in medical conferences or in non-patient

care activities are fully supported. And the VA also pays

for GME regardless of the site of care or the training takes

place.

The VA is also concerned about improving the

educational environment, and it has a series of initiatives

funded through RPFs, referred to as GME enhancement

projects, which I have listed here. The Critical Needs and

Emerging Specialties Project is intended to address

workforce shortages by expanding positions in specialties of

greatest need to veterans and the nation. The New

Affiliations and New VA Site of Care Project is meant to

address the uneven geographic distribution of residents and
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improve access to care in different sites. And the
Educational Innovations Project is meant to foster
innovative models of education, including programs that will
provide opportunities for faculty development, and those
programs are focused in programs that have outstanding
accreditation records.

The Rural Health Training Initiative is designed
to expand residency training in patient care services in the
VA for rural sites of care.

Now, a lot of these projects are funding
additional GME positions in the VA, and they are expanding,
potentially expanding by about 2,000 FTE residents, about
$250 million in additional funding. And a lot of this
expansion is also allowing more time for residents to take
an opportunity to take time for some of these educational
endeavors that may take away time for clinical time. So the
residents' time is —-- so the net resident time in the
facility is about the same in terms of the labor and
productivity that comes out of the total residents. So it
gives them time for those residents.

So Cristina is now going to go on and talk about

desired goals for medical education and training.
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MS. BOCCUTI: So these are a little bit adapted

from what we showed last time, but I just want to put them

up because we will keep running with these through work that

we do in the future, so I want to make sure that these are

the kinds of goals that are shaping our work.

The first there is to ensure that students possess

the knowledge, skills, and values necessary to provide high-

quality health care, and I think here is where we do

recognize that many hospitals and residency programs are

doing a tremendous job teaching their residents how to

become good doctors for their patients.

Then the other two goals: to produce the

workforce that best serves the needs of our society, and to

train and educate health professionals to become leaders in

forming high-value health systems.

So here is an extremely simplified, almost

embarrassingly so, diagram of current medical education

financing, so I am going to take you through it, starting

with the top two boxes on the left.

Medicare, as you know, receives its Part A

financing from the HI trust fund which is funded through a

payroll tax on firms and employees. So Medicare's GME and
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IME comes mostly from Part A, so that's what we've depicted

here on the slide. There is some from Part B, but to keep

things simple, we do not have that on here.

Medicare's medical education financing goes

predominantly, so following the arrows down, to teaching

hospitals to support residency training and higher patient

care costs. Most of the hospitals are regular PPS

hospitals, but others include cancer and psychiatric

hospitals.

So moving back to the top, most states also

contribute to medical education through Medicaid and medical

schools, which is shown, the medical schools on that gray

box down at the bottom. And as you know, the federal

government matches state Medicaid payments through

established formulas, so we've drawn a dotted line from the

general revenues on the far right to Medicaid to represent

the matched federal payments. And similar to Medicare,

Medicaid payments for medical education are generally made

to teaching hospitals. So that is the arrow going down

there.

Financing for medical education also comes from

general revenues, appropriations from general revenues, SO
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here, for example, we have got the HRSA, green box, VA and

DOD, and as discussed in the last meeting, HRSA supports

many targeted programs related to pipeline recruitment at

the medical school, and even high school and college

programs.

Several of HRSA's programs target potential

students from rural, low—-income, African American, Native

American, and Hispanic backgrounds.

Financing for children's hospitals —-- that's the

CHGME that is in the HRSA box —-- is also appropriated

through HRSA. So there is an arrow going from general

revenues, HRSA, to the teaching hospitals.

So there's also a lot which is not this slide.

So, for example, there are research grants, foundation

supports, some health insurer rates, but we hope this

diagram is helpful for just laying the basics out.

So now thinking only about the Medicare piece,

here is the graphic we discussed at the last meeting, and I

will just review this very briefly.

Medicare's payment to teaching hospitals consists

of the direct GME and IME. The direct GME —-- shown in the

light-green box on the bottom -- is for resident stipends,
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benefits, faculty salaries, and administrative overhead.
Then the two yellow boxes on the top represent Medicare's
IME payments. Those are intended to cover the higher
inpatient costs that are associated with hosting a residency
program.

So the box on the right, the yellow box on the
right, represents the dollars Medicare pays above the costs
that are derived from calculating higher patient care costs.
FEach of these boxes totals roughly $3 billion —-- summing to
a little over $9 billion for the year 2008.

Last meeting we discussed options for redirecting
some of the dollars from the "extra" box, so those are the
white bubbles on the right, to support other priorities.
These included going back to institutions that had
environments with greater attention to delivery system
reforms. We talked about ACOs last time. We also discussed
advantages and disadvantages of supporting residency
programs. And then, third, at the bottom, back through the
treasury to other federal programs, such as those in HRSA,
that focus on pipeline issues.

So then looking back at the current situation, the

first issue —-- it brings about some issues that we have
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discussed that we want to lay out here, and there are

concerns and advantages here.

The first concern is that hospitals have a strong

financial incentive to maintain residents on their campus

throughout their residencies. Second is that hospital

decisions to house residency programs may be a function of

their staffing needs. And, third, it is the residency

programs that are accredited based on quality, so Medicare's

payments to teaching hospitals are not really going to the

entity that is accountable for educational standards and

learning experience.

Of course, there are advantages. Hospitals may be

the best entity to supply a stable infrastructure and

administrative overhead across all the affiliated residency

programs rather than having this function repeated at every

residency program level. Also, hospitals are in a position

to assume greater accountability for the programs, for their

affiliated programs that they house.

The second issue here is that current medical

education payments are linked to inpatient admissions. This

circumstance highlights two concerns:

It concentrates federal support to hospitals with
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high Medicare utilization. Teaching hospitals that serve
communities with lower Medicare populations, therefore, get
considerably less funding.

Basing payments on inpatient admissions follows
some of the volume-based incentives that the Commission has
found problematic. So it does not match with incentives for
preventing avoidable hospital admissions through improved
ambulatory care.

And then on the plus side, linking payments to
inpatient admissions does simplify the reimbursement of
higher patient care costs, which, of course, is the purpose
of IME. So these payments are tied to a major source of
clinical care that occurs in the teaching environment.

The third issue is that Medicare is the largest
payer of graduate medical education, and this raises the
following concerns:

Philosophically, our entire society benefits from
medical education, so the case for Medicare's
disproportionate contribution can be seen as problematic.

In fact, originating legislation called for
Medicare to support its share until the community determined

other means.
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Also, with disparate funding streams for

education, we have no organized system for medical education

and workforce planning in the U.S.

Also, another problem is that Medicare's fiscal

situation does raise some concerns about affordability for

this subsidy year after year.

And finally, even with current funding, Medicare

is not really geared to use it to affect the pipeline of

health professionals we have in the U.S. because it is

focused mostly on physician residency programs.

So this brings us to the concept of a national

medical education trust fund. This is not a new idea. The

IOM, Pew, and other panels and experts have suggested it,

although, of course, each has different versions of it.

In general, such a trust fund would aggregate

medical education resources into an entity that can assess

U.S. needs and allocate funds accordingly.

Objectives for such a fund generally consider the

following: supporting high-quality education and training

in a variety of health care settings; workforce issues such

as producing health professionals in regions where they are

needed; encouraging innovation in medical education and
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training; and establishing accountability for these

objectives among the entities that receive funds.

So drawing from the previous flow chart you saw of

the current financing, this one includes a medical education

trust fund, which is in the orange box.

The main points here for you to discuss are that

the medical education trust fund gets resources from

Medicare, states, and general revenues, and then the trust

fund distributes the dollars to recipients that could be one

or more of the green boxes.

Now, I am going to pause for just a minute and say

that many trust fund proposals I had mentioned include an

all-payer concept that imposes a surcharge on all health

insurers, the proceeds of which would also go into the

medical education trust fund. But this diagram, however,

contemplates a medical education trust fund that is financed

through existing revenue sources.

The arrows show the flows of dollars here, but, of

course, they don't reflect amounts, and we are not talking

about amounts and levels here, so we could say that these

arrows are here to show flow, but they are not, you know, to

scale in terms of dollars.
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So then going back to the green boxes at the

bottom, from the left side we have providers. These could

be hospitals or even other settings, like ambulatory sites.

There could also be residency programs which you've already

discussed. Then there is HRSA could receive funding through

the trust fund rather than through the annual appropriations

process.

Other entities such as state councils could also

be recipients, particularly if they oversaw workforce at

regional levels. And, finally, we have VA here and DOD

because their roles should certainly be considered as so

many residents do rotate through the VA, as Craig was

discussing. And then, again, we have the gray box at the

bottom where pipeline issues could continue to be addressed

at the federal level through HRSA programs.

Although, of course, there are many issues to

discuss with a trust fund, I just want to draw a few to your

attention.

First, the stability of the funding from general

revenues would need to be secure in order to maintain

education and training goals. This could be achieved

through mandatory allocations in statute over multiple
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years, and we can discuss other ways. Additionally, it

would be important that the fund be allowed to keep any

unspent funds for use in future years.

Another issue is the mechanism for distributing

the funding could take on a formulaic approach, much like

Medicare does now, but instead it could be linked to other

items, such as a straight per resident amount that is not

necessarily linked to Medicare admissions. Or it could

include a more reflective approach and address evolving

national needs. Perhaps a stakeholder board could become

involved in decisionmaking on topics, such as disparities in

patient access, pipeline needs by specialty, efficient use

of mid-level professionals, which we have discussed here,

and training in high-value environments

So here we have on our last slide, we are very

interested in your discussion today to give us guidance on

areas for future work. ne consideration that you may want

to discuss is whether any adjustments to current GME and IME

payment policies would be stand-alone modifications to the

current system or would be part of a transition towards a

trust fund policy. So, for example, changes to IME payments

could take place within Medicare as an interim adjustment,
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but then would become part of the overall trust fund

implementation.

And, finally, we have heard a lot of interest for

training in high-value environments, but it would help us

enormously 1f you could identify specific reforms or

outcomes that you would want to consider.

Thank you.

MR. HACKBARTH: Thank you. Thought-provoking.

Let me see hands for first-round clarifying

questions. We will start with Karen and then Ron.

DR. BORMAN: Just one clarifying question.

Cristina, very nice presentation. Do you envision that the

disbursements or potentially the target funding on the up-

front end, the allocations or appropriations, would be

driven by some kind of estimated cost of educating a

resident? Because I think we are in an era where we don't

know the answer to that question.

MS. BOCCUTI: Well, I think that it depends on how

much planning goes on —-- and you are talking about the trust

fund model, right?

DR. BORMAN: Yes.

MS. BOCCUTI: You know, it sort of goes to the
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formulaic and/or more reflective approach in terms of
whether you would take some sort of cost analysis and dump
that into a formula or you start to add on top of that
priorities that then wouldn't necessarily be, you know,
penny for penny related to costs.

So I understand that you are saying that it has
been hard to quantify total costs per resident because not
only do they vary in net costs by specialty, but, you know,
by area, by types. So I think that is up for discussion.

DR. BORMAN: So there would be the opportunity in
that model to potentially try to get at that question as a
basis for allocation with potentially other factors —-

MS. BOCCUTI: Overlooking some —-

DR. BORMAN: —- but it could start as part of the
basis.

MR. HACKBARTH: We have two estimates already, and
I know you are skeptical, and probably appropriately so,
Karen, about whether they are complete. But we have the
direct costs, and then we have a method of assessing the
indirect costs. And that is sort of a first-order
approximation of, you know, how much it costs to train a

resident.



10

11

12

13

14

15

16

17

18

19

20

21

22

154

Now, as I said, I know you think that in some ways
those are incomplete, but it's not like we're starting with
no information whatsoever about what it costs.

DR. CASTELLANOS: A couple of gquestions directed
towards you, and specifically with the VA. I know that's
not our main focus here, but I don't think I'm going to get
a chance to bring this up otherwise.

We have a VA clinic in our community, and like
most places, they have it. And as you said, their EMR is
very comprehensive across the VA system, but it's not
available outside the system at all. There's no
interoperability —-

MR. BERTKO: [Off microphone] It is available —--

DR. CASTELLANOS: It is not available in my
community outside. I can't get the data. I can't get x-ray
results. We have tremendous duplication, and I have
addressed this locally, and they say they don't have the
ability to be able to provide that for us.

Well, I can only say maybe it's just an isolated
problem, but it's a significant problem because the
duplication of services, the unnecessary testing and

procedures, and, you know, we work 24/7, the clinics don't.
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They're not open at night. They're not open on holidays.

They're not open weekends. I am a surgeon, and I get

involved in the acute process, and we end up with total

duplication. Maybe it is available some places, but it's

not uniform. You know, perhaps you can help us get that

uniform.

The other is there is very little, if any, care
coordination outside of the VA system. They don't
communicate with the community doctors. In fact, you know,

that is the system I have, unfortunately.

Thank you.

MR. HACKBARTH: We can maybe do a little fact

finding about the availability of the information, but going

into how the VA system works and whether it works

appropriately with people in the community is probably

beyond the charge of our group.

DR. CASTELLANOS: [Off microphone] teaching

hospital, you want to be able to embellish the idea of care

communication across all borders.

MR. HACKBARTH: Yes, but trying to direct the VA

on how it ought to run its operations in relationship with

the community I think is probably beyond the scope of what
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we can take on.

MR. BUTLER: Two questions, Cristina. Go back to
the one with the —-- your first chart there that shows the
current -- 6. Okay. You don't need to answer here today,
but it would be kind of interesting to see the dollars on
some of these buckets, most particularly, the HRSA one down
below, the VA one, and then also on the Medicaid piece. I
have unfortunately been in states that didn't pay for that,
but I'd be kind of curious of the total dollars that
Medicaid is supporting versus Medicare.

MS. BOCCUTI: I have some numbers here. I thought
somebody might ask. But these haven't been updated in a
while.

With Medicaid, I'm going to say it's about $3
billion, and with HRSA -- actually, I want to get that more
clear before I say what the numbers are.

MR. BUTLER: It could be an important companion.

MS. BOCCUTI: Because there are a lot of different
programs, and I don't want to misstate that number. And
there are, I believe, five states that do not contribute for
graduate medical education specifically, Illinois being one

of them, like you said.
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MR. BUTLER: But I'm certain that they almost all
do it in very different ways with different amounts and
different methodologies. So we wouldn't —-

MS. BOCCUTI: They do it differently.

MR. BUTLER: 1It's not, certainly, replicating the
Medicare system. That doesn't mean that some of them aren't
very large dollars. They just do it in different ways in
different states. It would be interesting to know a little
bit more about that.

MR. LISK: There is a paper that we can, if you'd
like, share with you, too, that has been —-- it's a couple
years old —-- that looks at the VA -- I mean, not the VA, I'm
sorry, the Medicaid programs in terms of what the States
individually do. And on the VA, the VA is about $1.5
billion, for example.

MR. BUTLER: I'm just thinking ahead to our
chapter report. It would be good to kind of show the whole
landscape. I think it would be helpful for us to educate
our -—-

MR. LISK: Right. And the children's hospital
medical education fund is $300 million.

MR. BUTLER: So my question second is very
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different. 1It's kind of a follow-up to Karen's and that is
on kind of the direct graduate medical education side, if
you will. So let me understand what numbers we have and
what we don't.

The amount that gets paid out goes way back to the
base year, 25 years ago, and then it was updated by
something less than —-- well, it was updated for inflation,
and then there were caps put in and so forth. So there's
some percentage of the actual costs on the cost report that
are not paid for because of either caps or inflation hasn't
kept up with the cost.

Now, that is exclusive, I think, of Karen's point
that she said there are mandates and costs that aren't even
captured on the cost report, I think you are saying. I am
not talking about those. I am talking about the ones we
formally still capture in the cost report that, in effect,
aren't included in the payment just because either inflation
hasn't kept up with the actual costs or we have put caps.
It would just be good to know that number. I don't think
the Commissioners are going to ask and recommend, you know,
billions of new dollars for this, but it would be good to

know what that number is.



10

11

12

13

14

15

16

17

18

19

20

21

22

159

DR. BERENSON: Could you go to slide 12, please?

I just want to clarify. Maybe I didn't hear it. But the
Medicare piece of that, theoretically, I guess, or the logic
of all of this is that the IME portion that goes for
inadequate or for higher inpatient costs could or should go
directly to the hospitals and not go through this mechanism.
And so this would be the direct GME which is supporting
residents, or —-- I mean, anything is up for grabs, but isn't
the logic that the portion that's not really —-- that is
there to really pay for the inadequate payments would not be
in this scheme at all.

MR. HACKBARTH: Well, you could distinguished
between the extra, what we've labeled as the extra, and the
portion of IME that reflects the empirical amount.

DR. BERENSON: I mean, that theoretically should
go directly to those hospitals and not even go through this
mechanism, right?

MS. BOCCUTI: Well, a couple things that I'd
mention. I would say that, as I am interpreting this, it
wasn't that there would be a line from Medicare to go to
providers being IME and another line to the trust fund. It

was for all of it to be there in the trust fund and then
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that be distributed accordingly.

You should note that the IME payments now are

meant for the higher inpatient costs, but even when a

resident leaves the hospital for training outside the

hospital, the hospital continues to get the IME money. So

there is some debate about, you know, if for some reason the

money were to more follow the resident, it would be a

different construction if you are talking about the total

monies, because right now it stays within the hospital. But

there are people that are discussing other ways, and so the

portion of IME isn't so much attached to the resident as it

stands now. The resident can leave the hospital.
DR. BERENSON: My point is only that -- maybe I do
not have this right -- that as we get better at doing case

mix adjustment in the basic payment system and find that
there is an excess in IME because we are paying more
accurately, that would be money that theoretically shouldn't
continue to be paid for that purpose. And so to sort of
lock it into this mechanism doesn't seem to make sense to me
if we are thinking sort of a new structure.

MR. HACKBARTH: I think I followed you all the way

to the last point. So, for example, when we recommended
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doing MS-DRGs or what became MS-DRGs, severity adjusted

DRGs, we said that you ought to reduce the IME, the indirect

IME by some increment to reflect that now we have directly

addressed one of the problems that the indirect IME was

originally designed to pay for. And so now those dollars

would flow, would be distributed based on severity of

Medicare cases and taken out of the medical education flow.

DR. BERENSON: But aren't we then saying but we

still have identified a remaining portion for which we are

still not good enough at paying so we are going to keep that

going?

MR. HACKBARTH: Well, yes. So there is the

portion that is under the empirical amount, which is the

amount that we estimate the costs of the hospital go up in

order to train residents. But then there is this additional

increment of roughly equal size that is not supported

empirically that we have labeled the "extra."

DR. BERENSON: All right.

MR. HACKBARTH: And the construct that we have

been talking about is you could keep that money potentially

in the training system, but if we're going to keep it in the

training system, let's make sure it's deployed in a way that
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supports our societal goals, like the ones that were on
Slide 5 as opposed to just sloshing around as free money.

DR. BERENSON: There are still issues, but you
have answers my question.

DR. MARK MILLER: In that exchange, there is still
the question that that could also come off the table,
potentially.

MR. HACKBARTH: It could, right.

DR. MARK MILLER: Just to be clear on that. And
then to your initial question, I think —-- and I think
Cristina was trying to say this, and just to make sure that
everybody follows it, it could be that whatever is left in
Medicare goes —- or comes from Medicare, goes into the trust
fund, and is allocated to providers, not directly to the
hospital but on the basis of where the resident goes. And I
think that's what Cristina was trying to get across. But
that is a question that we're putting in front of you.

DR. CROSSON: Just a small point on the same

slide. You explained this very clearly, but I just want to
make sure —- because sometimes slides have a life of their
own —— that where you use the abbreviation "ex," that

doesn't mean "except," it means "example."
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MS. BOCCUTI: Yes, it was shorter than writing
"e.g." So I used "ex" for "example."

DR. MILSTEIN: A couple of questions. If I look
at the math, it looks like you are essentially saying we
have some residents in the U.S. who are being trained in an
organized system of care called the VA system, and it is
costing us about $129,000 a year per resident, adding up
those two numbers. Is that right? Great. Okay.

MR. LISK: Yes, I mean, for the most part, except
for there are certain underlying costs, because they're not
the direct sponsor of the program, that they're not
incurring that's incurred somewhere else.

DR. MILSTEIN: I realize it's a benchmark. So my
question is: What's the equivalent number outside? If you
take the $9 billion and divide it by the number of
residents, is it above or below $129,000 a year? that is my
first question.

MR. LISK: That currently is below that amount
from a Medicare perspective. Medicare is paying about
$100,000 per resident.

DR. MILSTEIN: Okay. And then my second question

is when you —- that diagram you have of a potential future
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state, you know, the Medicare —-- I wasn't sure how to
interpret the labeling, medical education trust fund versus,
let's say, health professional education trust fund. Is our
discussion to be circumscribed and only talk about use of
Medicare funds to train physicians? Or is the notion use of
Medicare trust funds to train health care professionals?
What is the scope of —-

MS. BOCCUTI: I think from our discussions one of
the issues about Medicare that we were talking about is that
it is focused on residents, you know, physician residents.
Having a medical education trust fund or health professional
trust fund opens that opportunity, but this is something for
everyone to discuss.

MR. HACKBARTH: If you look at the bottom row or
the next to the last row, HRSA Title VIII, Public Health
Service Act, Title VIII, is non-physician professional
training.

MS. BOCCUTI: Right. Title VIII has more nursing
and other programs in that.

DR. DEAN: First of all, does Medicare money go to
support osteopathic programs? It does.

MS. BOCCUTI: Yes.
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DR. DEAN: I wasn't sure about that. The IME part
has been controversial for a long time. What has happened
with that over the last years? Has that actually changed
the amounts that goes to IME?

MR. LISK: The IME adjustment has been —-- well,
since 2008, it has been approximately 5.5 percent. It has
come down from what it was in 1997 slowly, but it has been
around —-—- for the last few years, it has been around 5.5
percent.

I wanted to also correct one thing I said about
Medicare paying about $100,000 per resident. That is
Medicare paying for about 98,000 residents, but that's not
FTE residents. So on a per FTE basis, Medicare is actually
paying more than what the VA is paying. So I just wanted to
get that point —-

DR. MILSTEIN: Roughly, how much more? That was
my question.

MR. LISK: Medicare is about 40 percent of these
facilities in terms of these facility costs, so —— I'd have
to make a calculation for you.

DR. MILSTEIN: Thank you.

MR. HACKBARTH: Just a clarification on that.
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When you say on an FTE basis, in that FTE calculation you
are taking into account Medicare's share of the —--

MR. LISK: I'm not counting —-— I mean, there is 90
—— 1in Medicare IPPS hospitals, there are about 93,000
residents. Okay? So you would have Medicare 1is paying
roughly $9 billion for those 93,000 residents, but Medicare
is only a share of those hospitals' patients.

MR. HACKBARTH: Right. Okay.

MR. LISK: So a lot of that is the extra IME in
terms of what Medicare is paying. The direct GME Medicare
theoretically probably, as people said, because of the
inflation factor is probably paying less on average than
what the direct GME share would be when you look at it in
other ways, kind of for the caps and the inflation factors
that have happened over time.

DR. DEAN: Just a quick comment in response to
Bob's concern. I think if there is a justification for IME
payments, that same argument can be made outside of the
hospital. 1If residents are in a clinic setting, an
ambulatory setting, I think the same arguments apply. So I
would think it would make sense that it should go through

this trust fund. But, you know, I don't know.
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DR. CHERNEW: I have a question about actually
this trust fund, and maybe I missed it. Is this trust fund
just collecting the money the way that this picture looks
and then distributing the money out in some way? Or does it
have broader —-- in the proposal, broader policy authority to
make decisions to answer some of these questions? Are we
supposed to talk about that now?

MS. BOCCUTI: As a clarifying question, this is
for discussion. We put this as a model, and not as a model
in the sense of best-case scenario. Simply, we put it up
there as a simple diagram.

The authority with which the medical education
trust fund operates I think would be something that would be
within statute.

MR. HACKBARTH: It might be helpful for our next
discussion on this if the IOM, for example, has, you know,
put some meat on the bones. To hear what they have proposed
might be a stimulus to our thinking.

Okay. Round two —-

MR. BUTLER: I have one quick clarifying question.
We introduced this as kind of a potential all-payer kind of

system, too, and there are no other payers on there. Is
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that right? Just as a model. Is there a reason that --

MR. HACKBARTH: I wanted to pick up on this, to

get back to something that John had said earlier. There are

different models about how you can bring other payers into

the financing. One that has been mentioned in the past —--

and I think Cristina mentioned this —-- was to levy an excise

tax on private insurers that would then in this model go

into the trust fund.

Another model would be to say, you know, this is a

societal activity, and we have a way to raise revenues from

all payers for societal activities, and that is the general

income tax system. And, you know, there are pros and cons

of each of those tax systems, if you will. The model of

levying an excise tax, you know, makes it feel sort of more

analogous to the Medicare HI tax. You know, it's sort of

the major payers each being assessed. But, on the other

hand, there are real questions about the ultimate incidence

of the tax, who bears that tax if you levy an excise on

insurers. I think a lot of economists would say ultimately

it will be borne by the premium payers, and it will be

basically a head tax, a flat amount per person covered, and

there were those who would question whether that is good tax
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policy. It is a regressive sort of tax system as opposed to

the income tax system.

So I think what Cristina and Craig meant to do was

just say the one model would be to have the general revenues

funded by the income tax flow into this, but there are other

tax systems you could devise.

Round two comments?

DR. KANE: To get back to the question of the role

of the private sector, it would be helpful to even know now

what differential the private sector pays to teaching

hospitals versus non-teaching hospitals for the same service

to see if there is already, you know, some differential in

there that we could think about.

And then to get to your argument about, you know,

the general revenue would be the best, most equitable way,

if that is true, why wouldn't we also take out firms and

employees and just have the whole thing be general revenue

and let the Medicare trust fund go where the Medicare trust

fund should go, which is —-- so I guess, you know, I would

keep on going on the equity end a little bit further.

I think it is definitely worth thinking more about

what that trust fund could do, but I do like the idea that
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we free up this institution-based method of paying which

does not produce what society needs. And the reason I was

talking about the VA before, which I think just to

elaborate, because I'm not sure it came out clearly, is the

VA —- we had talked about the fact that there is a set of

competencies that we think the future doctors should know

around care integration and electronic medical record, and

that the VA was an ideal place to ensure that that happened.

I know it was a third a year, but it could well be that many

more than a third of all residents go through the VA over

the course of their training and that that might be a point,

a leverage point for ensuring that certain competencies are

both trained and then even tested. We might want to pay the

VA to set up those competencies and test them to be sure

that these competencies are taught in one kind of national

setting.

So that was why the VA was in there. It wasn't

just sort of a random —-- they do provide education, but they

are also a unique site for ensuring that certain

competencies are taught rather than having Medicare try to

tell a bunch of medical schools and hospitals, you know, how

to run their residency program.
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MR. HACKBARTH: Let me just pick up on your first

comment because it sort of highlights another dimension of

this. You know, one model would be to say that Medicare per

se does not pay into this trust fund; it is totally finance

through general revenues, as you describe. Then one of the

next questions that you would face is, okay, how do the

funds get from the trust fund to the programs? Does that go

through the appropriations process, you know, subject to

annual re—-appropriation? And I think the people involved in

graduate medical education have been concerned about that

sort of a payout mechanism because of the uncertainty

inherent in having to get annual appropriations as opposed

to entitlement funding. So that is sort of a whole other

level of issues at stake here.

MR. BUTLER: My comments will be a little bit with

the June chapter in mind because I think we are probably

going to abandon discussion among us for a while now. So T

am trying to think through in a constructive way where we

are at a little bit.

I think there are at least three things that we

agree on. One is that we don't want to have somebody inject

themselves directly into the curriculum. It is not an
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unimportant point.

The second is that I think we believe that the

number and types of slots and where they are is important,

but Medicare as a payment mechanism has some limitations in

doing that. We can make some differences at the margin, but

in the end the payment environment for the physician who is

ultimately in practice, what that environment is like, what

the compensation is still is probably a bigger lever than

these medical education payments. It doesn't mean we should

ignore the issue, but I don't think it is as big an

opportunity.

The third, where I think we have some agreement,

is that training environment bucket is one that should be

our sweet spot where we are aligning that with our health

reform. So I still think our biggest contribution is trying

to define that and making the graduate medical education

programs accountable for producing those individuals who are

at the top of their game when they come out and perform

again. So I think from just a substantive standpoint, that

is where we can make the biggest contribution.

So I think we kind of have —-— I would suggest we

kind of have agreement on those. Where we don't have
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agreement is who pays, how much, who gets the money. But
let me just talk about that for a second.

The who should pay, we don't have full
disagreement. I'm not sure any of us even have the answers.
I think this is a good thing to explore the trust fund, and
I'm all for having other payers involved. I just don't see
it as a realistic thing where we can make a very solid
recommendation in June around this. Even though
conceptually we could get sucked into going this route, I'm
not sure we are going to make a big early contribution in
this one in terms of looking for alternative sites or
alternative sources of money.

In terms of how much, again, there will be
differences among us from keep the money exactly what it is
now, just redirect it towards a training environment, or
whatever it is we want as a product down to 2.2, right, or
something like that. And we'll just have that debate and
decide and think about what is the right way to approach
this.

You know, of course, I would advocate more that it
is better to incentivize, and if you were to take away a

significant amount of that, now you don't have much to —-



10

11

12

13

14

15

16

17

18

19

20

21

22

174

you don't have any leverage either. You've given —-- in

fact, they may abandon advancing things at all because you

haven't given much incentive for reform. But we'll have

that discussion on another day.

The third thing is who receives the money is up

for debate as well, and I still advocate more of an

institutional approach, Nancy. It's just a question of what

qualifies you as an institution to be a recipient. I think

that is the key issue. I do think that the program approach

is a difficult one because I do think it fragments and is

not consistent with delivery reform.

MR. HACKBARTH: Thanks, Peter. One of the things

you said was going to be my concluding comment on this, and

the way I would phrase it is, broadly speaking, we have got

a couple paths we can go down. One would entail sort of a

major rewrite, restructuring of this whole apparatus, how

the money flows in, how it flows out. And you can make a

good case that that is needed.

The political timing for that may not be right,

and if we put all of our eggs in that basket, we could spend

a lot of time coming up with an elegant new structure that

would be terrific, but nothing happens.
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Another path is to say, well, let's take into

account the environment and maybe we would be more

successful if we propose more incremental changes that are

not an overhaul of the whole structure but would be at least

consistent with the direction, long-term direction we think

the system ought to go. We would have more narrowly focused

recommendations, a little less dramatic, but maybe greater

likelihood of them having an impact.

I don't think we need to make that decision right

now, but I think that is going to be part of our calculus on

how we proceed with this issue.

DR. BERENSON: The reason I had asked those

questions, splitting up Medicare, was to go where Nancy was

going, which is sort of the logic around if this is a social

good, why is Medicare uniquely sort of paying for it? And I

think, frankly, the whole discussion of whether to do a

surtax or something on private payers seems to me, at a time

when there is —-- whether it is technically cost shifting or

not cost shifting, they're paying a premium to what

everybody else is paying to cover uninsured. To sort of

stick another tax on those premiums that will be passed

through to employers and employees just doesn't make sense.
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So I am very intrigued by the general re