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PROCEEDINGS

[9:26 a.m.]

DR. CROSSON: So David, Jeff, and Sydney are
here. We"re going to do our annual status report on —- I™m
sorry. We"re going to do a status report on accountable
care organizations. Who"s going to start? Sydney, go
ahead.

MS. McCLENDON: Good morning. 1°m here today
with my colleagues David Glass and Jeff Stensland to
discuss Medicare®s accountable care organizations, or ACOs.

To give a bit of background, ACOs are
organizations in which participating Medicare providers
work together to coordinate patient care. |If an ACO
provides high-quality care while spending less than what
would be expected iIn fee-for-service Medicare, ACO
providers have the opportunity to earn part of the
generated savings.

We" 1l begin today by providing an overview of the
different ACO programs for 2016. We="ll then discuss our
analysis of the 2015 ACO performance results and finish by
discussing the possible implications of these findings.

The ACO program has grown since 2015. For 2016,
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there are three Medicare ACO programs: the Pioneer ACO
Demonstration, the Medicare Shared Savings Program, or
MSSP, and the Next Generation ACO Demonstration. This will
be the first year for the Next Generation ACOs, and between
the three programs there are a total of 470 ACOs serving
nearly 9 million beneficiaries.

As you can see on the slide, the MSSP program has
more than tripled from where i1t started. While there are
ACOs leaving MSSP each year, there is still an overall net
increase for 2016.

Now we"ll explore the differences between each of
the ACO programs.

The Medicare Shared Savings Program is a
permanent part of Medicare and was established in the
Affordable Care Act. There are three different tracks an
MSSP ACO can choose to participate in. The majority of
MSSP ACOs are in Track 1. Track 1 ACOs participate In a
one-sided risk arrangement in which they share in generated
savings and do not share in losses. ACOs in Tracks 2 and 3
are in two-sided risk-sharing arrangements.

Beneficiaries are attributed at different times

for the three tracks. ACOs iIn Tracks 1 and 2 are
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attributed beneficiaries retrospectively at the end of the
year, while Track 3 ACOs receive their list of
beneficiaries prospectively. Prospective attribution
provides ACOs with more certainty as to who they are
responsible for at the start of the year. Finally, all
MSSP ACOs are paid through fee-for-service claims.

Next we"ll look at differences between Pioneer
and Next Generation ACOs.

Pioneer and Next Generation ACOs differ from the
MSSP program in that both are i1nnovative demonstrations and
not permanent programs. Both Pioneers and Next Generation
ACOs participate in two-sided risk sharing and are
responsible for both savings and losses.

Pioneer and Next Generation ACOs have
beneficiaries assigned to them prospectively but differ in
how their benchmarks are set. The NextGen benchmark uses
only one year of past claims data and has a built-iIn
discount. ACOs that are efficient receive a smaller, more
favorable discount.

Finally, Pioneer and Next Generation ACOs vary in
how they receive payments for their services. Pioneer ACOs

receive payment in one of two ways, the first being

B&B Reporters
4520 Church Road
Hampstead, MD 21074
410-374-3340



10

11

12

13

14

15

16

17

18

19

20

21

22

standard fee-for-service. The second option is population-
based payments, In which ACOs get reduced fee-for-service
payments and monthly per beneficiary payments. Next
Generation ACOs have an additional two options which
provide them with money upfront. The first of these
options is fee-for-service payments with an infrastructure
bonus, and the final option i1s a partially capitated
method.

We"ll now discuss the results of the Pioneer and
MSSP ACOs from 2015, beginning with quality scores.

According to CMS, both Pioneer and MSSP ACOs
scored high on overall quality measures in 2015, with
averages above 90 percent. Not only was quality high this
year, but it improved from previous years.

In a simple correlation, we found that there is a
weak, 1f any, relationship between quality and savings.
Pioneer ACOs had a correlation of 0.31 for savings and
quality, while the correlation was 0.05 for the MSSPs.

Finally, it is important to note that the
majority of the quality scores used are still process
measures and not outcome measures. While some process

measures are important, they should not outweigh patient
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outcomes.

Next David will walk us through the 2015
financial results.

MR. GLASS: So Medicare set spending targets or
benchmarks for ACOs that estimate expected spending. IFf
actual spending is less, the ACO saves and can share in the
savings. |If actual spending i1s higher, i1t has a loss.
However, as Sydney just showed, the MSSP ACOs do not share
losses.

Looking at the Pioneer column first, the 12
Pioneer ACOs had aggregate Medicare spending of about $5.5
billion. The actual spending for their attributed
beneficiaries was slightly less, so there was an aggregate
savings of $37 million. Medicare paid the ACOs that had
savings $34 million in shared savings, and because this is
a two-sided risk model, ACOs that had losses returned $2
million to the program. This all yields a net savings to
the program of about $5 million, which is 0.1 percent of
spending, about breakeven.

In the MSSP column, many more ACOs, thus a much
larger aggregate benchmark and spending almost $73 billion.

Savings were $429 million, which is similar as a percentage
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to the Pioneer at about 0.6 percent.

The big difference is that MSSP was almost
exclusively a one-sided model In 2015, so although the
aggregate savings were $429 million, the program paid ACOs
that had savings $646 million and collected nothing from
the ACOs that had losses. So, iIn net, MSSP cost the
program $216 million or negative 0.3 percent. So one could
sum up and say, in net, the ACOs had a modest effect.

We just looked at the average financial results
for the ACO programs. We now look at the MSSP results for
2015 1n some detail.

First, there is a wide distribution of percentage
savings and losses for the MSSP ACOs.

Looking at the distribution of savings and losses
for the 392 ACOs in the program in 2015, we see about a
third had savings or losses within plus or minus 2 percent,
and that"s the central bar; and the rest were fTairly
normally distributed except there are more ACOs with
savings of over 5 percent than with losses over 5 percent,
which accords with the aggregates savings being positive.

The ACOs also vary in location and type. And by

type we mean physician ACO if there is no hospital in it
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and hospital-based ACO if there is.

We"ve highlighted the first column, the South.
There are 162 ACOs in the South, more than any of the other
three geographic areas.

In addition, there are many more physician ACOs
than hospital-based ACOs in the South. That pattern is
reversed in the MidWest and Northeast, which both have more
hospital-based ACOs than physician-based. And this is
important because i1t looks like savings are influenced by
these characteristics.

In fact, what many report and what we find as
well i1s that ACOs with certain characteristics have greater
savings than others.

First, ACOs in the South tend to have greater
savings than ACOs in the rest of the country. And as we
noted, there are a lot of ACOs i1n the South.

Second, physician ACOs tend to have a greater
percentage savings than hospital-based ACOs. This point
has been mentioned by several researchers.

And, third, small ACOs, which we"re defining as
those with fewer than 10,000 attributed beneficiaries, are

more likely to have savings than large ACOs with more than
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10,000 beneficiaries.

However, a key factor that has not been
considered i1In other analyses Is an area"s historic service
use relative to the national average. We define relative
service use for a geographic area as spending adjusted for
prices and health status relative to the national average.
By removing the effect of prices and health status we get a
better measure of relative service use. High service use
in an area iIs a good indicator that there iIs excess use
there that could be reduced by an ACO.

Relative service use has the highest correlation
with savings of any of the variables we examined and
explains 18 percent of the variation in savings by itself.

It 1s also correlated with other variables. For
example, 1t Is has a positive correlation with the South
and a negative correlation with hospital-based and large
ACOs.

So to sort out these cross-correlations and see
what"s driving savings, we turned to a multivariate model.

From the multivariate model, we find that prior
service use In the area where the ACO"s beneficiaries live

IS the dominant factor iIn predicting savings.
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The parameter estimate for service use, which 1is
highlighted in green on the chart, is almost 0.2, meaning

that ACOs i1n areas that historically had 10 percent higher

11

service use are expected to have 2 percent greater savings.

And this i1s a statistically significant result.

Other variables had much smaller effects.

The ACO being large, that i1s, having over 10,000
beneficiaries, iIs significant and negative, and Southern
(as opposed to all other regions) is significant and
positive. But these two are of lesser magnitude than
service use.

Being primary care or multispecialty based are
not significant, which some may find surprising.

To sum up, where you start determines how you
finish, which makes sense. |If an area has a lot of excess
service use to begin with, there iIs something to reduce.
IT there was little or no excess service use to begin with
it"s difficult to cut 1t.

Jeff can go into detail about these results on
question, but the takeaway is prior service use dominates.

Visually, we can see that result. In this graph

we have ACO savings as the Y-axis and relative service use
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12
on the X-axis. |If you look at the upper right-hand corner,
these are areas that historically had service use 20
percent higher than the national average. This shows that
every ACO in Miami, Florida, Hammond, Louisiana, and
McAllen and Houston, Texas, made money. None are below
zero percent savings.

Conversely, of the ACOs i1n areas that had service
use below 0.9 on the left side of the slide -- that i1s 10
percent below the national average -- ACOs rarely generated
shared savings. And the results, of course, are much more
mixed iIn between.

So at this point I am going to pause and make a
brief digression.

In your mailing we mentioned a white paper that
researchers at the Harvard Medical School did for us on
Part D and ACOs.

Everyone agrees that i1t would seem to make sense
iT there were some mutual incentive between ACOs and
prescription drug plans to both control drug costs and
improve health outcomes. For example, it would be a good
thing 1T physicians in ACOs had some incentive to prescribe

generics or iIf PDPs had a reason to favor drugs that had
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good long-term effects on a patient”s health.

However, the paper found two problems with doing
this.

First, there is a mismatch between beneficiaries
in PDPs and ACOs. In ACOs beneficiaries are attributed
sometimes not until the end of the year; whereas,
beneficiaries enroll In PDPs before the year starts. An
ACO can have beneficiaries in multiple PDPs or not in Part
D at all, and vice versa for the PDPs, so there is a basic
mismatch.

Second, risk sharing is very different. Medicare
puts the risk on the PDPs and beneficiaries for drug costs
and only retains reinsurance risk, so that is really all
that Medicare could share with the ACOs.

The result i1s they could find no straightforward
approach to align incentive between ACOs and PDPs, and we
can talk about this more on question.

So back to the findings, in conclusion, we find,
as do others, that for the Medicare Shared Savings Program
ACOs i1n 2015, physician-based ACOs (as opposed to hospital-
based ACOs) small ACOs, and ACOs in the South tend to show

greater savings.
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However, our multivariate analysis finds that the
historical service use in the ACO"s market area is the key
determinant of savings for the ACO.

In addition, CMS reports high quality for ACOs,
but they use primarily process measures, and we have raised
some concerns about that in the past.

So beyond these finding, assessing the overall
performance of the ACO programs faces some challenges.

From the Medicare program perspective, in the
case of one-sided models it is difficult to assess. Some
ACOs do appear to save money, but Medicare could still lose
money overall because it shares savings with the winners
and does not collect from the losers.

Also, because the program seems to be around
breakeven, it may be important to estimate second-order
effects before judging overall success. For example, if
providers In an ACO change practice patterns to be more
efficient, they may treat their non-ACO fee-for-service
patients in the same way, and that could generate savings
for those beneficiaries as well. If growth in fee-for-
service spending decreased, that in turn could affect

benchmarks for the Medicare Advantage program, creating
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further savings.

Meanwhile, from the ACO perspective, they must
balance administrative costs -- that is, the ACO"s cost of
setting up and running the ACO over and above usual
practice costs -- against their expected shared savings to
determine whether to participate or not. One could
consider those additional costs iIn overall performance.

So MedPAC has set out some policy principles.

First, we have said to synchronize the benchmark
In a geographic market across Medicare Advantage, fee-for-
service, and ACOs.

Second, for ACOs we have said they should move to
two-sided risk to make incentives stronger and assure that
Medicare benefits, and that ACOs should be large enough to
measure reliably both for spending and quality.

With those principles In mind, our findings raise
the following issues:

First, historical benchmarks rebased as ACOs go
on are not sustainable, as the MSSP has recognized as it
moves to blend historical and regional benchmarks going
forward. But what is the endpoint? Should we level the

playing field, as the first principle would suggest,
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16
knowing that ACOs are less likely to achieve savings in
areas with a history of low service use and may not enter
in those markets? Or perhaps favor two-sided ACOs i1n low-
service-use areas?

ACOs only in high-use markets would save the
program money, but could be an issue if ACOs are being
counted on to spur delivery system reform.

Second, small ACOs may be more successful, but it
is also more difficult to measure their performance
accurately, and they may be less likely to want to take on
two-sided risk.

So it"s possible we could aggregate small ACOs to
pool risk and increase measurement accuracy. And the
markets are kind of doing this already. Some companies
providing the back-office functions for small ACOs, thus
decreasing their administrative costs.

We could also limit risk to encourage movement to
two-sided models, perhaps harmonizing that with the 5
percent bonus In MACRA.

We look forward to your discussion and your
questions. Thank you.

DR. MILLER: Can I just do two quick things by
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one clarification for the Commissioners and one for the
public?

For the Commissioners, the reason you had that
little pause In there for Part D is a couple of different
times people have said, you know, can we have, will we
think about this. So, you know, given our workload, we
kind of offloaded this and brought i1t back Into the
conversation. 1 am definitely looking at you because I
remember you being one of the people.

So there i1s an issue--oh, no, 1t"s fine. There"s
an issue there. The complexity of how to solve i1t 1 think
is what we would need to talk about.

And then to the public, 1 think everybody on the
Commission got i1t, and you have the benefit of the paper,
but let me be clear, David. In the general literature,
some people are reaching the conclusion that physician ACOs
do better. And 1 think the point of your analysis is don"t
jump to that conclusion so quickly. It may have -- the
dominant effect may be where they started which would be
determining how they*re actually performing here. 1Is that
fair?

MR. GLASS: Yeah, that"s correct. Jeff, do you
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have --

DR. MILLER: Right, and 1 just wanted to make
sure that that clean --

MR. GLASS: There are a lot of variables. They
tend to be correlated. It°s easy --

DR. MILLER: And we went through it all very
carefully, but 1 wanted to kind of bring 1t back down to
one sentence for people who might not be as analytically
inclined.

DR. CROSSON: Okay. Nice work. We"ll do
clarifying questions.

MR. GRADISON: Does the length of time that an
ACO has been in business have any correlation to the
variables you were looking into?

MR. GLASS: A lot of people seem to be reporting
that savings is better if you®ve been in the program
longer.

MR. GRADISON: I"m sorry. What [off microphone]?

MR. GLASS: A number of researchers have reported
that savings seems to be greater if the ACO has been in the
program longer, and one possibility is that the ones who

haven"t been successful have left, so it seems like a
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greater proportion of the ones remaining are doing better.
And it also could be where their bench -- how their
benchmark was calculated to begin with because they look
back three years, and if those three years happen to be
higher. So, yes, a lot of people have found that. 1 don"t
know that it"s that convincing.

MR. GRADISON: Thank you.

MS. THOMPSON: On that question, is there a
corollary to that? 1Is there a point at which you reach
diminishing returns where you"ve cut costs to the point
where there"s no longer savings to generate?

MR. GLASS: Well, one interesting thing -- do you

=

want to flip back to the overall financial results? So i
you look at the Pioneer versus the -- yeah, that"s 1t. |If
you look at savings, it"s 0.7 for Pioneer, 0.6 for MSSP,
which might seem surprising given that you have two-sided
risk over on the Pioneer side. Well, this is in 2015, and
the Pioneer is -- let"s see, 1t was "12, "13, and "14 was
their first three years. They then rebased the benchmark,
and when they did that, they looked at the three years
they"d been in the Pioneer as the new baseline to create

the benchmark. And, yes -- and that"s your point, 1 think,
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and i1t becomes difficult to save after you®ve saved for a
number of years. So | think that might be why you"re
seeing this result right here.

In MSSP, they"re changing things a bit so that
instead of just looking at the historical for that
particular ACO, they"re blending in a regional factor into
the benchmark.

DR. CROSSON: Okay. Let me reboot here for a
second because, in terms of hand-raising, up above the
head. Okay? Oh, no.

[Laughter.]

DR. CROSSON: AIll right. So we"ll start again
with Bruce.

MR. PYENSON: Thank you very much for the
terrifically done report.

A couple of questions. You had mentioned
perspective versus retrospective, and there"s a school of
thought that says, which you alluded to, the prospective is
better because ACOs have a perspective and can plan to
manage individuals, and is there any evidence that it
actually makes a difference? i1s one question.

And my second question is on what 1 called
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utilization index, which you had a different term for as
the geographical basis.

MR. GLASS: Service use.

MR. PYENSON: Service use, yeah.

Is there any -- how does that connect with the
viability of MAPD plans, who have a similar perspective of
how can they survive financially, how can they reduce
utilization? 1Is that something --

MR. GLASS: I have a simple answer. 1 have no
idea on the MAPD point. 1°d have to think about 1t. We-"d
have to ask the people who thought about that a little bit.

On the prospective versus retrospective, | don"t
know. Jeff, have we found evidence one way or the other?

DR. STENSLAND: I don"t think there"s any good
evidence because, basically, everybody i1s retrospective
except for the pioneers, and then you just have a few
observations. But you have lots of other differences with
the pioneers and the MSSPs. And 1 think you just have too
many moving variables between the two different groups to
pin any sort of pioneer versus MSSP, just on the
perspective/retrospective aspect.

DR. CROSSON: Having said that, we did hear and
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continue to hear from participants in the ACO program that
they have felt historically -- and many still do feel --
that they could do a better job with prospective rather
than retrospective. Whether that in fact is the truth is
another question.

MR. PYENSON: Yeah. I1"ve heard the same thing,
and i1t"s exactly the question: |Is there any truth to that
or evidence for that?

DR. CROSSON: Kathy.

MS. BUTO: Yeah. 1 wonder if you could remind us
iT there are good comparisons of how well ACOs are doing
vis-a-vis managing chronic disease or complex patients,
since one of the i1deas is not just reducing cost vis-a-vis
fee-for-service, but coordinating care and improve -- and 1
know quality measures look pretty good. The question is,
Do we have good measures of the management side of what the
ACOs are supposed to be doing?

And second question s, on the Part D ACO
connection, would there be any possibility for better
matching of patients enrolled for the prospective models
versus the retrospective? In other words, if at least both

have prospectively identified patient populations, is there
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some way that that is better, a better vehicle, although
it"s a small sample of patients?

MR. GLASS: Right. | mean, they“re prospective,
but they®"re not enrolling.

MS. BUTO: Not enrolled.

MR. GLASS: Yeah.

MS. BUTO: Yeah.

MR. GLASS: They may not even be aware that
they“re prospectively attributed to an ACO or what an ACO
iIs. So there"s still that issue, and there®s still the
problem that they could be in multiple Part D plans or not
have Part D at all. So 1 don"t think it helps too much.

DR. CROSSON: Bill Gradison.

MS. BUTO: Well, wait. Can I get --

DR. CROSSON: Sorry. Kathy.

MS. BUTO: The question about the coordinated --
the management of patients, any better sense of that?

DR. STENSLAND: 1 don"t think we had the data
right now that are lined up well enough to determine that.
I think we hear a lot of stories of people thinking they"re
doing good things, but when we look at the savings, we see

a lot of the savings coming from things like reducing post-
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acute care costs, which were highly variable.

We don"t see this huge amount of savings of,
okay, all of a sudden, our ED visits have gone way down or
our admissions have gone way down or those kind of things
that maybe there®s some programs that can say they“ve done
it, but systematically, we don"t have any really clear
evidence that says, oh, you know, this iIs now our example
where care management is really working great.

MS. BUTO: Just to comment that since other work
we"ve done, we look at ambulatory sensitive conditions and
so on. You would think that would be something that could
be tracked, and maybe it is being tracked.

MR. GLASS: Well, next month, I think we"re going
to say something about that.

DR. CROSSON: Bill.

MR. GRADISON: 1Is there any evidence whether MSPs
that have produced savings have resulted In lower Medicare
spending and the rest of fee-for-service iIn their
geographic areas?

MR. GLASS: The spillover question. Jeff?

MR. GRADISON: The spillover. 1 mean, I"ve

heard, seen things written about that --
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MR. GLASS: Yeah.

MR. GRADISON: -- with regard to MA, but 1 haven™t
personally seen anything about the ACOs.

DR. STENSLAND: I think we"re in the same place.
People certainly hypothesized that that®s going to take
place, and there obviously have been some papers suggesting
there"s some data on the MA side. But we don"t have clear
data on the MSSP side.

DR. CROSSON: And it"s entirely possible this is
a timing issue. | mean, MA has been around for a lot
longer than ACOs, but particularly successful ACOs. So 1
don®"t know how long one would assume it takes for that
trickle-down effect or whatever you want to call it to take
place, but it might take place, but 1t might take some
time.

DR. MILLER: And I would also draw this
distinction in your mind. One of the things that David®s
slide on the savings relative to benchmark versus how you
dispose of the dollars, so you can have .5 percent in
savings, but to the extent that you give It back without
taking any losses, then you®"re actually on net, putting

money back into the stream. And remember a secondary
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effect of that is that i1t links to the MA baseline.

I don"t know of any evidence that®"s showing a
spillover, but let"s say you got a spillover from the
savings effect, remember what you do with the money can be
recycled back into fee-for-service and recycled back into
MA, so --

DR. CROSSON: Great. Bill Hall.

DR. HALL: The idea of looking for super
performers is always kind of iInteresting, and the issue
about the South doing a little bit better, do you have any
speculations on that?

MR. GLASS: Well, what the evidence shows is that
it"s because of service use there was incredibly high.

DR. HALL: Right. And nothing beyond that, the
service use by vendors --

DR. CROSSON: Craig.

DR. SAMITT: So great report. Thanks, and thanks
for humoring us iIn terms of the Part D analysis as well.
1"11 come back to that in Round 2.

Slide 10. 1 had a question about the
multivariate analysis because the finding that confused me

was the small versus large ACO that you commented on in the
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reading materials. But one of the correlations you didn"t
comment on, for example, was the high correlation between
large ACOs and hospital ACOs, and so then 1 began to wonder
how much have we teased this apart.

Are small ACOs predominantly physician ACOs,
which are predominantly in the South, and is this really
all just about prior service use, without any other
determinations that could be drawn? Or are there
confounding variables here? You know, it is not small
versus large; it"s hospital versus physician. 1 had a hard
time really teasing that apart to see what the truth was,
SO --

DR. STENSLAND: So I think that®s kind of this
purpose of this multivariate analysis i1s when you look at
it, they say, well, there"s lots of different groups that
are doing better, small physicians, South. So what is
really driving that? And so we put all the different
variables in this multivariate model and kind of make them
all fighting it out and see where the power of explanation
goes to.

And 1 think the historical service use comes out

as dominant, and once you enter that in, basically whether
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you"re a physician-run ACO or a multispecialty-practice
ACO, that kind of goes away.

So what does still show up, to some degree,
though, a fairly small degree, i1s that the smaller ones do
better, but there could be a couple of reasons for this.
One reason could be that, oh, you®"re just small, and it"s
easier to manage a small group of physicians; you can keep
them all on the same page. Another aspect could just be
the incentives. Whether you"re a small physician ACO or a
small physician hospital ACO, 1f your pool of the total
share of dollars i1s a small share of it and a lot of it is
leaking out, you have a bigger incentive to reduce all that
stuff that"s leaking out. So the incentives are actually
different too.

But the summary idea is when we looked at the
multivariate analysis, we think whether you®re a physician
or non-physician kind of goes away being small. 1t still
has a little bit of an effect. Being Southern, for some
reason, still has a little bit of a positive effect, but
it"s barely statistically significant. So | wouldn®"t put
too much emphasis on that.

And the main thing is, 1If you had a whole lot of
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extra use, you have something to cut.

DR. CHRISTIANSON: Jeff, maybe what Craig is
asking, In a way, iIs, Did you fool around with any
interaction effects iIn your modeling?

DR. STENSLAND: Yeah. We had various interaction
effects, and those didn"t really play out as being the
explanatory factor. Like 1f you"re small and a hospital or
iT you"re a physician only in small, that"s not really
what"s driving it. It was kind of surprising, actually, to
us to see, okay, some of these smaller ones that have
physicians and hospitals In them tended to do a little bit
better than expected, just given theilr service use.

DR. CROSSON: Sue.

MS. THOMPSON: In the discussion regarding
service use versus benchmarks, talk to us a little bit more
about adjusting by HCC scores, and the focus of my question
iIs around some areas of the country who don"t have
population where Medicare Advantage has taken effect
haven®t much track record in HCC scores. So help us think
about how you crosswalk from benchmarks to service use,
particularly for those areas.

DR. STENSLAND: So 171l start with, you know, the
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standard story you®ll often hear is somebody will say,
"Well, that ACO has a benchmark of $14,000. Of course,
they can generate some savings.' But the question is, Is
that $14,000 benchmark high because prices are high like
they are in San Francisco, or is it high because their
people are really sick? |If it"s one of those two things,
they"re not going to have much chance to adjust i1t, to
reduce.

So we wanted to convert it into service use, and
that 1s the story such as, okay, you®"re in Houston, and iIn
Houston, even adjusting for prices and the comorbidities of
the patients, people are getting 25 percent more care than
we would expect -- or they used to get 25 percent more care
than we expect, so we expect you to generate some savings.
And, lo and behold, they did.

Now, there is the question of our -- this gets a
little bit technical, but the question of are people coding
equally across the country -- and so, certainly, if you“re
coding a little heavier in some places like Florida --
Miami has their reputation for maybe coding a little
heavier, and In some other parts of the country, maybe you

were coding lighter. So there could be some effect there,
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and to the extent that that"s going on, we would probably
be actually underestimating the effect of service use a
little bit.

But we did try to do some -- the way we adjusted
for service use, it gets technical, but we tried to adjust
it a little bit like that. We just didn"t divide by the
HCC score. We put in some dummy variables for the
different markets, which helps us from over-adjusting for
the HCC score.

So 1 think 1f you look at our method versus some
others, we"ll be a little bit, In essence, giving Miami a
little bit less credit for their high HCC score than some
other people do. 1 hope that helped.

DR. CROSSON: Clarifying questions. Jon.

DR. CHRISTIANSON: David, the last slide, last
bullet point, could you just expand on that a little bit,
please.

MR. GLASS: So this is the question of could
limit risk to encourage two-sided and harmonize with APM 5
percent bonus. So that is pretty cryptic.

[Laughter.]

DR. CHRISTIANSON: Thank you.
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MR. GLASS: So it has a couple ideas packed in
there. One is that -- this is particularly for -- say
you"re a small ACO. They may be very reluctant to take on
two-sided risk, particularly say you have a primary care-
based, small physician-only ACO. They are actually only --
their share of Medicare spending, what they get is fee-for-
service revenue. It i1s probably only 5 to 6 percent. So
putting them at risk for the 100 percent of total fee-for-
service spending may seem particularly onerous to them.

And so this i1s as thought about, well, so maybe
you tailor the amount of -- you know, the maximum amount of
risk they can take to something perhaps approximating their
fee-for-service revenue or some function of their fee-for-
service revenue, and then there®s this question of the APM
5 percent bonus floating around. And that could -- if
that"s limited to two-sided, that could be a further
inducement to go into a two-sided risk.

DR. MILLER: Just to make a process point -- and
we probably should have said this a little more at the
setup. So there"s a two-step process here. The purpose of
today"s session was to kind of set the table -- here"s the

results, here"s what we"re seeing out there, that type of
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thing -- because there were some statements made in other
meetings about looking back at the risk structure in the
ACO world to address issues like small ACOs and that type
of thing. So the idea iIs to stage that conversation
following it and to begin to really unpack ideas like this
and put them in front of you. It"s fine for you to do what
you"re doing here, but that"s the setup for where we"re
headed.

DR. CHRISTIANSON: Yeah. 1 didn"t understand the
"harmonize with the 5 percent bonus'™ part.

MR. GLASS: So that"s the extent of our thinking
so far on that.

DR. CROSSON: Brian.

DR. DeBUSK: Bringing us back to the South for
just a moment, I understand that the Southern ACOs perform
better, but something that stands out on Chart 9 -- and if
you could speak to this, 1°d appreciate it -- i1t would also
appear that there are more ACOs iIn the South and that they
are by a ratio of 2:1 more physician-led.

So my first question is -- | mean, it sort of
looks like there®s something here that maybe they know that

we don"t know, and i1f you could speak to that, I realize
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these variables, there®s a huge causality issue here. But
you®"ve had the benefit of playing with the data, so 1°d
really appreciate your input.

And then my second question is, Do we have a feel
for how service use and the pricing of those services
correlate to ACO success? For example, have we looked at
something like maybe the wage index? Would the wage i1ndex
in a particular region be a predictor of ACO success?
Because in theory, it shouldn"t, because it should be
transparent. But have we explored the i1dea that maybe some
of these services are used in higher amounts because
they“re underpriced or mispriced?

MR. GLASS: Well, that"s a question of whether
the wage i1ndex i1s defined appropriately, | guess, and we"ve
actually opined on that in the past, though i1it"s been many
years ago, about better ways of doing the wage index. So
there could conceivably be some effect there.

Here, we"re essentially -- the service use
essentially removes the wage index from the --

DR. DeBUSK: 1t would be interesting if you
looked at ACO success to see 1T the wage index i1tself would

be a predictor because, again, iIn theory, i1t shouldn®t have
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MR. GLASS: Yeah, that"s true.

And as far as 1t would be -- 1t seems entirely
rational for a lot of ACOs to be set up in places where
they might succeed. So I think, yeah, maybe they do know
something we don®"t know -- or that we perhaps to know --
that you should set up someplace where you have a good
chance of success iIn those places or those with high
service use.

DR. STENSLAND: And 1 think we were actually
surprised at how few there were in the South. Like iIn the
first couple rounds, we thought, oh, my gosh, people are
just going to be lining up in Miami to start doing this
because we have all this extra service use -- or in
McAllen. And, in the first year, they really weren®t all
lining up, but now we see -- after a couple of years, you
see more and more movement to the South. And 1 think part
of that i1s they kind of caught on that, oh, okay, the
savings are going to be easier down here.

DR. DeBUSK: So they"re moving where the money

DR. STENSLAND: Yeah. 1It"s stupid.
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DR. CROSSON: Funny about that. Okay. Alice.

DR. COOMBS: So Slide 7, we"re making an
assumption that the spend per beneficiary is exactly the
same iIn these two -- the Pioneer and the MSSP. 1 mean, |
don"t see numbers, the denominator for the aggregate cost.

MR. GLASS: Oh, you want a calculation of what
the benchmark per capita is In the two programs?

DR. COOMBS: Right, right.

MR. GLASS: We can do that.

DR. COOMBS: Well, the problem 1 see right now 1is
that you look at the benchmark, you look at the actual
spending, and you look at the savings. What I"m interested
in is how is the spend per beneficiary, comparatively
speaking, between the two. And I don®"t know i1If you can do
that, but that would be something that I would be
interested in.

MR. GLASS: We can give you the average benchmark
in each of the programs.

DR. COOMBS: Okay. Because they“re not equal,
right? The two columns are different.

MR. GLASS: 1It"s easy to calculate, and we can

give you the number.
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I mean, 1 can tell you, though, that it will
depend on the fact that a lot of -- for instance, a lot of
the Pioneers are iIn Boston, and they“"re going to have the
higher, you know, spend.

DR. COOMBS: Which leads me to the next question.

[Laughter.]

MR. GLASS: That"s one of the reasons we move
away from this when we look at 1it.

DR. COOMBS: 1 was going to say in slide -- go
back to the slide we just had, Slide No. 9. So Craig said
something, and I"m thinking along these lines, that there"s
some confounding variables here. And if you were to
regress and take out the South and look at the Northeast,
you probably would find large ACOs, hospital-centric, and
you"d have probably a larger degree of consolidation within
the area. There was a journal article in the New England
Journal that talked about physician-led ACOs versus
hospital-led ACOs.

And what may be at work here is the actual 5
percent cost of increased health care spending in areas
where there"s a lot more consolidation. So I"m wondering

ifT that"s a factor for the ACO success.
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And then I think we"ve talked about this several
times over the years. Lastly, have we looked at the
Pioneer dropouts, the ones that didn"t graduate, to see
what their rate-limiting step was for their failure?

MR. GLASS: Well, I think some of them wouldn"t
say iIt"s a failure because they moved to the NextGen model.

DR. COOMBS: Right, but not all of them moved --

MR. GLASS: And some of them moved to MSSP.

DR. COOMBS: Right, whichever -- so NextGen 1
would think would be comparable, but for the MSSP
conversions, what would -- would i1t be just purely the risk
and the costs being prohibitive?

MR. GLASS: Well, it could also be that they get
a different benchmark. If the calculation of the benchmark
is from a different period and a different way of doing it,
they may just have felt they"d get a much more favorable
benchmark in one than the other, which would be perfectly
rational, and they might have switched for that reason.

DR. COOMBS: And is it something about the risk
adjustment and how It"s done in the different entities in
terms of over what period of time the risk adjustment 1is

looked at?
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MR. GLASS: The risk adjustment is very -- that"s
a very complicated question, and I don"t really know the
answer to how they would assess whether they®"d be better
off In one program or the other because of the risk
adjustment. 1 think the risk adjustment is kind of moving
toward each other. Actually, | think the Pioneer switched
to look more like MSSP, or the other way around. Do you
remember which 1t was, Jeff? 1 think it was they switched
to look more like the MSSP. But that gets very
complicated, and I don"t know that even the ACOs would be
able to model how that was going to work.

DR. CROSSON: Pat, on this point?

MS. WANG: Not really on this point.

DR. CROSSON: Oh. Did I miss you?

MS. WANG: No. No, I'm just --

[Laughter.]

MS. WANG: I just want to get into the queue.
That"s all.

DR. CROSSON: All right.

DR. HOADLEY: So two questions, one of which has
already partly come up. One, on Slide 5, you mentioned

some of these new payment approaches, the population-based
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and the partial capitation. Do we have any information on
how many -- or whether there has been much takeup on those
alternatives? Or is it -- do we have information on that?

MS. McCLENDON: At least In respect to the
Pioneer ACOs, we had three over the course of the years
that they"ve been able to select this go to the population-
based payment. So we still see the majority taking the
fee-for-service track. |1 don"t know that we necessarily
have the numbers yet on NextGen as to which payment track
they~ve chosen.

DR. HOADLEY: It would just be interesting to
know whether -- is this one of those things where it"s out
there but nobody really ends up interested iIn it, or --

MR. GLASS: This i1s the first year for Next
Generation, and some of these 1 don"t think are available
in the first year.

MS. McCLENDON: Yeah.

DR. HOADLEY: Okay. So maybe that"s a question
for the future.

And then the second actually picks up from where
Alice was, which is the dropouts, and not just the dropouts

from Pioneer, but 1 think you talked about a fair number of
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dropouts out of MSSP. And 1 think at some point in the
past you looked at some of the early dropouts, but, you
know, 1t seems to me that they“"re -- 1 don"t know if
there®s been any literature looking at this or anything
you“ve looked at, but it seems to me they could be
responding to a variety of factors, including sort of
designed benchmark kinds of things that you were just
alluding to, a basic failure, organizational failure, they
just couldn®t figure out how to do it, how to change
practice patterns in a way to get a response. Or they
could be pure financial decisions. We did not make money,
we didn"t have any savings to share, whatever. And | don"t
know If there®s been any literature yet, or if it is,

again, too early to sort of have the experience to do that.

DR. STENSLAND: 1 think the last one is the
dominant. If you look who drops out, it"s they didn"t make
money. If you made money, even 1f you don"t know why, you

stay in.

DR. NERENZ: Thanks. This is really good. Two
quick things.

On Slide 7, please, bottom right-hand corner, 1

Jjust want to confirm something that Mark said. The
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negative sign there means that in 2015 the Shared Savings
Program cost the Medicare program money. That"s what that
means.

MR. GLASS: Right. We"re now looking at any
second-order effects.

DR. NERENZ: 1 understand. | understand. It"s
not big. But we don"t hear that very much, but 1 just --
okay .

And also, Slide 13 -- and, David, you were
pointing to the upper right quadrant, and you used the term
"made money.” 1 just want to clarify. What they did in
the upper right quadrant, they generated shared savings,

but we don"t know if they made money.

MR. GLASS: They beat their benchmark.

DR. NERENZ: 1 understand, but that"s not the
same--

MR. GLASS: That"s all we can say, because some -
- if 1t"s really close, they didn"t even share savings. |If

it"s within 2 percent, they don"t even share savings.
DR. NERENZ: Exactly my point. We don"t know if

they made money unless we know their operating costs.

B&B Reporters
4520 Church Road
Hampstead, MD 21074
410-374-3340



10

11

12

13

14

15

16

17

18

19

20

21

22

43
MR. GLASS: Right.

DR. NERENZ: Okay. The language is important
because 1 think later the concept of "made money" that we
just had here is important, and I just want to point out
that®"s not reflected up there.

MR. GLASS: Okay.

DR. NERENZ: Thank you.

DR. REDBERG: Thanks for an excellent chapter,
and | think actually my question follows on David®s last
comment because 1 wanted to get at, | guess, operating
cost. Is that in the actual spending number? Like what
you had to do to start the ACO.

MR. GLASS: No.

DR. REDBERG: So that"s not there at all?

MR. GLASS: No, that"s not there, because that"s
-- 1 mean, the ACO has to make that consideration: Does it
want to be In this game or not? It does not show up In
this.

DR. REDBERG: But I"m interested if we have any
data on how much those costs were and how much they varied.

MR. GLASS: It"s kind of --

DR. REDBERG: And were they related to predicting
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infrastructure, did you do better? Because those 1 assume
would be fixed costs, and then these would all be variable,
or somewhat.

DR. STENSLAND: We don"t have data on all the
individual ACOs" internal costs of operation, and sometimes
when we talk to them, they"re not exactly sure either what
their internal costs of operation are, because, you know,
oh, we have some people, they work part-time on the ACO,
they work part-time on something else. But the National
Association, when they do surveys, it used to be a little
higher, but now It"s getting down toward around 1 percent,
and sometimes a little over 1 percent. Some people have
told us under 1 percent. You know, there"s a lot of
variation there.

DR. REDBERG: One percent of their total budget?

DR. STENSLAND: One percent of the beneficiaries”
annual cost of care. So then, you know, 1If you would have
to basically generate 2 percent savings, according to CMS
metrics, so that then you would get half of that, or 1
percent, it would then pay back your overhead costs. But

iT you do look at this slide, almost everybody"s savings iIn
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that quadrant are, you know, way over the 2 percent marker.
So most of that people are going to actually be able to
make enough money to cover their administrative costs. But
certainly i1t you are close, i1If you are more like the people
in the middle, it"s important.

MR. GLASS: The other interesting thing is the
market is kind of -- this may not be a clarifying answer.
The market i1s kind of moving into this space and providing
the back-order analytics -- back-room analytics for ACOs.
So there are companies that will -- your ACO doesn"t have
to set up an analytic shop to figure out all the data and
figure out what they“"re doing. There"s actually companies
now that will do that for you. So it could be as time goes
on the administrative costs will drop because these other
companies will get into it and it will become a commodity.

DR. REDBERG: Thank you.

MS. WANG: On Slide 16, can you share more of
your thinking about the possible issues one and two,
historical benchmark, not sustainable, blend with regional
average. What is the region, what does that mean, and how
that relates to the second bullet, leveling the playing

field? What are you thinking?
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MR. GLASS: So the historical benchmark, not the
-- well, this is the question of after three years iIn an
ACO program, your baseline i1s recalculated to become your
new benchmark, and it uses your last three years of
experience. And if you®ve been in the ACO program and
diligently, you know, working away to reduce service use --

MS. WANG: [off microphone].

MR. GLASS: Right, it"s going to be pretty low,
and 1t may be difficult to achieve further savings. So the
way the MSSP program is now doing 1t -- and they hadn"t
done this iIn the past. [I"m not sure which year i1t starts.
But they"re going to recalculate -- when they recalculate
the benchmark after the first three years, they"re going to
factor in -- and 1 forget what percentage i1t iIs exactly --
regional spending. So if you®"re in, say, Houston and the
regional spending is an average of 10,000 a year and your
ACO has worked down to 9,000, and 1f you average your last
three years, you would have had a 9,000 benchmark, they"re
going to factor -- they"re going to blend those two
together. So say they®ve blended 50-50, 9,500 would be
your new benchmark.

MS. WANG: And just to clarify, the region is
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defined as?

MR. GLASS: The counties where your beneficiaries

live
MS. WANG: Okay, county specific --
MR. GLASS: Weighted by the number of
beneficiaries In each county, 1 believe.

MS. WANG: And so your second bullet in low-use
markets, do you have thoughts about how you would level the
playing field across these programs? Because in low-use
markets, iIn theory anyway, the MA benchmarks would be,
let"s say, above 100 percent. Would you -- I mean, that"s
not scientific, but it exists, right? What would you do?
Do you have --

MR. GLASS: Yeah, so, | mean, that would be one
way of doing it, would be to, you know, mimic something
like In the MA program where -- they®"re doing it on
spending. | think we"d prefer to do it on service use
rather than spending. But you could mimic something like
that and give them some advantage for being there.

Now, again, the Medicare program saves money when
you set up an ACO In a high-service-use area and reduce

service use. If an area already has low service use, iIt"s
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not clear Medicare program saves by having people in ACOs,
but maybe you do it for some other reason. But that®"s what
the Commission would have to think through.

DR. MILLER: Right, and 1 think, you know, this
starts to segue into bigger questions, and maybe the timing
is right, if we"ve done the clarifying. There"s always
this Instinct, and you saw 1t Iin MA and you®"re going to see
it here, and 1 think as a Commission you"re going to have
to grapple with it, which is, okay, you know, if you do a
historical benchmark and you bring i1t down, then you®ve
maxed out. So what do you do at that point? And you also
have MA and fee-for-service if you"re thinking about the
market, you know, broadly. There will be lots of instincts
of, like, well, okay, we"ll adjust the benchmark up so that
they still have some headroom; or if you®"re in a high-cost
area, adjust the benchmark down, you know, that type of
thing, you know, that people will want to tinker with it to
support a given model. And, you know, the Congress has
done that, and those are reasonable thought processes.

But the other question is if you are going to be
thinking about fee-for-service and MA and ACOs from a

payment policy point of view, are you going to have
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different standards for each one of them? Are you going t
be adjusting to try and promote different things in
different markets? And at what point do you have, you
know, a system that has a lot of arbitrage opportunity, fo
lack of a better word, anyway?

And so a question when we come back and start
talking -- and we can start i1t today and talk about what t
do about setting risk. That will be an inherent tension
around all of this because a lot of people will say, well,
I want to create an environment where people are willing t
take risk, which generally means giving them headroom. Bu
then you"re sort of tinkering with this.

And so a question you"ll eventually have to come
back to or starting today i1s: How do you want to think of
those marketplaces? And a real raw way to say it Is you
set a benchmark -- and let"s just assume we all know what
that means for the moment. That"s complicated in and of
itself, like service use or dollars. And then you let the
chips fall where they may. Or do you have these

adjustments in order to, you know, try and bring people
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into models? 1 think that will be an inherent tension that

runs through all of your conversations. And I think that*®
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an -- what did you say? -- oblique way to try and say that.
It wasn"t intentionally oblique.

DR. CROSSON: Okay. Seeing no more hands, we"ll
start the general discussion, and Paul is going to kick
off.

DR. GINSBURG: Thanks. First, 1 wanted to really
praise the staff on bringing iIn the area service use
variable, and particularly for using a multivariate
analysis. You know, there are so many -- you"ve really
just, you know, shown another instance of where a straight
descriptive analysis is potentially very misleading. And
at the Center for Studying Health System Change, we put out
a lot of descriptive information. Initially, what we would
do 1s we would only publish it if we had -- considering the
audience, 1T we had done a multivariate analysis and they
had stood up. If they didn"t stand up, then we wouldn®t
publish 1t as a descriptive thing.

Then we got more sophisticated and started just
doing regression-adjusted means and publishing them, and
that really solved the problem. So, really, you know,
besides praising the staff, talking to the broader fields,

you know, we need to get our act together when we deal with
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descriptive data, because I"m concerned about all the
misleading results that are out there that your analysis
showed really didn"t have much behind them.

So then I had a thought about the two-sided risk,
which is that for physician-led ACOs, 1 mean, | think that
to get them to take two-sided risk for this entire thing is
not realistic. In California, where there was all this
success with the delegated model, the IPAs and
multispecialty groups that are at risk, never took risk for
hospital care. They didn"t even want to take risk for
prescription drugs once those prices started becoming less
predictable. And I think that with CMS having long tried
to be supportive of physician-led ACOs, they could develop
-— and we could suggest -- a two-sided risk model for
physicians that was lower risk on both sides, both the
upside and the downside. We don"t want to reduce -- limit
the risk to just physician spending because, you know, some
of the data I"ve seen shows that they tend to spend more on
primary care services and they save it in hospitals. So
you want them at risk for the entire body of services, but
maybe 1t just needs to be scaled down in those cases.

And, finally, I had some thoughts about Part D,
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the digression, and 1"m a little bit more optimistic about
the potential for bringing Part D into ACO calculations.
And 1t"s not based on having studied it for a while, but
it"s more based on, after 1 read your material, 1 said,
well, how might I do it? And the notion 1 would do it is
that, first of all, 1 wouldn®t bother with sharing savings
or losses with either the Part D plans or the beneficiaries
who enroll in them. And all 1 would do is that for the
beneficiaries attributed to an ACO, I would go and find out
what their Part D spending is from the plan. And, you
know, i1f the plan gains or losses, Medicare®s going to get
it back in a future round of benchmark settings for Part D.

But you mentioned the incentives to use less
expensive drugs. 1"m also concerned with what we"ve heard
from the pharmaceutical companies for years about greater
use of drugs can have significant offsets in Parts A and B.
And, you know, given what many of the ACOs are doing to
foster better care management, that probably does include,
you know, better management of diabetics may mean more Part
D drug use.

So In a sense it"s something that could almost --

you could actually be imposing higher costs on the Part D
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plans, but ultimately that will be resolved, and this way
the ACO can actually get some credit or shared savings if
they actually use drugs In a more effective way and
actually do save Parts A and B In the process.

DR. CROSSON: Just to comment, Paul, to agree
with you on the notion that -- and I guess this is not
MedPAC policy as much as it is -- well, maybe it is. But
to the extent that the breadth of risk can be expanded, you
know, in other words, the ACO. and even at the level of the
individual physicians, has an understanding that i1t really
iIs accountable for the entire spend dollar, that"s a good
thing. But that"s a separate issue from how much risk --
what percentage of whatever measure you want to use, income
or whatever, iIs at any given time in the evolution of an
ACO at risk and how much gain and how much loss is likely
to take place and what degree and what different sorts of
risk-sharing arrangements could, in fact, be constructed
for CMS while the breadth is being expanded I think is a
key point as well.

Let"s see hands. We"ve got a fair number of
hands, so I"m going to start over here and go this way.

Brian.
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DR. DeBUSK: First of all, 1°11 say these ACO
results are fascinating because | do think there®s a
message In the data, and 1 do want to applaud the staff on
the development of this service use measurement. |1 think
it was very novel.

But it addresses the analytics. |1 mean, it helps
us sort through the data, but i1t doesn®"t address the
underlying issue of selection by, and skewing, who chooses
to participate in the ACO, and 1 think that"s going to come
back to the benchmark.

So as | was reading the summary, leading up to
this meeting, there was this inescapable feeling that we"re
going to have to circle back and address the benchmark,
because 1 think until we get that right, even though we can
develop the analytics to see through the problem, what
we"re going to continue to do is skew the people who choose
to participate in these types of programs.

The other thing 1°d like to point out, 1 think
the South is a really interesting laboratory, because it
gives us an opportunity to address the relationship between
the service use and the pricing of those services. 1 just

-— I find 1t hard to believe that the South just simply
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uses more, because. And I°d like to explore this idea that
maybe what we®"ve done is mispriced or undervalued some of
those services, at least in select markets, and they"re
making up the difference on volume. And I"m not quite sure
exactly how to get to that but it would be nice to see the
relationship there between the service use and the service
price.

Thank you.

DR. CROSSON: Alice.

DR. COOMBS: Thank you very much, and any good
report generates more questions.

[Laughter.]

DR. COOMBS: So 1 thank you.

First of all I want to speak to the physician-led
ACOs versus hospital-led ACOs. 1 think most of us have an
understanding of some of the nuances that happen in the
grassroots level In terms of hospital-based ACOs and the
need to support the infrastructure of a large institution.

That being said, there are also some environments
where consolidation has taken a preeminent role, and,
therefore, this consolidation, in and of i1tself, may drive

some of the health care spending.
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I would say that we have an opportunity to

consider the clinicians -- the doctors and the nurse
practitioners and PAs -- who are in the trenches, in that
there i1s something occurring in the culture. 1If we can

embellish that in any way to support ACOs being led by the
clinicians, that drives the culture of quality and also
drives the culture of, you know, consideration In terms of
cost containment and how, you know, evidence-based
guidelines are implemented.

And recently 1 spoke to some physicians and one
of the issues they had was that when they"re on a ticker
and a time limitation, they feel that there"s a reluctance
to really take the time that"s necessary to kind of sort
out some of the symptomatology and chronic disease
management, and they may be more apt to order tests that
are not necessary.

So that being said, ACOs are supposed to provide
an environment whereby they can do what they do best in th
office, and that is to really take histories and examine
patients, and | think that the ACO should be that kind of
environment where it happens, and that there"s less

tendency to order unnecessary tests.
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This 1s where the rubber meets the road, in terms
of cost and spending. 1 mean, 1 could take a history and
all of a sudden decide that, no, I"m not going to get a CT
scan because I"ve taken an adequate history, and it changes
the whole paradigm of the discussion when it comes to
health care spending.

So I don"t want us to forget that there's
something that happens, the chemistry that happens in the
office, that changes the bottom dollar, and for us to
really consider that in the discussion of, you know, the
cultural factors that happens because we enhance the
delivery of health care by the clinicians.

So the other piece of it is, | agree about the
benchmark but I also think that one issue is a risk
adjustment and how we look at risk adjustment, because that
really kind of deciphers those little incremental changes
that we"re talking about, in terms of how you consider
yourself In terms of the bottom spend dollar. That"s
really important.

What happens in the South is really -- it"s
understood, by what you®ve explained in the chapter. What

happens in the Northeast, 1 think 1t"s explained a lot by
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the consolidation. And it would be interesting to take
someone from New Orleans and put them in Wisconsin and see
how they would fare. But 1 think a lot of 1t is explained
by the socioeconomic situations that are prevailing, as
well as the economic situations that are prevailing in high
urban areas where there are lot of academic centers and
there®s lots of consolidation.

DR. CROSSON: And then there®s the question of
how they would like the food.

Jack.

DR. HOADLEY: So, again, thank you for this
paper. It"s really, 1 think, thought-provoking, and I
certainly take the point and agree that, you know, we need
to think more about sort of the service use and the
benchmarking and some of that.

I wanted to focus, however, on two points. One
i1s, actually, kind of picks up on what Alice was talking
about. It seems to me one of the questions is, what"s
really going on in these organizations to make them work
where they do work? You know, is it simply that if you
focus on an area that"s high use and you just sort of don"t

really do much of anything, there"s a good chance you can
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have a little bit of an impact, or are we really seeing
this kind of culture change, organizational dynamics? And
I don"t know 1If anybody®s sort of done looks inside
successftul -- 1 know some years ago you all did some
interviewing of some of the ACOs, and I don*t know if
there®s a plan to sort of do any more of that, or if
anybody else has done that.

But, you know, 1"m just interested in, you know,
what is it, you know, how does risk translate into the kind
of messages that -- and how might that be different iIn a
bigger or smaller organization. How does it translate into
the kind of messages that go out to the individual
providers? Do they, you know, hear something about how the
risk is going to be reflected In their own incomes? Do
they -- i1s it more of a, you know, kind of integrated
approach? And you can see that, you know, within a smaller
organization where there could be that kind of dynamic. In
a larger organization, you know, have they come up with
other ways to sort of organize?

So 1 think getting some sense of what"s going on
dynamically in the organizations, particularly the ones

that have succeeded and shown something would be helpful,
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and maybe gives us a sense, then, of feedback to how
important the benchmarks play and sort of are we expecting
different behaviors In a high-use area versus a low-use
area, or is this something we ought to be able to —-- 1
mean, 1T there really is an attention to dynamics, they
ought to be able to do something in a low -- in low service
use area as well, to make a difference, to eliminate. We
know there®s lots of unnecessary care sort of in all areas.
So it just seems to me that"s a useful direction.

The other area I wanted to comment on iIs on the
Part D savings, and like Paul, I think there -- 1 mean, 1
completely agree that the conclusion, there"s no
straightforward approach to the sort of broad thing of
linking in because of the nature of enrollment and the
nature of the risk structure. But I do think there are
some intermediate steps.

And I would mention the CMS request for
information, the RFI that was out a couple of years ago,
and | took a quick look at the summary document that they
have online -- CMS has online, with all the comments, and
there are a lot of i1deas in there. 1 didn"t have any time

to actually go through and sort into them in any way. But,
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you know, 1 think -- and again, Paul brought some of this
up -- you know, some kind of data-sharing. We"ve already,
you know, heard discussion of CMS, thinking about what"s
the right kind of data-sharing between PDPs, and that"s
more on the question of their getting data on the A/B use
of their drug plan enrollees. But it seems like there"s a
natural counterpart of, you know, should there be access to
some data for these ACOs, in terms of the drug use of their
people.

And again, you can think about, so what should
they be doing with that? Obviously there are cases where
more drug use is going to mean better care. There are
other cases where cutting back on unnecessary drug use both
could have downstream effects but also just an effect on
the drug span.

So even If it just starts with some information-
sharing, but 1 think there are probably other kinds of ways
that, you know, more attention to the prescribing behavior
and needing that information, even given the sort of
fundamental disconnect in terms of the Part D plan model
and how 1t -- the lack of, as, the word used,

straightforward approach, to sort of truly linking those
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up. So something that I think maybe we can continue to
noodle on, even If it"s mostly as a digression and not as
the core of what we"re looking at.

DR. CROSSON: David.

DR. NERENZ: Thanks. Just two thoughts, now, on
the policy side, | guess speaking to the last slide.

In a lot of our discussions, aside from this
particular session today, 1 think we"ve said things about
it being desirable from the beneficiary perspective, that
there be choice between traditional fee-for-service, ACO,
MA, essentially everywhere. And if we haven®t said that
quite explicitly, we"ve often taken, as a premise, that
that situation exists. So, for example, tomorrow one of
our sessions talks about situations in which you®ve got
those three things present in markets, and then we talked
about the dynamics.

Now what 1°ve heard this morning suggests that
that may not be how we envision the future, that --
particularly in the ACOs -- that ACOs iIn certain areas can
be beneficial to the program because they generate savings,
and they can also make some money themselves because they

generate enough savings to cover their operating costs.
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But that*s absolutely not true everywhere, and it may be
that we decide that the ACO model is a desirable thing
somewhere, but i1t Is not necessarily desirable everywhere,
and that that"s how we think about this.

Now I guess I°d observe that that end point,
meaning they exist somewhere, doesn”"t really require policy
change because i1t"s probably going to happen anyway. IFf
you have to have greater shared savings payment than you
have operating costs, that will occur, by my calculation,
in about a quarter to a third of the ACOs that currently
exist. The rest are losing money, and they probably won®t
lose money forever, and so they will remain in places where
they“"re providing value to the program, and they will fold
and fail elsewhere, and maybe that"s fine, but at least we
ought to think about 1t that way, I think.

And -- but iIf we want ACOs to be everywhere, then
we really have to think about how some of these current
factors have to be changed, because that®s not the
environment that we currently have.

Okay. So second point, then. It relates to the
second bullet here, and I agree to the -- favoring moving

to two-sided models. As a just pure general principle I
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think that"s fine and 1"ve agreed with that. But given
everything we"ve heard this morning, | have no idea how
that"s ever going to happen. ACOs -- the majority of ACOs,
by everything we"ve seen, are losing money now In one-sided
models. They can"t cover their operating costs with shared
savings payments. How in the world they would be attracted
to two-sided models escapes me.

So again, if we think this is desirable, I think

we have to do some creative thought about how that®s going

to happen, because it doesn"t -- it seems unlikely now.
Thanks.
DR. CROSSON: Yeah. Oh. 1 was going to make --

probably going to make the --

DR. MILLER: Might be reaction to the same.

DR. CROSSON: Yeah. |1 agreed with the end part
of your discussion, with respect to -- or the end part of
the first part of the discussion, and that is essentially
that 1In a given area, 1T a certain model doesn®t work, you
know, with the payment system and a set iIncentives that
exist, then that"s what"s going to happen.

I"m not sure 1 completely agreed that our

intention, as a Commission, or our policy is that each one
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of these three models ought to be present everywhere. 1
think what we have said is that to the extent it"s possible
-— and 1t"s very complicated -- we"d like to have a
relatively level playing field created, with respect to the
choices made by beneficiaries, and then allow, you know,
some sort of market phenomenon to take place, and to the
extent that models either succeed, or ACOs, or MA, or fee-
for-service succeeds, or doesn"t, then that"s the way It
is. So --

DR. NERENZ: That"s okay, and 1 fully accept
that. 1 probably tried to exaggerate a bit to get an issue
on the table and make the point. But 1 would accept that
that"s a better statement of it.

DR. CROSSON: Okay.

DR. MILLER: 1t is what 1 was going to address,
and the only, you know, adjustment or different way of
expressing It -- 1t"s the same point. 1 think the
Commission supports choice, but not necessarily at any
cost, and that kind of gets you to the second part of your
comment which is, well -- and we went through, and 1 think
Jeff was leading the analysis at that point in time, and

actually showed how market-by-market, you know, MAs versus
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ACO versus fee-for-service, you had very different
outcomes. And at that time, it was very much along the
lines -- at the end of your comment you were saying where
it was like, well, maybe all these models don"t exist in
all of these markets.

Thank you.

DR. CROSSON: Okay. We are going down this way
and then we"re coming up to Bruce.

MR. PYENSON: Well, thank you very much. 1%ve
got a few requests and questions. Mark and David, you both
used the term "maxing out on savings,' and that"s a concept
that®"s unusual iIn the context of continuous quality control
and other industrial engineering concepts. 1"ve certainly
heard it -- 1°ve heard maxing out back in the 1990s, with
hospital admissions. So iIf we"re going to use that concept
1"d like to see some description on whether we think that"s
a real i1dea or not, rather than assuming that it is.

Another concept iIn the success or fTailure of ACOs
from a business standpoint is what -- what"s an acceptable
failure rate. We should not be -- except that, 1 think,
that all ACOs are going to succeed, and it"s certainly the

case that that hasn"t been the case with Medicare Advantage
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plans or exchange plans or others. So what®"s our tolerance
for success there?

On the Part D issue, | think a reference to the
CBO study, that was concerned with generic dispensing, and
pointed out that if generic dispensing is hurt by increases
in copays that would have a negative effect on Parts A and
B. So a natural link might be a connection of a generic
dispensing rate for ACO attributed members as an outcomes
or quality metric.

And finally, 1 think the analysis you did, which
IS superb, iIs a stochastic analysis. It"s a thermodynamic
analysis in the sense that geographic is not destiny. So
the -- 1 think you can find, in the cloud diagram, outliers
were doing very well who aren"t in the South, and
organizations in the South who are doing very poorly. And
I think that"s iImportant because the key determinant, 1
think, that underlines ACO is the ability of management iIn
an organization to become operationally successful, and
that®s probably much more important than the other
determinants. So identifying those outliers as compared to
thermodynamics i1s destiny, |1 think Is important.

DR. CROSSON: Kathy.
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MS. BUTO: So this work has really been very
thought-provoking, I have to say. It"s not only the
service use issue but 1 think generally 1t"s caused me to
think about what is the point of the MSSP ACO. And I
understand that it"s saving modest amounts of money, and
there are many, many of them, but because of the one-sided
risk arrangement it"s costing the government money, and I
don"t see any possibility that"s going to change.

So if 1It"s costing more money, and it"s not clear
whether some of the other benefits -- and maybe we"l1l get
greater clarity -- like better management of patients and
so on, is happening, then I guess 1 question whether we
ought to be more aggressive than saying that we think ACOs
should move to two-sided risk and really try to imagine
what the next phase or the transition would be for the
MSSP. 1 think it"s confounded by the alternative payment
model i1ssue on the physician side, because there CMS 1is
clearly articulating an interest in really staying with the
two-sided type of ACO for purposes of an alternative
payment model .

So this feels like training wheels that were

designed to eventually go away, but from experience 1 can
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tell you the longer they exist, the harder they will be to
transition to anything else. So I"m just saying that I
think we ought to think, as a Commission, as to whether we
want to be a little more aggressive about recommending what
the phase -- next phase should be for the MSSP model, which
are, you know, substantially most of the ACOs.

For the Part D drug issue, really, there are two
issues. One is that, I think as Jay pointed out, there may
be drug expenditures that actually save on service
expenditures, on the ACO side. There"s also the issue that
ACOs are managing the Part B drug expenditure. You know,
that®s part of the benchmark, but not D. So the -- you
know, the tradeoff between self-administered and physician-
administered drugs is not taking place as part of the
calculation.

So I think that, like I think Paul and Jack, |
hope we can think about ways that that can be brought more
in alignment, recognizing that the ACOs will not become
Part D plans.

I like Bruce"s i1dea of using -- potentially
coming up with metrics for assessing Part D plans®™ success

in kind of coordinating care, because I don"t think it"s
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always going to be managing costs down. It might be
managing costs so that service use goes down. But some
metric that captures that interaction between service and
drug prescribing, and giving Part D plans credit if they"re
actually in -- working with ACOs on that particular thing.

The other thing 1 wondered about, and 1 think
this i1s probably way out there, i1Is whether there would be
any mechanism to have Part D plans make an arrangement with
ACOs, particularly two-sided risk ACOs, with a prospective
assignment, to take on the Part B management for the ACO,
understanding ACO is going to be held accountable. But is
there some way that the drug plan can manage B and D drugs,
if you will, or self-administered and physician-
administered drugs, In such a way that those tradeoffs are
made together rather than separately, by the physicians on
one side and the drug plan on the other side? So
recognizing physicians are also on the other end of the
drug plan. It just feels like there ought to be some way
for that tradeoff to occur more iIn --

MR. GLASS: Do you know if that®s happening in
MAPD plans, with --

MS. BUTO: 1 don"t. I don"t know if any of our -
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MR. GLASS: It would kind of make sense. | mean,

1T that"s

MS. BUTO: They ought to be able to do that.

MR. GLASS: -- you would think they would be
doing 1it.

MS. BUTO: Right?

MR. GLASS: Yeah. 1 don"t know that.

MS. BUTO: 1 think that"s worth looking into, if
we might check into that, to see if some of the plans are
actually already doing that In some way.

So it"s just a matter of using -- maybe there"s a
reward system or a quality metric that D plans can be given
credit for to help with this overall crossover issue. But
it"s tough, but I think we ought to try to go back to that.

MR. GLASS: And 1 think, Bruce, you were saying
the other way around. Give the generic prescribing --

MR. PYENSON: Yeah, just measure the attributed
lives and just for the ACO ignore the Part D plans, was my
thought.

DR. MILLER: I think you"re saying the same

thing. That was the clarification 1 wanted to tease out
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because 1 think Paul said a version of this. Somebody over
there maybe have said it too, and then Bruce said a
version. And then you turned it a different way. |1 took -
- just to make the point, 1 took Bruce"s GDR point -- the
generic dispensing rate thing -- metric as saying if you
had a low GDR for your ACO population, the ACO would get
some credit. Was that what you were saying, Bruce?

MR. PYENSON: Yes.

DR. MILLER: And, Kathy, you flipped it. So, at
some point, we"ll have to talk through -- 1 am going to
want to talk to you about --

MS. BUTO: Yeah. And, as I said, I don"t -- and
I don"t think we -- this is really off the top of the head,
so I"m thinking let"s just think more about how we can link
these two together iIn a meaningful way, whether i1t"s that
approach or other approaches. 1 just think it"s not
impossible, and we ought to figure out something.

DR. MILLER: 1 completely hear you.

DR. CROSSON: Okay. Hands? Bill, Bill Gradison.

MR. GRADISON: I1*m glad we have the ACOs out
there. 1 think a big mistake was made to create so many

and to make them -- because | didn"t think -- I don"t think
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as a demonstration that such large numbers were necessary,
and it also makes it, as |1 think Dave or Kathy -- I"m not
trying to put words In your mouth -- may have suggested --
I will definitely say 1 think that 1t"s going to make i1t
impossible ever to get rid of them. That wouldn®t be a bad
thing 1T we had confidence that the measurements were
telling us what we really want to know, which i1s whether
they are achieving savings and improving quality at the
same time. In many ways, | think it"s such a random matter
that maybe -- to say there®s savings as sort of an artifact
of how the baseline iIs created.

And 1 think there will be pressure over time by
these iInstitutions to change the bench line or maintain a
bench line, to their benefit, which i1s perfectly
understandable.

I had hoped long term from a strategic point of
view that ACOs, as many have talked about, would be a step
in the direction of MA, and at the very least, 1 would hope
over time that you could monitor, to the extent you can
find that out, how many ACOs that dropped out of the
program do so by moving the other direction; that is, In

the direction of becoming MA -- the number may be zero. |
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really don®t know, but 1 think that that would be extremely
useful to see and to attract over time.

Bottom line, I think as a policy that there
should be something to nudge these institutions in the
direction of having to make that choice, and the only way 1
can think of is ultimately to require a two-sided risk --
and with a meaningful number. 1 mean not just some nominal
1 percent or something, but enough to make it interesting
and force them to make a choice. And I believe that the
recommendations that we made should be consistent with that
nudge idea.

DR. CROSSON: Bill Hall.

DR. HALL: Interesting discussion and probably an
extremely important topic for us In the next year -- or
some of you in the following year.

I think there are three models that we have to
look at. There i1s the hospital-based ACO. There"s the
physician-based ACO. Then, as Bill Gradison just
mentioned, there is the MA plans around the country.

In communities that have a very strong MA
penetrance in Medicare, like where 1 come from, 75 percent,

there®s very little interest In ACOs. Physicians, while
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they may bridle a little bit by the increased
administrative burdens, understand that it"s a modification
of fee-for-service medicine. They feel the sense of
control. They can make decisions, and by the -- they
assume It"s a two-sided model. Just like life, sometimes
you win and sometimes you lose.

And 1 find that in other parts of the country,

the hospital-based systems tend to be very regimented.
They tend to much more look at health care providers as
integers than to a system of care, and that they can be
replaced by other providers. And 1 think it"s caused a
certain amount of change in the physician culture.

I think maybe Alice maybe mentioned something
about this. So what®"s in 1t for the provider? It"s not
only the money, but what is the nature of medical practice?
And 1 think we need to look at that somehow. 1°m not quite
sure how we do that.

I think we could learn a lot, at least for the
moment, of really looking again at the super ACOs, the ones
that seem to work really well, particularly the physician-
based ones, and see exactly why they are successful. 1

don"t think 1t"s all going to be financial. | think it"s
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going to have a lot to do with the nature of the practice
of medicine, and | think at some point, we really need to
take that iInto consideration.

Basically, I hope what our goal here is is to
enhance the value proposition of quality care to Medicare
patients, irrespective of what initials we use for the
system. 1 don"t think there"s going to be one system
that"s going to win this battle, nor should there be. 1
think there®s going to be some heterogeneity in practice
around the country, but as a start, 1 would really look at
the successful physician-led organizations and see what we
can learn from them.

DR. CROSSON: Thank you. Craig.

DR. SAMITT: So thank you again for the excellent
report. I must say, though, that 1 found the results
incredibly unsatisfying, to tag onto what others have said.

I think the reason we"ve all encouraged to
others®™ points, ACOs is really to drive growth of delivery
system accountability for quality and cost, not just
volume. And my concerns with the results is it feels like
we"re not making the progress that we would like, most

certainly not the progress we tend to see more in the MA
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space.

And I*m concerned that the reasons are there are
two attributes that are kind of necessary for us to make
sure that ACOs are successful. One i1s a clear
understanding of what the super performers are doing versus
the non-super performers, and the second is sort of a clear
path forward that really inspires and motivates other
organizations to move to the next step, either move iInto
the ACO programs or to move to two-sided risk or to move to
capitation.

And so the first part about understanding, just
it was remarkable to me, even the results, that Pioneer
versus MSSP are not significantly different. Even Pioneer
IS not achieving savings. It"s 1 percent versus the
benchmark, and some of the higher-performing MA plans are
double digit. So 1 percent is sort of a drop in the bucket
versus the waste that we suggest exists in the industry.

So 1t feels, to other points, that it may not be working.

But, also, some of your analysis suggests it"s
not the benchmarks that are the differentiator. It"s not
prospective attribution versus retrospective. It"s not

even two-sided risk versus one-sided risk. So it feels to
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me, to Bill"s point, we need to be going deeper to
understand what are the real attributes that are
determining the winners and the losers.

We"ve been studying this within the Anthem ACO,
and one of the things that we may find is it"s not just
about the payment model. [It"s about the capabilities
within the practice, whether i1t"s leadership or data
availability or technological solutions or care model
designs, and so it feels to me that the correlation
analysis doesn"t quite get at the variables that
distinguish the best from the non-best. And I think we
have to go deeper. So that"s the understanding.

The sustainability piece is even more concerning.
IT we essentially say that the best correlate i1s service
use, well, once the service use comes to a better baseline,
then what will motivate these practices to continue iIn the
ACO program?

So, to my point about a clearer path forward, we
need something that either offers more flexibility, more
attractiveness, future opportunities for these delivery
systems to keep -- move down the continuum, or | just think

that we"re going to see regression. And then, at the end
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of the day, I think we"ll see traditional fee-for-service
plus 1ts variations under MACRA or MA because | don"t see
longevity to the program unless we do something to keep
moving things forward.

And then, in terms of Part D, | guess I"d echo
Paul and Jack®s comments. [I"m not willing to give up. |1
don"t remember 1T we did the analysis of Part D cost in
ACOs versus MA, but 1 think the aspiration or the belief is
that there is an Important component to controlling drug
costs to have clinicians care about generic prescribing and
other utilization measures of drug. And so the value of
this is tremendous. 1 think we have to find a way to make
it work. Given the various suggestions, | just think we
should stick with this and come up with suggestions to link
Part D, to some degree, with ACO.

DR. CROSSON: Sue.

MS. THOMPSON: Thank you for this chapter, one
that 1 was very, very iInterested in and I"m excited to make
comment on.

As a recovering Pioneer and now finding herself
in the middle of the NextGen world, 1 am really worried

we"re going to throw the baby out with the bath water here,
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and even the tone of our conversation, it feels heavy and
discouraged.

Alice referenced chemistry that occurs when you
take on the work of moving a system who has been
orchestrated to succeed in a fee-for-service model to
become one team and work together to deliver a care-
coordinated product to patients, and oh, by the way, we may
be able to demonstrate on the process metrics that we"ve
improved quality and reduced cost.

But in the challenge that we face iIn terms of
improving the Medicare product for our country, the
opportunities that reside within this ACO work, I just feel
very strongly we can"t throw them away. And to state --
and contrary to one of the opinions expressed, | don"t
think we have enough folks involved iIn this work, and 1
think perhaps what we need to be thinking about is how do
we create an environment that encourages physicians to want
to participate in these models and not be afraid of taking
risk.

Most recently, with the MACRA proposed rules, 1
mean, we, being in an advanced alternative payment model,

thought we had a great opportunity to get out, talked to
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physicians about becoming involved. And I must tell you,
they" 11 take the risk and the additional work of MIPS
before jumping into this risk business because there®s not
enough benefit. There®s not enough carrot there yet.

So, as an alternative to getting into the
minutia, 1 really encourage us to think at a high level and
be encouraged to continue iIn this work and think about how
do we create an appetite for more providers, including
physicians, to take the lead, because | couldn®t agree with
Alice more. We need physicians leading this work, but
creating enough motivation and inducement to them to want
to take on this work. So whether that is in how we
benchmark, whether that is in the kinds of incentives we
can offer to the beneficiaries to become part and
participants in the journey of their health care, whether
it"s in relief from some of the regulations that can be
given to particularly the early adopters, the organizations
that get out there in front and that have stayed in here,
not because they"re making any big margins -- 1 mean, for
every dollar you save in assured savings program, you-"ve
likely taken two dollars off your top-line revenue iIn the

fee-for-service world to get there. So there Is a mission
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motivation here that has kept many of these providers in
the game, and 1 would suggest that we better understand
what 1s motivating folks to continue to want to do this and
can we make 1t affordable that they can say in the
business. So | offer those very passionate thoughts that
we need to stay in this game.

And last but not least, 1 think 1T we think about
the ACOs being In the same -- or the upside-downside risk,
ACOs being in the same game as MA, then let"s make the
playing field level between NextGen ACO and MA. Those
would be my comments.

DR. CROSSON: Great. Paul and then --

DR. GINSBURG: 1 find the discussion of my
colleagues very, very thought provoking. On the one hand,
I think that we don®"t want to continue long term with the
one-sided risk model. As Kathy mentioned, it"s losing
money. But 1°ve always thought that one of the factors
behind the very low participation in two-sided risk has
been lack of confidence in the model. So I"m wondering if,
in a sense, we could come up with something that combines
our exacerbation with a one-sided risk model -- we don"t

want to continue it forever -- and use that to actually get
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people to grapple with how can we improve the model.

There®s certainly been improvements that have
been reflected In NextGen. 1°"m concerned that the
improvements are not getting into MSSP, and ultimately, we
should probably talk about can this model survive without
beneficiary engagements where beneficiaries actually choose
an ACO to affiliate with, have iIncentives to be steered to
the ACO, ACO"s network of physicians, of specialists and
the like, and facilities. You know, maybe this is a time
to really bring this up, the need for some significant
improvement of the model, because we"re afraid of one-sided
risk being institutionalized and with a just continued loss
to the program.

DR. CROSSON: Pat and then Jon, and then we have
to wrap up.

MS. WANG: 1 agree very much with so many of the
things that have been said, and 1t"s a great discussion
stimulated by a great paper.

I think the topic brings up different priorities.
One that"s been discussed is beneficiary choice, and the
other that"s been discussed is really delivery system

reform.
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As far as beneficiary choice i1s concerned, there
are really only two choices. There"s MA, and there"s fee-
for-service -- because most beneficiaries don"t choose to
be in an ACO. They really don"t even know that they“re iIn
it, and those choices, | think, continue to exist, no
matter what. MA plans, if they"re good, they will sell
themselves. People who want to stay in fee-for-service, |1
think the goal i1s to have a delivery system that is more
able to implement population help, better practices in a
fee-for-service world.

As far as delivery system reform is concerned, to
the point that some have made here, 1 do think that --
personally, 1 feel that ACOs are quite important, despite
the lack of overwhelming excitement with what they®ve
produced so far, because in order to sort of turn the boat
or turn the ship, especially for hospital systems, which
may show modest savings or success, It"s critically
important to have programs that encourage that because
you“re talking about cultures and embedded processers that
are very, very difficult to change.

So, to me, within the constraints of budgetary

considerations for the Medicare program, this is a very
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high priority. 1 think that delivery systems, providers
who become really, really good at it, will go to MA. 1
mean, that"s the natural progression. But for those who
are still in a predominantly fee-for-service environment,
this is a very worthwhile effort.

I think the discussion on Part D is so incredibly
important. 1 don"t have any suggestions about how to link
incentives and sort of financial ties and reporting. That
sounds kind of complicated. Maybe it"s something that
people can think about, but at a minimum, 1 think I1t"s very
important to update the evaluation of the per-beneficiary
spend or the overall spend with the information from Part
D. Whether it"s generic substitution rate, total cost of
care, or medical costs lower because Part D spend is
higher, which may be completely appropriate, I don"t think
you can evaluate the cost without including the drug spend
in there.

There are quality metrics that MA plans are held
to that are very, very heavily weighted -- medication
adherence, high-risk medication management, things of that
nature. From a quality perspective, you could introduce

those or consider introducing those into ACO models just to
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see 1s there a better result for the beneficiary as a
result of more attention to prescription drugs. 1 think
that would make the analysis much more robust and our
understanding of what iIs success and what is not success a
little bit more nuanced.

As far as the benchmark issue and sort of the
concern about the cost to the Medicare program, 1 do think
that there"s been a lot of good discussion here that should
be the basis of further thinking about maybe it -- It"s not
such a small thing that we"re judging success or fTailure
according to the current baselines or the current
benchmarks. 1 think the benchmarks do -- to the team®s
discussion here, do need to be more refined because, if you
just keeping comparing against yourself, at a certain
point, where are you? It"s sort of a point of diminishing
returns. There should be at least some comparison. What"s
the MA benchmark In the area? What"s the regional fee-for-
service spending In the area? How do these numbers compare
to those other freestanding, independent benchmarks? |
think 1t would be very important to -- but, again, 1 think
it"s important to keep thinking about how to make ACOs

successtul, because 1 think they"re very important. You
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have to stay within the budget, but they"re very important
for delivery system reform.

And 1 think they“"re equally important -- people
are focused on physician-led. That"s fine. There"s a
reason that physicians don"t want to take risk for the
hospital side. Hospital systems have to have incentives to
change their culture, change themselves, or frankly, none
of this works. They have to have some skin in the game,
and they have to feel that there"s some benefit for them to
move iIn that direction.

DR. CROSSON: Thank you. Jon. And then I™m
sorry.

DR. CHRISTIANSON: 1711 --

DR. CROSSON: I"m sorry. We"ve run over our
time, and we"ve got barely enough time for the next topic.

I will sum up very quickly. ACOs are important.
We all believe that. 1 believe 1t.

Disappointed with the progression so far. |IT
you"d have asked me ten years ago or even seven years ago
when we put out our first ACO report, would it be this
situation right now, I would have been very disappointed.

On the other hand, 1 think the points that have
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been made here are right on. This should succeed. 1t will
succeed. It"s going to take a long time. There have been
perhaps some design missteps. We need to continue working

on those to the best we can.

I completely agree with that -- the successful
models that hopefully will evolve need to create
opportunities for shared savings, which are more robust
than what exists right now, and that the key to that -- or
keys to that are the issue of the hospital fees, because
when you think about it, there®s only so much potential
gain or savings that can come out of physicians®™ own part
of the pie here, even with respect to referral costs and
high-cost procedures and all the rest of that.

Most of the opportunity really exists iIn managing
the downstream cost, hospital care being principal among
that, post-acute care and pharmaceutical cost, and the
models we have right now are inadequate. 1 mean, If a
hospital is working off a fee-for-service, fTill-up-the-beds
model and the physicians or even an ACO associated with the
hospital are trying to work in the other direction, it"s

not going to work.
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And so to the extent that as a commission, we can
come up with ideas -- and this is going to take some time -
- you know, even ones that are perhaps a little sharp-
edged, as some comments have been, then 1 think that"s
appropriate to our role. And I do apologize that we have
to end this discussion.

Yes, Mark.

DR. MILLER: You"ll get another chance. We will
have a set piece where we talk about the risk. So all this
conversation will be brought back, and we"ll start working
up some thinking on Part D as well.

DR. CROSSON: Okay. David, Sydney, Jeff, thank
you so much.

[Pause.]

DR. CROSSON: We"re going to push right ahead
here. We"re going to take a look at the issue of measures
of hospital use for long-stay nursing home facilities, and,
Stephanie, it"s your ball.

MS. CAMERON: Good morning. Before we begin, 1-°d
like to thank Carol Carter for her contributions to this
work.

Today"s presentation focuses on findings related

B&B Reporters
4520 Church Road
Hampstead, MD 21074
410-374-3340



10

11

12

13

14

15

16

17

18

19

20

21

22

90

to the development of risk-adjusted measures of hospital
and skilled nursing facility use for long-stay nursing
facility residents as follow-up from our September meeting.
As you"ll recall, last month we discussed strategies
nursing facilities use to reduce avoidable hospital use and
some outcomes to date from recent initiatives to reduce
hospital use among the long-stay nursing facility
population.

As we discussed in September, a majority of long-
stay nursing facility residents are Medicare beneficiaries,
creating an easily defined population to target for better
care coordination and quality of care. This population is
primarily comprised of residents who are dually eligible
for both Medicare and Medicaid. While the facilities that
we are discussing today are typically the same facilities
who provide care under Medicare®s skilled nursing facility
benefit, the measures we developed are focused on the long-
stay resident population.

Existing literature has shown that a substantial
portion of hospital admissions of long-stay nursing
facility residents may be avoidable through better

prevention or management by the nursing facility.
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Transferring these residents to a hospital for conditions
that could have been prevented exposes beneficiaries to
several health risks and unnecessarily iIncreases Medicare
program spending.

Last month we discussed a broad spectrum of
topics related to hospital use of long-stay nursing
facility residents. Today I will focus on the measures we
developed to capture the rates of hospital use and use of
the SNF benefit for this population. Specifically, I will
present the rates of potentially avoidable hospital
admissions, all-cause emergency department visits and
observation use, and skilled nursing facility use. | will
also discuss spending implications associated with hospital
and SNF use of this population. Please note that my
discussion on Slides 7 and 11 will include refinements
since you received the mailing materials. We seek input
regarding your interest iIn incorporating a measure of
avoidable events, such as potentially avoidable hospital
admissions, into a SNF quality reporting or pay-for-
performance program.

First, a brief description of the measures used

for this analysis. For reference, a detailed discussion of
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these measures was included in the October mailing
materials.

We created a measure of potentially avoidable
hospital admissions based on 20 categories of conditions we
reasonably expect to be managed or prevented in a nursing
facility with high-quality care. 1 want to note that the
goal of this measure is not for nursing facilities to
become acute-care hospitals. Instead, facilities with high
rates of potentially avoidable hospital admissions could
adopt practices currently being conducted at facilities
with lower rates, including the increased use of physicians
and other health professionals and access to ancillary
services including on-site laboratory services and X-rays
which are available in about 80 percent of facilities.

It is important to keep in mind that included
conditions are considered "potentially avoidable,™ not
necessarily "always avoidable.”™ Therefore, we do not
expect the rate of potentially avoidable hospital
admissions to be zero, even at facilities that provide the
highest quality of care.

Another dimension of hospital use iIs the

frequency of ED visits and observation stays. We created a

B&B Reporters
4520 Church Road
Hampstead, MD 21074
410-374-3340



10

11

12

13

14

15

16

17

18

19

20

21

22

93

combined measure of emergency department visits and
observation use to capture instances where a beneficiary
was transferred to a hospital for diagnosis or treatment
but not admitted as an iInpatient. Some researchers contend
that services provided to long-stay nursing facility
residents in the emergency department could have been
prevented through timely access to on-site ancillary
services, and for this reason we included all ED visits and
observation stays in this measure for purposes of our
discussion today. We recognize, however, that the
Commission prefers measures where the provider has some
level of control and again stress that we do not expect the
rates of ED and observation use to be zero, even at the top
performing facilities.

Next we looked at two measures of SNF use to
detect whether some facilities are attempting to maximize
Medicare revenues. Facilities can increase Medicare
revenues from SNF use In two ways: increasing the number
of SNF days per stay and increasing the frequency of SNF
admissions. Facilities with a high number of SNF days
indicates that the long-term residents either used the SNF

benefit longer than average or more often than average.
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Jack, last month you asked about a measure of SNF
use triggered by a hospital admission. For this, we
developed a second measure that focuses on the average
number of days between when a beneficiary was eligible to
trigger a new benefit period and the hospital stay that
triggers SNF use, or a measure of "gap' days. Facilities
with a high rate of gap days indicates more frequent use of
the SNF benefit. Our regression model for this measure was
unable to explain the variation across facilities, with a
calculated r-squared close to zero; therefore, we are not
providing any detailed analysis for this measure.

We risk-adjusted each facility®s rate based on
its mix of resident characteristics including conditions,
function, and comorbid diseases. Consistent with our past
approaches, we did not include socioeconomic status out of
concern that adjusting for SES might mask the quality of
care provided to poor patients. The Commission is,
however, concerned about the fairness to providers. Thus,
for purposes of payment policy, the Commission has
previously stratified providers by SES to make comparisons
fair across providers.

We found that beneficiaries i1dentified as long-
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stay residents in nursing facilities had just over 200,000
potentially avoidable hospital admissions in 2014. This
represents about 46 percent of all hospital admissions for
this population. We found that long-stay nursing facility
beneficiaries had about 500,000 ED visits or observation
stays per year and used about 20 million days of SNF care
annually. These 20 million days of SNF care represents
about 400,000 stays.

On average, the risk-adjusted rate of potentially
avoidable hospital admissions of long-stay nursing facility
residents equaled 0.8 per 1,000 long-stay beneficiary days.
We found wide variation across facilities. For example,
the lowest performing facilities -- those with the highest
rates of potentially avoidable hospital admissions -- had
rates three times higher than the best performing
facilities. To provide a sense of what a potentially
avoidable hospital admission rate means, the average 100-
bed facility with a rate 0.8 would have about 20
potentially avoidable hospital admissions per year. A
facility at or above the 90th percentile would have over 30
potentially avoidable hospital admissions per year.

We also found wide variation across the measures
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of ED visits and observation use and SNF days. For
example, the rates of ED visits and observation stays for
the worst performing facilities were almost four times the
rates of the best performing facilities. This variation
was even more extreme across the measure of SNF days where
the rates of the worst performing facilities were ten times
higher than the rates of the best performing facilities.

Using an r-squared, we tested our models to
determine how well they explained variation in rates across
each of the measures. We found that the percent of
variation in rates explained by our risk-adjustment model
for potentially avoidable hospital admission was about 30
percent. The calculated r-squareds for the other measures
were less than 20 percent.

Given the volume of cases, strength of the model,
and similarities of characteristics across the measures,
the rest of this presentation will focus on the measure of
potentially avoidable hospital admissions.

We found minimal differences in the rates of
potentially avoidable hospital admissions across our usual
categories of stratification. Instead, we compared

characteristics of facilities in the best and worst
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performing deciles. We found that a disproportionate share
of urban facilities had rates iIn the best performing
decile, while a disproportionate share of rural facilities
had rates in the worst performing decile. We also found
that facilities with 100 or fewer beds were more likely to
have potentially avoidable hospital admission rates in the
worst performing decile.

We did find that several facility characteristics
affected the potentially avoidable hospital admission rate,
even 1T the effects were small. Facilities with the
highest portion of hospice days or access to on-site X-ray
services had lower rates of potentially avoidable hospital
use, while facilities with the highest use of licensed
practical nurses and the lowest frequency of visits from
physicians or other health professionals had higher rates
of hospital use.

Given the lack of variation in the facility-level
rates across our typical categories of stratification, we
considered stratifying the rates based on state as a proxy
for numerous state-level policies that could be
contributing to the rates of potentially avoidable hospital

admission. We found two-fold differences across the
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average rates of potentially avoidable hospital admissions
and three-fold differences across the rates of ED visits
and observation stays and SNF use. Many factors may
contribute to this state-level variation including staff
requirements, culture regarding end-of-life care, and other
state-level policies. These state-level characteristics
may work iIn opposite directions, and since we did not test
each of these variables independently in the models, we do
not know the degree that each one contributes to the
state"s average rates.

We found just over 200,000 potentially avoidable
hospital admissions per year for this population, and we
roughly estimate that these hospital admissions cost about
$1.4 billion in 2014. This estimate excludes any
additional spending on SNF care following a hospitalization
or clinician billing during the hospital admission. Using
aggregate data, we estimate that physicians and other
health professionals bill about $200 million annually to
care for long-stay nursing facility beneficiaries during a
potentially avoidable hospital stay.

Brian, last month you ask about the financial

incentives nursing facilities have to transfer
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beneficiaries to a hospital for treatment. |If we consider
the post-acute care SNF stays for this population, it would
not be unreasonable to expect between $2 and $3 billion in
SNF spending associated with potentially avoidable hospital
admissions each year, given that the average Medicare
payment per SNF stay exceeds $18,500. This $2 to $3
billion represents between 7 and 10 percent of all SNF
spending.

We estimate just under 500,000 combined ED visits
and observation stays in 2014 which totaled about $300
million In spending. This means that spending on hospital
use for potentially avoidable hospital admissions, ED
visits, and observation stays totaled about $1.7 billion
for long-stay nursing facilities In 2014.

We are iInterested in the Commission®"s feedback
regarding the measures we presented today and input
regarding future use of these measures. Improving the
quality of care provided to Medicare beneficiaries residing
in nursing facilities aligns with the Commission®s desire
to move toward population-based outcomes measures. To the
extent that potentially avoidable hospital admissions

occur, the Medicare program is responsible for that
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spending. Because we are focused on the Medicare
population and most nursing facilities provide care to both
short-term post-acute-care beneficiaries using the SNF
benefit and long-stay nursing facility residents, we could
consider incorporating the measures we developed for the
long-stay nursing facility residents into two existing
vehicles used by the Medicare program.

First, facilities are required to report on
measures for the SNF quality reporting program. These
measures are published on the Nursing Home Compare website,
and more than half are targeted to the long-stay resident
population.

Second, Congress enacted a SNF value-based
purchasing program as part of the Protecting Access to
Medicare Act of 2014. Congress designed the SNF VBP
program to use a measure of SNF readmissions. Facilities
will begin publicly reporting an all-cause, all-condition
measure beginning in October of 2017, and the payment
adjustments as part of the VBP program will begin in
October of 2018. Adding other measures to the SNF VBP
program would require congressional action.

We seek input regarding your interest in
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incorporating a measure or measures we developed, such as
the potentially avoidable hospital admissions, into the
current SNF quality reporting program, value-based
purchasing program, or other suggestions you would like us
to pursue moving forward. And with that I turn it back to
Jay .

DR. CROSSON: Thank you, Stephanie. Very clear.
Thank you to Brian for your question last month. 1 guess
$2 to $3 billion seems like real money. So I guess there®s
something here. Let"s start with clarifying questions.

MR. GRADISON: It sounds that some of the problem
here may -- 1 stress the word "may"” -- be a result of some
of the SNFs not having a sufficient -- or making sufficient
use of somewhat more highly trained staff than they are
doing right now, for example, the number of hours from MDs
and the level of training of the nurses. Have you made any
estimate of the increased cost to the SNFs i1f that iIs a
factor that could help to improve performance, the
increased cost to the SNFs of improving their performance,
and what impact that might have on the costs over time on
the cost reimbursement to SNFs under the present payment

system?
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MS. CAMERON: We have not looked at the impact of
additional nursing staff on the nursing facilities®™ bottom
line or in terms of how they would pay for that. When
physicians or other health professionals, including nurse
practitioners, visit a patient in a nursing facility, they
bill for that separately. That doesn®t fall under the SNF
consolidated billing.

We also did not include an estimate of any added
cost for additional physician visits or visits from other
health professionals from the Medicare program®s
perspective.

DR. MILLER: The only thing 1 would just
interject in this, you pitched all of your comments from a
SNF point of view, and I know the facilities, both the SNF
and a nursing facility -- but then, you know, you could be
talking about the SNF population and the SNF bottom line as
it"s paid for through Medicare, or you could be talking
about the nursing facility bottom line, which would then
kind of start to move you into the Medicaid world. So 1
just wanted to make sure that you had that distinction in
your mind.

MR. GRADISON: Well, I mean, 1"m sure the
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discussion from others will get into this, but 1"m trying
to understand why is there this 2:1 or 3:1 ratio, and
possibly it has to do with the training and skill set of
the people doing the work or the frequency -- or, you know,
the staff ratios or something of that kind. And so all 1
was really trying to say is it may be that there are extra
costs that would have to be incurred within the system in
order to reduce the hospital readmission rate to an
acceptable level. I"m just kind of curious what that
tradeoff might be.

DR. CHRISTIANSON: So for clarifying questions,
we" 1l come around this way.

DR. HALL: This is going to be a valuable
contribution. 1"m worried about the term "potentially
avoidable.”™ That opens up a huge snake pit here. In the -
- am I pronouncing it right, Providigm? What is the
company you used to --

MS. CAMERON: Providigm.

DR. HALL: Providigm. Is there a little more
granularity available in terms of what these potentially
avoidable admissions are, just categorization by type of

disease or something? 1 think we really need to see that
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in order to know whether we"ve got the right mousetrap here
to catch the rats in the system.

MS. CAMERON: Absolutely. So in the appendix to
the mailing materials, 1 did provide the broad -- the
categories of conditions that were included in potentially
avoidable. |If you®"re interested, I do also have the I1CD-9
codes, if you"re interested iIn providing that.

DR. HALL: That"s what I"m thinking about, yeah.

MS. CAMERON: Absolutely.

MS. THOMPSON: Stephanie, thank you. Do you know
or can we determine what"s the variation state by state iIn
terms of staffing requirements for nursing facilities and
SNFs? Because I"m just wondering what®"s the variability in
terms of LPN versus an RN 24 hours, et cetera.

MS. CAMERON: So I don"t have any state-level
minimum staffing requirements. You know, as you“re well
aware, there are 50 states plus D.C., and they all have
different state-level policies. And even for a state-level
policy one might consider as simple and straightforward,
for example, the bed hold policy, it"s really not because
they“re very nuanced iIn terms of who i1t applies to, for how

long, what"s the payment rate for those days. So it"s
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quite a bit of work doing this state-level piece.

That said, you know, 1 think depending on what
direction we take today, we could consider that for the
future. But for this presentation, 1 don"t have that
information.

DR. GINSBURG: [I"m not sure if this is a
clarifying question or a very substantive question, so let
me just raise it, and you can just do the clarification
first.

You know, what struck me is that this i1s about
long-stay facility patients and the costs they impose on
the Medicare program when they“"re hospitalized or go to the
ED more than they should. But Medicare doesn®"t have any
tools to really get at the long-stay facilities because
it"s not paying them. 1In a sense, it only gets in if the
patient happens to be in a SNF and the SNF is perhaps in
the same organization as a long-stay; maybe something could
be done. But, you know, I wonder if this iIs something
where we should really be thinking about how to engage the
Medicaid programs into their doing value-based purchasing
for long-stay facilities where the costs Imposed on

Medicare are particularly large criteria.
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MS. WANG: You touched on this, Stephanie. 1Is
there a way to see, in the states that had the higher
ratios of inpatient admissions and then, you know,
retriggering the SNF benefit to bed hold policies of any
type? 1 understand that there are a lot of nuances
underneath it, but just as a first cut. Because just, for
example, Paul, iIn response to the question that you raised
-- because this i1s really the confusing part, right,
because Medicaid programs have different requirements, and
they have different payment rates, and, you know, all of
the rest, but in terms of the tools that Medicare has,
those are two of them.

But, you know, another one -- I"m just making
this up on the spot -- is that i1f there was -- if we did
feel that there was a pernicious interaction in states that
somehow the Medicaid bed hold policy was creating a higher
rate of, you know, potentially avoidable admissions that
retriggered the SNF benefit, maybe Medicare should pay less
for the SNF stay in those states that had those policies.
I mean, it"s a very indirect way of getting there. But to
you point, that that"s what Medicare has control over. It

doesn”"t have control over what Medicaid pays.
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MS. CAMERON: So there"s quite a bit of
literature about bed hold policies and whether it"s
readmissions for the SNF population or admissions for the
long stay population. David Grabowski has done quite a bit
of research in this area, and has found statistically
significant effects of state bed hold policies relative to
the rates that I mentioned.

I did a very brief analysis -- and again, i1t was
a very top-level of classifying states iInto yes or no bed
hold policies, and 1 caution that for reasons 1 just
mentioned, and I think you would probably agree with New
York, maybe on paper there is a policy. But there was a
policy that has been fading out, and 1 think at the time of
this data it might have still been In play. But they are -
- they vary very much.

But 1 did briefly look, and 1 did note that if
you look at kind of the states with the highest level of
hospital admissions, more of them had a bed hold policy
than the states in the lower levels. So we did see what
has been shown in the literature, and again, | caution it
was not a -- you know, we did not build 1t into the model,

but at first glance there was a trend there.
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DR. CROSSON: Clarifying questions going around.
Brian?

DR. DeBUSK: First of all, thank you for the
presentation.

Could you speak specifically to -- and | know
Bill touched on this, but for some reason I can"t resist a
snake -- could you speak specifically to the incremental
value of using the avoidable inpatient, or the admission,
versus using an all-cause admission indicator? What"s the
incremental value, number one, In this situation, and then
what are the tradeoffs between using a more broad process
measure versus something more specific to nursing and
facilities?

MS. CAMERON: Sure. So we built this model based
on underlying conditions. We defined potentially avoidable
based on a series of underlying conditions, and 1 think,
you know, one could agree that there are likely going to be
admissions in that potentially avoidable category that are
not, in fact, potentially avoidable, and there are likely
going to be potentially avoidable admissions that we didn"t
capture by this measure. | think, historically, the

Commission has preferred measures that tend to be more iIn
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the provider®s control, and we have tended toward
potentially avoidable for that reason.

In this instance, when we looked at the all-cause
measures, when I compared the facilities with rates at the
10th percentile compared to those at the 90th, there was
about a two-fold difference -- that"s all-cause two-fold
difference. But when we looked at the potentially
avoidable, there was a three-fold difference. And to me
that suggests that there is -- because there is more
variation, there can be likely more control over those
admissions.

The Commission has also done other work iIn the
hospital realm, looking at hospitals readmissions, and
found that following the implementation of the hospital
readmission program the rates of those considered

potentially avoidable did go down faster than kind of all-

cause.

DR. GINSBURG: Can I follow up on that?

DR. CROSSON: Yeah. | was going to do it too.
So, admittedly, Brian, there"s also a -- In addition to,

you know, potential financial differences, an topics piece

here, which is, you know, it"s more understandable to
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people who are put in the position of having to manage
this, that they“"re being expected to manage things that are
potentially avoidable, and the expectation Is to manage
things that are not potentially avoidable.

DR. DeBUSK: Well, my thinking was just around,
as we try to use broader measures, you know, for example,
opposing condition-specific measures, | was wondering what
the incremental value -- and what 1"m hearing Stephanie say
is that there is increased specificity in going with that
all —- with the condition-specific measurement of iInpatient
admission versus an all-cause.

I*m just trying to think of this in the larger
picture of, you know, if every time we look up an inpatient
admission | need a definition behind i1t of what
specifically causes that admission or readmission, I"m just
trying to wrestle with the tradeoff between having
something that"s broad and generic and easily used. To
your point earlier, this is a -- I wouldn™t say imperfect,
but there will be condition-specific things here that will
still result in an admission. This Is a -- this is never a
theoretically zero value.

So knowing that we can never drive this value
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truly to zero, I would sort of call it an imperfect
measurement, and | don"t mean that in a pejorative sense.
It"s just imperfect in that there will be admissions, even
when quality care is provided. Knowing that 1t"s an
imperfect measurement to begin with, it makes you wonder if
we"re better served falling back on a more generic
measurement that everyone understands, that could be easily
traced.

DR. CROSSON: Okay. Paul on this point.

DR. GINSBURG: Yeah, pretty much what you said,
Jay. 1 was just going to use the term "political
feasibility.” |1 think it"s much more feasible, you know,
to use a potentially avoidable because of the -- you know,
just the lower use of penalizing people for things they
shouldn®t be penalized for, even though 1 agree with you
that we would accomplish more 1t we were focused on all-
cause.

DR. MILLER: And if 1 could just follow-up.
Sorry, 1 don®"t want any of it on the record, so --

[Laughter.]

DR. MILLER: -- whenever 1°m thinking out loud.

I do —- 1 just want to comment on, you know, the
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-- 1 would call it the fairness issue, and at risk of
opening David up on his favorite topic, you know, It is
part of this whole package of when you®re looking and
trying to measure quality, trying to take a fairness
posture relative to the provider. And, you know, you could
think of the conversations we*ve had elsewhere on, you
know, SES, but this is also on the whole continuum of when
you“re asking people to respond, trying to do it in a fair
way, and in my mind I classify it in that same vector of my
brain, where"s like, well, we"re doing it for that -- 1iIn
part, for that reason, which is not iInconsistent at all
with what the two of you were saying.

The second thing I would get you to focus on is
you were Imperfect and, you know, harder to understand,
perhaps. | want to kind of draw you back up and remember
how this would end up being used and executed. And 1 just
wanted to drive -- Stephanie said this but 1 want to drive
this home. None of this would be a case by -- well, I™m
sorry. One other sentence before I say that. You know, if
you go to an all-cause one, it will also never be driven to
zero.

You know, so, you know, that -- 1 don"t see that
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as a distinguishing characteristic. It"s more a question
of -- or the point I wanted to make is, iIt"s never a case-
by-case calculation. We"re not asking people to think of
this case-by-case. Any measure you use, all-cause or
potentially preventable, will be a rate, and then whatever
that distribution is, whether i1t"s all-cause or potentially
preventable, you"ll look at the distribution and say,
"Here"s the threshold, and above that you®re okay, and
below that you"re not."™ So, In a sense, any imprecision or
difference In the measure, you can deal with in the fact
that you"re dealing with it as a rate and thinking about
where, on the distribution of that measure you"re going to
set the threshold and say that"s the performance standard.
So 1 think, Itn my mind -- and 1"m not telling you
how to think -- a lot of this kind of back-and-forth on the
potentially preventable, all-cause, starts to fall away,
and then 1t reduces to really the comments of do providers
see it as fTairer that they®ve been asked to focus on things
that some clinician or somebody said "1 think you could
have had the opportunity to prevent these kinds of things."
Sorry about that.

DR. CROSSON: Kathy, did you have a point on
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this, or are you just getting iIn the queue?

MS. BUTO: Getting in the queue.

DR. CROSSON: Okay. Alice.

DR. COOMBS: So I had a question after looking at
-- thank you very much, Stephanie. Excellent work.

Looking at the appendix and the conditions, | remember
doing some work at the Board of Registration, where we
looked at hospital fall rate, and 1 noticed that in your
Appendix A, is the fractures and musculoskeletals, does
that represent fall rate, that they fell out of bed?

MS. CAMERON: It should encompass that.

DR. COOMBS: So there®s some falls that -- and I
think maybe it might be better to have just fall rate,
because 1f an institution needs to transfer them back to
work up -- 1T they don"t have x-rays, like you mentioned iIn
the paper -- they wanted to do a CT scan for someone who is
on Coumadin who needs to be ruled out for subdural
hematoma. So that would be, okay, 1 cannot allow this
patient to sit here if there®s an off chance they"ve got
dementia and a couple of other mitigating, comorbid
conditions, where you couldn®t decipher, neurologically,

what was going on with them. You might transfer them, get

B&B Reporters
4520 Church Road
Hampstead, MD 21074
410-374-3340



10

11

12

13

14

15

16

17

18

19

20

21

22

115

a CT scan, and they go back to their bed.

So falls is a category where 1 could see where
that could result in a lot of admissions to acute care
facilities. So I wonder it falls, by itself, deserves a
line by itself, because of the iIncreased propensity. And I
know, even in acute care hospitals, falls are huge. |
mean, there®s some iInstitutions where it"s like 4 or 5
percent. So, | mean, it may be something that falls out.

And that"s a safety iIssue, because iIn our
hospital we have bed monitors, you know, if someone gets
close to falling out. There"s also a workforce issue, iIn
terms of the number of FTEs you have working, the nurse --
licensed nurse practitioners who are on the shift, you
know, the ratios are down.

So thank you so much for this.

MS. CAMERON: So just a clarifying question to
your question. There currently is a fall measure that"s
separate and reported on nursing home compare for the long-
stay population. When you say break out, are you
interested in seeing kind of the associated codes with
that, or looking at a rate? | -- just, what are you

generally looking at?
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DR. COOMBS: So when they combine -- say, for
instance, you had a conglomeration of all of these things,

and that i1f you put falls In as a cause for readmission,

would that push you over the -- would that push you over
the margin? |1 mean, they"re going back to the hospital,
and I don*"t know how -- how does it fall out if you have a

fall and that"s the diagnosis for which you are going back
to the hospital? Would that fall out under this category,
under this appendix?

MS. CAMERON: That should be captured by that --
by the conditions in that line, and all of that would be
added into the facilities rate. Because, again, we"re not
looking at each hospital admission on a case-by-case basis.
So, I think all of that should be kind of i1ncorporated into
a fTacilities rate. And then to the extent that you would
either include or exclude, 1 think this goes back to what
Mark was explaining, where, you know, if falls were
excluded from this rate then the rate -- the distribution
would all come -- or the rates iIn each part of the
distribution would come down and it would depend where you
set --

DR. COOMBS: 1t depends on --
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MS. CAMERON: -- the threshold.

DR. COOMBS: That would depend on the
institution, because some institutions may have more falls,
based on their --

MS. CAMERON: That"s right.

DR. COOMBS: So my question is, should that be --
for fairness, to be included 1n that? So, say, for
instance, If you take out falls as a cause for hospital
admission, there are some institutions that would -- are

going to fare a lot better than others.

MS. CAMERON: That -- that may be true. Yeah,
that may be true.

DR. CROSSON: Questions? Amy.

MS. BRICKER: So back to Bill"s point, around the
physicians and the impact that a physicians has on a
facility. |1Is it possible to determine which have access to
telemedicine, and while not widespread -- 1 don"t even know
what percent do -- if they would look more like those do or
do not have a physician presence? 1 realize in the rural
setting maybe 1t"s just there aren®t enough physicians, and

iT those facilities had access to a physician virtually,
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would they see and fare like those that had a physical
physician present?

MS. CAMERON: So the only data 1 know is from the
CMMI demo that we discussed last month, and that -- one of
those sites did use, and is still using, telemedicine. It
did not seem to have a high level of take-up, and It seems
to be a fairly new technology, especially in these
facilities. There have been some studies that have
recently come out discussing this point, and the results
seemed promising. I am not remembering offhand how many
facilities they looked at, but I™m happy to get back with
you with that information. 1 think It is something we can
consider, moving forward.

MS. BRICKER: Thank you.

DR. CROSSON: Kathy.

MS. BUTO: 1"m just trying -- Stephanie, one of
the things 1 was really surprised to see was this section
on dual eligibles, where -- and 1 don"t know If you were
surprised, but I was surprised to see that dual-eligible
status does not appear to be associated with either higher
avoidable hospitalizations or ED visits, and was actually

associated with a lower use of SNF days. 1 think the -- 1
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mean, | can remember some time ago testifying for the
Agency, and one of the big questions was aren"t facilities
using Medicare, essentially, to offload Medicaid costs by
getting patients -- having patients admitted to the
hospital, going Into a Medicare stay and then going to SNF
days? And what we"re finding is that doesn"t appear to be
true, based on what this section shows.

MS. CAMERON: Well, what we found, in terms of
the dual eligibles was that other things in the model
appear to be capturing the characteristics of the dual-
beneficiary population, whether 1t"s relative frailty,
certain comorbidities, age, for example. So we did include
those, and then when we looked at it with dual eligible, it
didn"t make a difference one way or the other.

One thing I do want to caution about, in the kind
of last column of that table of SNF use, is we don"t know -
- because of the way that was measured, we don"t know if
that means that facilities with a high kind of number of
dual eligibles have fewer SNF stays or lower -- shorter SNF
stays for that population.

MS. BUTO: Okay.

MS. CAMERON: So that part isn"t clear, and we

B&B Reporters
4520 Church Road
Hampstead, MD 21074
410-374-3340



10

11

12

13

14

15

16

17

18

19

20

21

22

120
tried to get at, | think, what you®"re getting at, through
that measure of gap days, which ended up not --

MS. BUTO: Not showing anything. Right.

MS. CAMERON: Right.

MS. BUTO: Yeah. 1 just think that"s, you know,
at least the urban myth goes in the other direction, which
i1s that NFs, nursing facilities, or SNFs -- NFs really have
an incentive to -- for duals to have the least -- whatever
reason there is for a hospitalization to occur, have them
admitted to the hospital so they go into Medicare stay.

And that, from at least this analysis, does not seem to be
a strong indication.

DR. MILLER: 1 would just say this -- what you
two just said to each other, 1f I had to say one sentence,
it doesn"t disprove what you®"re saying. She"s just saying
that the fact -- when you go through a multivariate model,
the factors that may be associated with the dual model are
picking up the variation and the dual --

MS. BUTO: Right. Right. But what I was saying,
implying more of an intent on the part of nursing
facilities, and this is the implication in many of these

hearings that you attend, that there iIs a nefarious
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motivation to get Medicaid -- Medicare to pick up the cost
and to take -- reduce the cost in the nursing facility of
those dual eligibles, at every opportunity where there®s a
possible hospitalization.

I don"t see that here. The frailty and other
factors would be legitimate reasons, potentially -- or not,
depending on what we think about the avoidable conditions -
- for admitting those patients to the hospital or ED.

But 1 thought Stephanie was addressing the SNF
days, whether 1t"s a matter of a short stay or more days,
or whatever.

DR. MILLER: The other thing 1 would say -- and
this is always really dangerous because 1 feel like I have
some sense of what®"s gone on here but not as much as |
probably should to ask this question.

But your nursing facility population here i1s also
-— it"s like people who have 100 days?

MS. CAMERON: That"s right. So the population we
started with was you had to have at least 100 days in the
facility, and then starting at Day 101, that"s when our
measures began counting, if you will, or that"s when -- how

the measures were developed, after that 100th day. And you
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will find there was a very high percentage of dual
eligibles in that population.

DR. MILLER: And 1f 1 could right there, I wanted

-- the other thing 1 want -- 1 still don"t think this myth
has been -- I don®"t think it"s a myth. Let me just put it
that way.

And | think some of the conversations you and |
have had, Pat, 1 think, 1 think 1t iIs a true phenomenon.
Whether every state and every patient and all the rest of
it, 1"m not saying that, but I do think 1t goes on.

And 1 think another thing to keep in mind here,
there®s a certain segmentation of the population because
we"re focusing on long-stay nursing facilities. So you“re
not looking at the whole distribution, and so | think that
could also be playing into some of the results that you"re
seeing here. To the extent that it makes it very heavily
dual, you"re not getting variation iIn dual-ness to go,
"Aha! Look, the dual is making a difference."

MS. BUTO: Yeah. But duals are most of this
population is what you"re saying.

DR. MILLER: Yes. We"re not very --

MS. BUTO: 1 gotcha.
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DR. MILLER: But you®"re with me, right?

MS. BUTO: Yeah, yeah.

DR. CROSSON: Pat, on this?

MS. WANG: Yeah. That was really my question.
Seventy-eight percent of the long-stay residents are dual.
So 1 don"t really know how meaningful it is that, when
compared to the 22 percent who were not, that there was no
discernible difference. They"re driving the result.

DR. CROSSON: Okay. We"re going to get into the
general discussion. Again, we have, unfortunately, run
close on time here, so I am going to ask Bill Hall to start
off. And then I would ask you, in terms of comments, to be
as succinct as possible and to focus them on the questions
on Slide 12: yes, no, and why. Bill.

DR. HALL: Yes, no, and why, huh?

DR. CROSSON: 1 know that"s a hard construct.

DR. HALL: That"s a hard concept for me.

Okay. This 1s a very complex population. The
average stay in long-term care facilities, | believe, 1is
something like In excess of 2 years, but it"s not 10 years
or 20 years.

The most probable outcome of staying In a nursing
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home i1s death, over 90 percent.

So things change a little bit when you look at
this population, and the fact that we have a high
penetrance of either dualism or people who are eligible for
Medicare creates a number of perverse incentives that we
need to look at, 1 think.

First, 1f you are running a nursing home and
somebody gets really sick and you want to provide the best,
excellent care for them, no matter what you do, it"s going
to cost some money this iIs not in the system right now.

You can enhance the staffing levels. You can get more
physicians in. But it"s probably expeditious, if that
money isn"t there, to send them to a higher level of care,
which 1s almost always an emergency room plus or minus a
hospitalization.

Many hospitals are incentivized, if they can get
a Medicare admission in the hospital, 1f they have
available beds, treat them, and send them back to the
nursing home. So that the path of least resistance here is
inevitably going to focus on the nursing home and the
receiving acute care system to accept these patients.

So whatever we come up with, I think it"s not so
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much that there"s a lot of perversity in the system or
people are gaming the system as it is that the iIncentives
are quite logical of why people are doing what they"re
doing. So 1 think we need to focus some of our attention
on that aspect.

That"s why I thought, getting a little more
granularity in terms of what this population looks like, 1t
would give us some additional iInsight into this.

DR. CROSSON: Thank you, Bill. Can 1 see hands
for comments?

[Show of hands.]

DR. CROSSON: Okay. So not that many. So let"s
start with Pat. Pat, Sue, and Bruce. Okay, Pat.

MS. WANG: So I think this is a very important
paper because what we"re talking about is quality and
beneficiary experience of care. Going to the hospital,
even 1f 1t"s an ED or not, it"s like not a good thing, and
you pointed that out.

My concern is that whether or not facilities are
staffed to prevent potentially avoidable hospitalizations
IS very dependent on state licensure laws, staffing

requirements. What does Medicaid pay as the per diem for a
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long-stay resident, because they®re the one who"s picking
up the bill, to support what we would like to see as
quality?

So 1"m hesitant about incorporating the measure
into VBP because 1 feel like it"s a little unfair based on
the state of the nursing homes. |1 may be mistaken, but 1
don"t think that there are sort of national staffing
requirements that you can have a common expectation about
things being avoidable.

That said, | think that including i1t Into nursing
home compare as sort of a consumer transparency tool 1is
fair because somebody should know that if they“re putting
their mother into a particular facility, then her chances
of getting admitted to the hospital are higher, maybe
through no fault of the facility, but they may want to know
that if 1t"s potentially avoidable. They may want to know
that. So 1 think that that transparency has value.

The third thing -- so, yes, this i1s part of the
yes now -- have we ever -- | mean, I am -- so there"s
quality, and then there"s the sort of maybe pernicious
incentives that affect overutilization of hospital settings

in order, perhaps, somehow In somebody®s consciousness to
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trigger a higher rate of SNF payment, and States have
incentives here, too, because they shift costs to Medicare
when Medicare picks up the SNF tag. Whether the Commission
has ever considered modifying payment for a SNF stay
according to State policies on Medicaid bed-holds -- 1
mean, | made it up before iIn response to Paul®s question,
but 1"m actually wondering whether that might be something.

DR. MILLER: If I followed the second point that
you were making -- and if I didn"t, redirect -- we did make
a recommendation for a readmission penalty for skilled
nursing facilities, and in a sense, 1T a State has a policy
that®"s encouraging that, then those facilities would be
likely to be hit more. 1 mean, all else equal. So, In a
sense, 1t"s sort of saying -- and, again, I"m making this
up as I go, but, In a sense, iIf the state has policies that
encourage frequent readmission and churning on the SNF
side, then that SNF is going to take a hit for that,
roughly.

But the thing I would be careful about is, in all
instances, when you think about Medicare policy, whether
you scale it specifically to State policy, that I would

always want you to slow down and think very carefully
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through i1t because you could be really creating winners and
losers iIn ways that you would want to think through or
create incentives for States to change, which you may want.
But the externalities, | think you would want to think
through the second and third order.

DR. CROSSON: Sue.

MS. THOMPSON: 171l be quick. Again, thank you.

I*"m quite supportive of incorporating these
measures into quality program monitorings, and beyond, 1
would love to have you work with your three peers, who just
presented on ACOs, because I think there are many wonderful
long-term care facilities out there that are quite
interested and intrigued in becoming part of the continuum
of care.

I think we referenced in the last discussion
where the greater opportunity is to get the bucks out of
what®"s going on within the hospital costs. 1 would suggest
there®s a great opportunity in this environment as well,
and | think to continue to think about how do we put these
pieces together would bring some value.

Additionally, 1°d be real curious i1f there"s any

information available to us yet for long-term care

B&B Reporters
4520 Church Road
Hampstead, MD 21074
410-374-3340



10

11

12

13

14

15

16

17

18

19

20

21

22

129

facilities that have engaged in outpatient palliative
medicine programs because, if we"ve taken the time to have
conversation with many of these residents about their
desires and their wishes and their thoughts about their
journey, there would be a lot of these readmissions that we
would be avoiding. So I"m wondering if we have enough
information out there now about the palliative. 1 don"t
know. I just think 1t would be something to start taking a

hard look at because there®s some great work going on

there.
DR. CROSSON: Bruce.
MR. PYENSON: Thank you very much, Stephanie.
I vote yes on the measures and the suggestions.
I would like to request, if it"s feasible, that
we correlate the -- see if there is a correlation between

the potentially avoidable hospitalizations and the margins
that show up in a Medicare cost report. | suspect there
won"t be any correlation, which might suggest that i1t would
not be a hardship to reduce potentially avoidable
hospitalizations.

DR. CROSSON: Thank you. Amy.

DR. BAICKER: Just a brief comment about
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something that Pat said around how State requirements would
influence staffing, and 1 certainly agree with that point.
But 1t would be valuable to have the iInformation to compare
with In a state how those facilities are performing, which
have the same requirements from a staffing level. So I am
in favor of those measures being provided as part of the
external value-based purchasing program.

DR. CROSSON: So, Amy, the range of variation
intra-State, is that what you“"re saying?

DR. BAICKER: Right. So, yes, there is a
difference between the State and another State based on --
you know, they require X number of staff, and I"m not
suggesting that you would penalize someone that didn"t have
the same requirement, given outcomes, but i1t would be, 1
think, interesting to know within a State, given they have
the same State requirements, how then those facilities
perform.

DR. CROSSON: Thank you.

Other comments?

[No response.]

DR. CROSSON: Okay. Good discussion. 1 don"t

want to put words in anybody®s mouth, but I hear a fair
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degree of support here for this direction. And so we will
continue moving this way.

Now we have time for the public comment period.

IT there are individuals who wish to comment, could you
please come to the microphone, so we can see. Okay.

So, again, a little bit about the ground rules
here for public comment. Please give us your name and your
affiliation, 1If any. We"d ask you to keep your comments to
two minutes. When this light goes back on, the two minutes

are up. And just note that there are other ways to provide
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input to MedPAC and its staff through the website, through
direct connections to Mark and his staff, and those
opportunities can occur before the discussion. But please
proceed.

MR. LIND: Thanks. Keith Lind, AARP.

I just wanted to drive home the distinction
between preventable -- potentially preventable admissions
and all-cause admissions. |If you use all-cause admissions
as a measure, it creates incentives to delay or avoid
necessary admissions and potentially increase unnecessary
complications and death.

Thanks.
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DR. CROSSON: Thank you.

MR. MULLER: James Muller from the American
Health Care Association.

We have a measure currently partway through and
have endorsement, recommended for endorsement of an all-
cause measure of long-stay hospitalizations for nursing
home residents based on the MDS.

One thing that you said, for quality assurance
performance improvement work, the work that goes behind it,
the nursing home compare measures, the MDS-based ones, end
up In the CMS QIES system that gives patient-by-patient
enumeration of who is driving the numerators for them to
root-cause down the rates. And so I would say the need for
sort of just keeping i1t aggregate, there is a real tradeoff
between going with something like the MDS, where you can do
that, and not doing so.

And the last thing, 1 would just sort of support
the 1dea of using discharge MDS assessments for this. They
are quite reliable, it turns out. Thank you.

DR. CROSSON: Thank you.

MS. BRENNAN: Good afternoon. [1"m Allison

Brennan with the National Association of ACOs, and 1
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thought i1t was an absolutely wonderful discussion about the
ACO program, very spirited.

Just a couple of comments that 1 wanted to make,
I think we"re all struggling with trying to understand
whether or not the ACO program is or is not a success, and
at this point, I feel like it"s the analogy where everybody
is holding a different piece of an elephant. And they"re
just describing what"s in front of them or what they can
see. So it does encourage us all and everybody here to
give 1t a little bit of time so that we can step back and
sort of see that full picture rather than just kind of
grabbing onto one statistic or one number and thinking
that"s the full picture.

I think we are starting to see some early
analysis in the industry. Michael McWilliams recently put
out some research about the 2014 performance, and the thing
that was really interesting about that is that rather than
comparing ACOs to their benchmark, he was looking at
comparing ACOs over time and also looking at comparing ACOs
to fee-for-service beneficiaries in their area. 1 think
that"s the real key, that we need to dig into that more,

but again, we just need a little bit of time.
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Focusing just on those benchmarks as a
determinant of success, | think is going to be a real
downfall 1n some of the analysis, especially because we"re
still figuring out the best way to set those benchmarks,
and that recently is evidenced by CMS"s modifications to
the regional benchmarking. Those go into effect as early
as 2017, but actually early adopters in the program won"t
see the regional benchmarking until 2019. So, i1f they
started In 2012, they have to stay in the program until
2019, at which point they would see their benchmark
comprised of either 25 or 35 percent of regional
expenditures. So that®"s a big concern for ACOs who have
been In the program longer, feeling like they“"re kind of
being penalized by not being able to move to that regional
benchmark.

I*m going to be real quick, that we doubly are
interested i1n the conversation about developing new risk
models with a more realistic amount of risk as sort of like
a glide path into risk, so thank you.

DR. CROSSON: Thank you.

MS. GRAHAM: Hi. Emily Graham representing the

Alliance of Specialty Medicine. Just some really quick
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comments about the ACO report.

Thank you so much to the staff and to the
Commission for a very thought-provoking discussion. We"re
really interested in the role of specialty medicine iIn
accountable care organizations, and that seems to be a
missing piece of the conversation, quite frequently, in
these conversations.

We are very interested In seeing some of the
future conversations, what the breakdown of specialty
engagement Is In accountable care organizations. We"ve
actually been asking CMS for this data for some time, and
it"s been very challenging to get. So maybe if MedPAC can
help with that, that would be terrific -- and also maybe
some of the referral patterns.

Thank you so much.

DR. CROSSON: Thank you.

Seeing no one else at the microphone, we are
adjourned until 1:15.

[Whereupon, at 12:15 p.m., the meeting was

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

[1:16 p.m.]

DR. CROSSON: Okay. Good afternoon. 1 think
it"s time to get going. To open the afternoon, we"re going
to return to our issues and potential policy options with
respect to payment for Part B drugs. And we"ve got Nancy,
Kim, and Brian here, and who is going to lead off? Nancy.

MS. RAY: Good afternoon. In this session, we
are continuing to examine the way that Medicare Part B pays
for drugs and biologics under the average sales price
system -- ASP. The Commission has been working actively
over the last two years on this topic.

Your briefing paper includes details of six
policy options, which is the focus of today®"s presentation.

The first three options -- consolidated billing
codes, ASP inflation limit, and a restructured drug
acquisition program -- seek to increase price competition
among Part B drugs and address price growth. These options
were discussed in our recent June 2016 report to the
Congress.

The fourth option seeks to improve the current

ASP payment formula for Part B drugs, which was also
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discussed iIn our June 2016 report. The fifth and sixth
options are new to the Commission. They were recently
raised in a prior discussion, and these options look at
modifying how Medicare pays for drugs that lack ASP data
and strengthening manufacturer reporting requirements for
ASP data.

We seek Commissioners®™ guidance about each policy
option so that we can refine them. The Chairman®s goal for
this coming cycle is to develop policy recommendations for
Part B drugs based on policy options of iInterest to
Commissioners. Before moving on, I would like to thank
Joan Sokolovsky for her contribution to this work.

You®ve seen this slide with background on the ASP
payment system before.

In 2014, Medicare and beneficiaries spent about
$22 billion on Part B drugs. Of that, $4 billion was
beneficiary cost sharing and $18 billion was program
spending.

Medicare Part B drug spending has grown at an
average rate of more than 8 percent per year over the last
five years. About half of that growth has been due to an

increase In the average price paid per Part B drug.
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Most of the drugs covered under Part B are
infused or injected iIn physician offices and hospital
outpatient departments. Medicare pays for most Part B
drugs at a prospective rate equal to 106 percent of the
average sales price.

ASP is the drug®s price from the perspective of
the manufacturer, and it is based on sales to all types of
purchasers with some exceptions, and it is net of rebates
and discounts.

So moving to our first policy option,
consolidated billing codes. Most single-source drugs and
biologics receive their own billing codes and are paid
based on their own ASP. The two exceptions of this policy
are listed on the slide.

Having drugs with similar health effects in
separate billing codes may not always promote the strongest
price competition. Your briefing paper includes examples
of high-expenditure drugs for which price competition under
the ASP payment system has been relatively limited,
including products used to treat anemia and products used
to treat macular degeneration.

The Commission has held that Medicare should pay
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similar rates for similar care. With respect to drugs and
biologics, that principle may suggest that Medicare use a
consolidated billing code when paying for a reference
biologic and 1ts biosimilars and products with similar
health effects. Doing so would be expected to generate
more price competition among products than separate codes.

So that leads us to the policy option of giving
the Secretary the authority to place drugs and biologics
with similar health effects in the same billing code and
pay them the same rate based on the volume-weighted ASP for
the products in the code.

First, this policy could be considered for a
reference biologic and its associated biosimilars. Right
now, the reference biologic remains in its own code,
separate from its associated biosimilars. Under this
option, all these products would be included in one code.
There i1s currently one biosimilar that was launched in
September 2015 and is paid for under Part B in a separate
code from its associated reference biologic.

Second, this policy could apply beyond
biosimilars to therapeutic classes i1n which there are

several products with similar health effects. Included iIn
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your briefing material are examples of therapeutic classes
for which the individual products are each paid based on
their own ASP.

So we cannot give you a direct estimate on the
effect of this policy on Medicare and beneficiary spending.
Putting products with similar health effects in the same
billing code is anticipated to generate savings for
beneficiaries and taxpayers. Your briefing materials
modeled the effect on Medicare spending by including the
one marketed biosimilar Zarxio in the same billing code
with 1ts reference biologic Neupogen. Because the payment
rate is based on a weighted average, savings would be
gradual but would be expected to increase over time as the
price of the products decline due to iIncreasing
competition.

In terms of issues, to implement this policy for
the reference biologic and its biosimilars, the Secretary
could rely on the FDA approval process to determine what
products to group together.

Implementing this option beyond biosimilars would
require the Secretary to have a process to identify drugs

with similar health effects. It would be important that
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such a process be transparent, solicit input from clinical
experts, beneficiaries, other payers and stakeholders, and
be designed to avoid conflicts of interest.

During the question and answer period, we are
happy to discuss stakeholders®™ reactions to this policy
which is summarized in your briefing materials.

Kim will now take over with a discussion of the
ASP inflation limit.

MS. NEUMAN: The second policy option is an ASP
inflation limit.

Growth in the ASP+6 payment rates for individual
drugs are driven by manufacturer pricing decisions. In
theory, there is no limit on how much Medicare®s ASP+6
payment for a product can increase over time.

Median ASP growth across the 20 highest
expenditure drugs was slower than inflation in the early
years of the ASP system, but has exceeded inflation since
2010. For example, in the last year, 10 out of 20 of the
highest expenditure Part B drugs have had an increase in
their ASP of 5 percent or more.

A policy option that could be considered would be

to place a statutory limit on how much Medicare®s ASP+6
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payment can grow over time. This could be done by
requiring drug manufacturers to pay a rebate when ASP
growth for a product exceeds an inflation benchmark. Under
this approach, rebates could be shared with beneficiaries
by basing the beneficiary®s cost sharing on the lower
inflation-adjusted ASP.

With respect to provider add-on payments, the 6
percent, there are options for how that could be handled
under a rebate approach. They could continue to be based
on the reported ASP, or they could be based on the lower
inflation-adjusted ASP.

As you"ll recall, we"ve previously talked about
other versions of an ASP inflation limit where the
providers instead of the drug manufacturers are at risk for
price iIncreases. And i1f you®"d like, we can discuss that on
question.

An ASP inflation limit would be expected to
generate savings for beneficiaries and taxpayers. To get a
sense of how much, we simulated the effect of a
hypothetical inflation limit policy in 2014 and 2015, using
first quarter 2013 as the baseline period from which ASP

growth and inflation growth are measured and assuming CPI-U
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is the inflation benchmark similar to the inflation portion
of the Medicaid rebate.

Under these assumptions, we estimated rebates
would have been about $750 million in 2014 and more than
$1.25 billion in 2015. Twenty percent of these rebates
would go to beneficiaries in the form of lower cost
sharing.

In terms of issues, some stakeholders have
asserted that manufacturers might respond to an inflation
limit policy by increasing their launch prices for new
products.

The third policy option is restructuring the
competitive acquisition program for Part B drugs. Medicare
implemented a CAP program from 2006 to 2008. Physicians
who chose to enroll iIn that program could obtain drugs from
a vendor rather than buying and billing Medicare directly
for the drugs. The program faced challenges due to low
physician enrollment and the vendor having little leverage
to negotiate favorable prices.

Although the CAP program faced challenges, the
concept underlying the program -- to eliminate financial

incentives for prescribing Part B drugs -- still has
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appeal. An option that could be considered is to give the
Secretary the authority to implement an improved CAP
program.

In developing a new CAP program, potential goals
could include garnering more participation, obtaining more
favorable prices, and bringing greater provider
accountability for drug spending.

To design a new improved CAP program, decisions
would have to be made about a number of issues. We"ve
listed a few of the key design issues on this slide, but,
of course, there would be more design questions beyond
these. Think of this as a starting point.

The Ffirst design question would be: Will the
program be mandatory or voluntary with incentives for
participation? Will the program include only physicians
like the original CAP, or would it also include hospitals?
To what extent would the CAP vendors have formulary
authority or other utilization management tools? Would the
program focus on all Part B drugs or a subset of Part B
drugs? How many CAP vendors would participate in the
program? And would they be national or regional In scope?

And, finally, how would the program be structured
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operationally, for example, a stock replacement model or a
GPO model?

So with all of these design questions, there are
pros and cons, and to start the discussion, what we have
done is put together an illustrative example of one
possible approach to answering those questions. Other
structures are possible.

First, under this i1llustrative example of a CAP
program, the program could be voluntary with incentives for
participation. Providers could be offered the opportunity
to share in any savings from the program. At the same
time, the ASP add-on percentage could be reduced in the buy
and bill system, making it less attractive.

The program could include both physicians and
outpatient hospitals so that there is a level playing fTield
across these providers.

To give a CAP vendor negotiating leverage, the
vendors could be permitted to operate a formulary.

Fourth, the program could be used selectively,
focusing on a subset of drugs where the management tools
available to the CAP vendor would be expected to yield the

most savings and where the administrative complexity of
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operating the CAP program is the most straightforward.

The model could involve multiple CAP vendors to
give providers a choice of which entity to work with. And
the vendors could be regional In scope to facilitate more
local input into the formulary development process.

Finally, the CAP program could structured as a
stock replacement model to avoid some of the difficulties
the original CAP program encountered with physician advance
orders.

In terms of the implications of a restructured
CAP program, a redesigned CAP with effective management
tools and appropriate incentives is expected to save money
for beneficiaries and the Medicare program. The amount of
savings would depend on many factors, such as which drugs
were included, the amount of provider enrollment, how much
the ASP add-on is reduced in the traditional buy and bill
system, and the extent of formulary authority.

In terms of iIssues, In recent site visits and
interviews we conducted with a sample of oncology
providers, we heard concern from some providers about
administrative burden associated with a CAP program.

Some of those concerns related to the logistics
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of ordering drugs from a CAP vendor, particularly the
requirement in the original CAP program that physicians
place a patient-specific order with the CAP vendor in
advance of each patient®s visit. Modifying the CAP program
to be a stock replacement model or, alternatively, a GPO
model could help address that issue.

Some providers also expressed concern about the
CAP program only applying to their Medicare patients and
stated that it was burdensome to operate two different drug
acquisition systems -- one for a Medicare CAP program and
one for other payers.

Finally, we note that a new CAP program would
require the Secretary to develop the program parameters,
operate a competitive bidding process for vendors, and then
oversee the selected vendors®™ activities.

Next we have a policy option to modify the ASP
add-on. As we"ve discussed, the 6 percent add-on to ASP
may incentivize use of higher-priced drugs, although few
studies have examined this issue.

In the June report from 2016, we obtained
proprietary data from IMS health on invoice prices for the

clinic channel of purchases for 34 high-expenditure Part B
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drugs. We found that for two-thirds of the drugs, at least
75 percent of the volume was sold to clinics at an invoice
price of less than 102 percent of ASP as of first quarter
2015.

In the June report, we modeled an option to
restructure the ASP add-on into a hybrid percentage add-on
and flat fee. That option was 103.5 percent of ASP plus a
flat fee of $5 per drug administered per day. That option
would structure to save about 1.3 percent assuming no
utilization changes. And under that option, add-on
payments increased for drugs with an ASP per administration
of less than $200 and decreased for more expensive drugs,
with the effect being that the policy option lessens the
difference In add-on payments between high-cost and low-
cost drugs.

So last cycle, Commissioners expressed interest
in modeling additional options, so we are coming back to
you with those now.

First, we have the hybrid option from June that 1
just talked about.

Second, we have something we"re calling a

modified hybrid. Some Commissioners expressed concern that
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the $5 flat fee add-on under the hybrid option increases
add-on payments substantially for very iInexpensive drugs.
And so the second option address that concern by setting
the payment at the lesser of the hybrid or 150 percent of
ASP..

Your paper contains another version of a modified
hybrid option that limits the add-on payments for
inexpensive drugs even more. For clarity of presentation,
we are just presenting this one option here, but 1°d be

happy to discuss the other on question.

Third, we have an option that keeps the ASP add-
on formula as is, but takes one percentage point off, so
105 percent of ASP. The i1dea here is to keep things simple
while achieving modest savings.

Recall like In the June report these options
refer to the pre-sequester payment rates. With the
sequester, provider payments would be about 1.6 percent
lower.

In terms of implications, all of these options
would generate savings for beneficiaries and taxpayers.

The revenue effects of various options vary across
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providers, and 1 will show you those numbers in a moment.

All three options lessen the difference iIn add-on
payments between high-cost and low-cost drugs to varying
degrees. For example, the hybrid reduces the difference in
add-on payments between differently priced drugs by 42
percent; the 105 percent of ASP option reduces the add-on
difference by 17 percent. On the margin, a smaller
difference in add-on payments across differently priced
drugs might increase the likelihood that a provider would
choose the least expensive drug In situations where
alternative products exist.

In terms of issues, some stakeholders assert that
reductions to the ASP add-on could contribute to the trend
toward more hospital-based care.

So here we have some numbers on the effects of
the various options. We"ve modeled the options using 2014
data, and for estimation purposes, we assume no change in
utilization.

Program and beneficiary savings are shown in the
first two rows. In the first column, the 105 percent of
ASP option has an estimated annual savings of roughly $190

million, $150 million for the program and $40 million for
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beneficiaries through lower cost sharing.

The hybrid option in the middle column saves
more, roughly $270 million for the program and
beneficiaries. And the modified hybrid option on the right
has the highest savings estimate, roughly $355 million.

The reason savings are higher under the modified
hybrid 1s that very inexpensive drugs (in this case, drugs
with an ASP per administration of less than $11) don"t see
as big an increase iIn their add-on payments under the
modified hybrid as they do under the hybrid.

Looking at the distributional effects in the
bottom of the chart, we can see in the first column that
the 105 percent of ASP option has a uniform effect across
all providers -- about a 0.9 percent reduction In their
Part B drug revenues.

The effect of the hybrid (in the middle column)
varies across providers depending on the mix of drugs they
use. Specialties that tend to use expensive drugs see a
decrease in their Part B drug revenues while those that use
less expensive drugs like primary care see an increase iIn
their Part B drug revenues.

With the modified hybrid, the effect is similar
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to the hybrid except that the add-on payments don"t
increase as much for inexpensive drugs. And if you look at
primary care, you can see that. So under the modified
hybrid, primary care®s Part B drug revenues decline;
whereas, under the hybrid, they increased.

Now 1*11 turn it over to Brian to discuss drugs
paid based on wholesale acquisition cost.

MR. O®DONNELL: Our next issue is drugs that are
currently paid at 106 percent of wholesale acquisition cost
or WAC+6. Wholesale acquisition cost is a drug"s list
price, and unlike ASP, does not iIncorporate discounts.
Drugs are often paid at WAC+6 when ASP data is not
available. For example, a new, single-source drug can be
paid at WAC+6 for nearly three quarters, because ASP is
based on the first full quarter of data and there is a two-
quarter lag due to data reporting.

Because the data used to set a drug®"s initial ASP
IS based on data from when a drug was paid at WAC+6, we
analyzed how prices changed when drugs transitioned from
being paid WAC+6 to ASP+6 for a subset of new, high-
expenditure, Part B drugs.

For the drugs studied, we found that modest price
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declines were common. This suggests that discounts were
present when these drugs were paid at WAC+6, and that
Medicare and beneficiaries paid more than i1f the drugs were
paid at ASP+6. Therefore, a policy option for the
Commission to consider is reducing Medicare"s payment rate
to WAC+4 percent.

Additionally, i1f the add-on payment for ASP-
priced drugs is changed, a commensurate modification to
WAC-priced drugs could be made. For example, if the ASP
add-on is changed to 5 percent, as Kim discussed earlier,
then lowering the price to WAC+3 percent would maintain a
rough parity between WAC-priced drugs and ASP-priced drugs.

In terms of spending implications, it"s difficult
to precisely estimate the savings associated with this
policy, because there is often a lag when a drug can be
billed under Part B and when a HCPCS code is assigned,
which makes tracking utilization difficult. However, we
expect a savings to be modest and to vary based on a number
of factors, such as the number of new, single-source drugs
introduced iIn a given year.

Our last issue involves manufacturer reporting of

ASP data. Currently, only manufacturers with Medicaid drug
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rebate agreements in place are required to report ASP data.
For example, the OIG found that at least 45 Part B drug
manufacturers were not required to submit ASP data in the
third quarter of 2012, although some did voluntarily.

Therefore, a policy option for the Commission to
consider is requiring all manufacturers of Part B drugs to
report ASP data. This policy could improve data accuracy
in general. It can also be viewed as complementary to
other policy options under consideration. For instance,
universal ASP reporting helps ensure the inflation limit
policy discussed earlier has the appropriate data needed
for implementation.

Finally, please let us know if we can provide any
clarifications on any of the six policy options we
discussed. And given the Chairman®s interest in moving
towards draft recommendations, we are seeking the
Commission®s feedback on which of the policy options to
pursue, and within the policy options, preferences on
design choices.

And with that I turn it over to Jay.

DR. CROSSON: Thank you very much. Very clear.

A 1ot here.

B&B Reporters
4520 Church Road
Hampstead, MD 21074
410-374-3340



10

11

12

13

14

15

16

17

18

19

20

21

22

155

We"re going to do clarifying questions. 1°d like
to start with one, on Slide 16. So -- and 1 guess Kim, the
numbers we see here, iIn terms of reduction In revenue,
don"t necessarily, or wouldn™t necessarily translate, at
least over time, into reductions in, let"s say, the bottom
line for physicians, because there are potential behavioral
responses here. There®s some empirical evidence, 1 think,
that, at least iIn the past, there®s reason to believe that
the drug companies might, in fact, reduce how much they
charge the physicians as a consequence of one or more of
these changes. And, iIn addition, there are potential
behavioral changes by the physicians themselves, based upon
a changed set of iIncentives.

Do you want to -- is that -- have I got that sort
of right? 1If |1 don"t, say.

MS. NEUMAN: No. I agree. 1 agree with both
points, yes.

DR. CROSSON: Okay. Thank you.

Clarifying questions? Okay. Kathy, Bill, Rita.

MS. BUTO: Jay, do you want us to ask clarifying
questions about all six?

DR. CROSSON: I™"m sorry. Yes, about all six.
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MS. BUTO: Okay.

DR. CROSSON: What"s been presented.

MS. BUTO: Okay. So 171l try to be quick. So my
question -- first, | would be iInterested, just overall, if
you coulld kind of give us a sense of which are the biggest
savers versus -- you know, even though you don®"t have
precise numbers and consolidated codes, versus those that
may have less of a savings associated with them. So that
would be question 1.

Secondly, on consolidated codes, | didn"t hear
you speak about 1t, and I don"t think we"ve talked about
any kind of appeals process there. Appeals process is a
little bit of a strange concept because we"re setting a
payment rate, but we know it"s a payment rate that"s below
the cost of several of the drugs iIn a category. So I would
just say do you see any circumstances where that might be
considered, or is it something that you thought about?

And let me just go through my questions and maybe
we can --

DR. CROSSON: Just one question on that, Kathy.
Are you talking about appeals by beneficiaries or appeals

by drug companies?
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MS. BUTO: By beneficiaries.

DR. CROSSON: By beneficiaries. Okay.

MS. BUTO: Yeah. Presumably the physician could
prescribe whatever the physician prescribes if he or she is
willing to absorb the added cost of a higher-cost drug in
that category.

On the ASP limit, 1"m really curious about -- 1
understand that we"ve come down on the side of taking the
rebate approach as opposed to taking the approach of
limiting the Medicare payment, which, you know, in other
words, not -- for Medicare not to recognize the price
increases, but, in fact, to get the rebate from the
manufacturer. And you can make the beneficiary whole, and
you do make the physician whole -- we would make the
physician whole. 1I"m just curious because 1f we limited
the Medicare payment, it seems to me we do have the
opportunity to have a simpler application of the limit, and
It"s more straightforward for the beneficiary and for the
program to realize those savings.

And sort of related to that is, it"s -- 1 think
it"s complicated but maybe you could speak to how

complicated i1t would be for CMS to follow the data lag, and
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price increases, and price decreases, and then vary the
copayments for the beneficiaries. 1 mean, there®s a lot of
behind-the-curtain kind of work that has to be done to make
this work. So I"d just be curious, your comments on that.

And then -- let"s see. 1 think I have one more
question about the ASP add-on. Why not -- why it shows --
I think I now understand it better -- 150 percent of ASP as
the hybrid option for the low-cost drugs, versus 106

percent, which would have been the lower of the new policy

or the existing ASP+6 percent. 1 think the answer is it
really its primary care harder, but it might also -- and
I*m just guessing -- relate to our iInterest In promoting

the use of more cost-effective drugs. So that question,
why did we go to 150 versus 106.

And that"s 1t.

MS. NEUMAN: So I think that we have a difficult
time telling you which option would save the most. Where
we have been able to estimate initial figures, we“ve done
so, and some of them are much more speculative and things
that happen in dynamic processes over time. And so to try
to speculate about what that steady state might be is

pretty hard. We can go back and think if we have more ways
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to put numbers around it, but at this point I don"t think
we could -- we can say more than we have, about the
relative savings of different approaches.

111 skip to the ASP inflation limit and do
consolidated at the end?

MS. RAY: Yeah.

MS. NEUMAN: Okay. So on the ASP inflation limit
-- so there"s a policy choice, right, about whether you
want to do it through a rebate or whether you want to limit
the provider payment rates, and a big part of that choice,
for you all, 1f you pursue this kind of a policy, iIs sort
of who will bear the risk, whether it will be the drug
manufacturers or the providers, and that®"s just a question
to decide on.

The second piece about complications, iIn the
rebate approach, when you are reducing the beneficiary”s
cost-sharing to allow them to share in the rebate, you are
effect -- what you would effectively be doing is setting
the beneficiary cost-sharing at the rate that it would be
if you had a payment limit in place, that alternate policy.
So there"s no difference in work on that piece for CMS, for

a rebate versus the provider payment limit approach.
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Now, on the other side, they would have to
collect rebates, right? And so there is extra work in that
piece. But on the beneficiary cost-sharing, I think it
should be the same process, regardless.

MS. BUTO: Assuming that the cycle of drug
pricing changes follows the same cycle as a payment rate
change might follow. Say, you know, quarter to quarter or
whatever i1t is, annually.

MS. NEUMAN: Right. I mean, you would have to --
like in Medicaid there®s this lag where you"re going at
look-back periods where you have data available. And so if
you coulld set it up similar to Medicaid, we should be able
to keep i1t tracking pretty well for the single-source
drugs, 1 think. But we can go back and think more about
that.

DR. MILLER: What you were saying was that basically every
time CMS publishes the ASP they would just have the ASP,
and they would know an inflation-adjusted ASP, and they
would say "and the benes cost-sharing is X." | mean, they
have to derive the number, but the signal and what they put
out on the street, on a quarterly basis or whatever, should

be relatively calculatable.
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MS. NEUMAN: Right.

MS. BUTO: Yeah, except that ASPs can also go
down. They don"t always go up. So that -- that
calculation would still occur. It"s just that i1t gets into
the collecting of rebates and copays, and it"s not as -- it
sounds straightforward but it"s not as straightforward, 1
think, from a systems perspective as that sounds.

DR. MILLER: I hear that. |1 think -- and Kim hit
this point -- but 1 think the other conceptual
consideration that you guys have to discuss i1s 1f you say
that the provider is at risk, what you"re basically saying
is the ASP has said here, and if the inflation rate goes
above that, Medicare is paying below that amount and the
provider is bearing the risk. Alternatively, 1f you say
the -- 1T the rebate method, the provider gets the higher
amount and then the manufacturer has to make the program
whole. And I think that"s the discussion that you guys
should talk through, about who bears the risk.

MS. BUTO: And we"ll get into this in Round 2.
But it"s not just the -- let me just turn that on its head.
The provider isn"t not bearing the risk. The provider is

actually being made whole. So the provider"s incentives
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really don®t change at all. There"s still some iIncentive
for the provider to pick the highest cost drug in -- you
know, even with the price increase, because they get --
they“re made whole by the program, both for the copay and
for the total price.

So I"m just ask -- exploring that issue, because
it"s not just that they would have to bear a risk. Right
now they"re being made whole. So 1 just wanted to make
that point. And the beneficiary hopefully will be made
whole.

DR. CROSSON: I mean, this is Round 2, but Kathy,
that also assumes that this particular option is the only
one on the -- that is executed in the end, because there
would be other iIncentives for the providers to choose less
expensive drugs, arguably.

I"m sorry. Sorry.

MS. NEUMAN: And the other question was about the
-- why -- which -- why we presented one modified hybrid
versus the other, the capping the add-ons at 150 percent of
ASP or 6 percent of ASP, and again, that"s a policy choice
that you can decide between, 1f you go that route. There

are pros and cons to the various approaches. | will just
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say, about the 150 percent of ASP cap, the idea there was
that the hybrid was intended, or had some motivation, iIn
lessening the difference 1In add-on payments between higher-
and lower-cost drugs. And so the 150 percent of ASP option
allows the lower-cost drugs to still get a bit of a bump,
whereas the 106 percent option does not.

So just, you know, one reason why we thought
about that. But there is a choice there.

And then consolidated billing.

MS. RAY: Right. So you had a question -- did we
envision an appeals process, and 1 think that"s a policy
choice that Commissioners could choose to discuss in Round
2.

I guess what 1 would say about it is, 1 guess,
the situation where the provider®s acquisition cost iIs
lower than the Medicare payment rate for a given
consolidated billing code, I think that would vary from
product to product and be hard -- would, of course, be
dependent upon the manufacturer®s response to the policy.

I will say that in the one situation where two
products were -- 1 have -- there is a situation with the

ESRD payment bundle, when it was started in 2011, with the
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two vitamin D products. You saw increased competition.
You saw prices going down between 2010 and 2015. And you
still did see utilization with the higher-priced product.
Again, 1t"s not a quite apples-to-apples comparison. It"s
the best comparison 1 can give you at this point.

MS. BUTO: Thanks.

DR. CROSSON: Bill.

MR. GRADISON: On page 13 of the mailing, there-s
a sentence which refers to the development of competitive
biosimilars, and 1t says that manufacturers who wish to do
this are able to produce a similar product at lower cost.
It"s the lower cost question. |Is that true? Are you sure
that"s true?

The reason 1 ask i1s 1t"s been so slow to see some
of these things come along, and they“"re not chemically
identical, that | just want to make sure you -- whether --
accept whatever you say, except | just want to make sure.

DR. MILLER: So, I mean, what I would say is
we"ve talked to a bunch of people, okay, and that"s a
scientific term.

[Laughter.]

DR. MILLER: And we -- for me, anyway, I don"t
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know who®s on point to answer this, but -- if it"s Nancy.
I mean, my takeaway from those conversations -- and anybody
else over in the D crowd that wants to speak up -- you

know, my take is we"ve heard, yeah, you®"re going to get
discounts but the discounts are going to look like this,
and I"ve heard, you know, yeah, you"re going to get
discounts and they“"re going to look like this. And I
think, you know, big.

And so my takeaway from those conversations is, yeah,
you"re going to see discounts relative to the referenced
drug, but whether they®"re going to be large or large in the
near term, 1 think, Is --

MR. GRADISON: That"s not my question. My
question is to the cost of production.

DR. MILLER: 1 think their starting proposition -
- 1"m sorry. That was implied In my answer.

MR. GRADISON: Okay.

DR. MILLER: The starting proposition is that
they do think that they can bring some efficiency to the
production. Remember, they“re trailing on a reference
drug®s, you know, development costs.

DR. CROSSON: Okay. Next 1 have Rita.
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DR. REDBERG: Thanks for an excellent chapter,
and a lot of options.

My question -- clarifying question was on Table 1
in the mailing materials. [I™"m interested if you can give
us any more detail about those drugs, and the questions |
have are do you know how much of the use there was on- or
off-label? And then I have two more.

MS. NEUMAN: We haven®t tried to break this down
by on-label versus off-label, not to this point. That is a
tough one.

DR. REDBERG: Yeah. 1 don"t think -- and also
related to that table, do you know how many of these would
be called "me, too" drugs as opposed to first-in-class, or
whatever we call them? Again, you can come back to me with
this. 1 don"t expect any of these you would have at the
tip of your fingertips.

And the last one on that table was, do you know
how many of these have generics available, or are generics?
MS. NEUMAN: 1 think that the only one that"s generic is
capecitabine, 1If I"m -- at least in this time period.

DR. REDBERG: Okay. Thanks.

DR. CROSSON: Okay. Other clarifying questions?
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Bruce.

MR. PYENSON: Thanks very much. 1 think this is
a question for Kim on page 16. The various savings there,
is that extrapolated to Medicare Advantage plans as well,
assuming that the reductions would be built into the
benchmarks?

MS. NEUMAN: No. This Is just a pure change iIn
fee-for-service payments.

MR. PYENSON: Thank you.

DR. MILLER: This is off of a $22 billion base?
Is that what we"re talking about here?

MS. NEUMAN: Right.

DR. MILLER: Okay.

MS. NEUMAN: In that neighborhood.

DR. CROSSON: Okay. So now we"re going to start
the discussion period, and 1 would like to divide the
discussion into two parts. So we"ll try to have two Round
2s, and for the first one, we"ll take the first five
options, and then the second round of discussion will be on
the cap.

As has been mentioned, we have a lot of pieces on

the table here. The cap option itself has, as you saw from
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the presentation, a number of design options inherent in
that. In order to keep the discussion sort of organized,
let"s take comments on the first five in the first round,
and in general, in both parts, in both Round 2 discussions,
let"s go, as best we can, to what we strongly disagree
with, we*"d like to take off the table, but increasingly,
importantly, as we move through this, what we do agree
with, and to some extent and as concisely as possible why.

Jack, you"re going to start off the discussion.

DR. HOADLEY: Thank you, and thanks to the staff
for great staff work in developing and beginning to sort of
narrow and target out list of options. 1 think we"re at a
point where we really have a good set of ideas to work
with, and what I think we have 1s an array of tools to give
to both Congress and CMS, options that can potentially
exert some downward pressure on drug prices in this sector
and costs for the program, while as best as possible
avoiding consequences, negative consequences for access and
sort of other issues.

So, I mean, 1 really do think overall, this set
of tools has the potential to meet these goals. In my

view, we"ve got a set of tools that are mostly not in
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conflict with each other that could all exist, coexist as
options, and they“re mostly not interdependent, at least
not in the way we talked about last year with the Part D
tools, where a number of Commissioners really emphasized
and our report emphasized the notion that we really viewed
it as a package of things where items here sort of wouldn™t
work unless another i1tem was done.

I think that"s not so much the case here. 1
think each of these may address different pieces of the
pricing issue. Together, they may, in fact, create
something of a package that addresses a little bit here and
a little bit there, so inflation comparison of similar
products and so forth, but they also could be used alone.
The partial exception -- and, obviously, we"ll get back to
that -- i1s the cap, which In some ways is just a different
approach, and we*ll get to that in the next Round 2.

To go specifically on the five, I guess | would -
- just following down this list, 1 like the consolidated
billing codes option because of the way 1t"s sort of trying
to get it averaging, the pricing for similar drugs. 1In my
view, It"s most effective and maybe should be really mostly

focused on the biosimilars, and while we don"t have a lot
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of those cases today, we think we will have quite a few of
them in the relatively near future.

The reason 1 say that as opposed to some of the
therapeutically similar drugs is, | think, as was the case
in some of the previous policies that exist, that 1 think
in the drugs that are therapeutically similar going to
become a constant sort of political fight. So, i1If somebody
says, "Well, these two are going to be put together iIn one
code,™ providers, manufacturers, patients, whoever, are
going to say, "'No, that doesn"t really work for me."™ It"s
going to get challenged in court or politically or
whatever, and I think in the end, the chances of having a
lot of successes along those lines will be slim,
potentially, or at least less than in the biosimilars. In
the biosimilar, we at least have some FDA type of
certification that these drugs are supposed to do the same
thing. So 1 wouldn®™t necessarily rule i1t off the table for
the others, but 1 think our focus in this case, | would put
on the biosimilars.

On the ASP inflation limit, 1 like the choice of
the rebate approach. To me, that does work better. It"s

the manufacturer who is the source of the higher price, and
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so that puts the burden or the adjustment on the
manufacturer. And we could get into the details that Kathy
was raising, but 1 think those are all workable along the
lines that you guys have already said or some other
thoughts that 1 could offer on that.

But 1 do think that it addresses, again,
something that we know is a problem, where the prices of
these drugs go up, the idea that one of the issues is will
this affect launch price. Well, 1 think there are already
plenty iIncentives to set launch prices high.

We"ve got the same issue on the Medicaid rebate
side: Does it create incentive? Yes, i1t probably does
create some iIncentive, but there are lots of other things
that create the incentive. So | don"t think 1t really sets
us back very far. So I think that"s, again, something I
like.

The modification of the add-on, again, It"s an
approach that 1 like. 1°"m not fully convinced about my
choice among the three alternatives or the four
alternatives. | think the straight reduction to 105
percent is my least favorite. |1 think 1 probably -- right

now, my most favored is the modified hybrid approach that
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you had up there for the kinds of reasons that you talked
about, but 1 don®"t know that to me it"s an absolutely
clear-cut case, at least between the two, the hybrid and

the modified hybrid.

And 1 think part of what we may want to do in
that i1s, iIn the chapter, whatever, assuming we come down
and make a recommendation on one particular approach, 1If we
talk about the other approaches, we"re also offering
policy-makers the i1deas because, again, they use our
guidance sometimes for doing exactly what we say, and
sometimes it"s just a starting point for a conversation.

So we"ve already served a value in saying that
amongst a variety of approaches, you get these differential
effects, both dollar-wise -- I mean, 1 think the table that
was on Slide 16 is just something that will be valuable,
even 1If we end up saying -- and we"ve settled as our
primary recommendation on this one particular option.

And then the last two, the WAC and the ASP data
reporting, | think, are both good ones. My sense is, to
Kathy"s question, these probably have the least dollars

involved of the five, but they"re good fixes. They are
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problems that are out there. What happens in the first
year for a new drug? What happens with some of the gaps
that we"ve seen in —-- 1 guess 1t"s either OIG or GAO, as
you cited, did a recent report on that, on the data
reporting issue. So | think those are good problems for us
to identify. Those should be relatively noncontroversial
in this discussion.

So 1 think the choices really are on the
inflation limit, the billing codes and the add-on, but I
think the way you®ve laid out options puts us in what I
think Is a good position to do some good things. | think
we"re making good progress on this.

DR. CROSSON: Thank you, Jack.

Let me see hands for Round 2, Point 1. Okay.
We"ll start with this way, this time, and come around that
way. Amy, you"re First.

DR. BAICKER: Again, thank you. It was a
wonderful chapter and very thought provoking. |1 have
comments on all of these options.

So, unlike Jack, I actually, with respect to
consolidation, think that we should not put biosimilars yet

in the category of the innovator product. We"re all
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anticipating a robust biosimilar category, but we"re still
not there.

My fear i1s that those that are bringing
biosimilars forward really are also those that are makers
of innovator products, and if we provide too much
disincentive for them to continue to invest in this area,
we"re never going to see the market that we anticipate.

So 1 think it"s a good idea. |It"s probably also
intuitive. It"s, In my opinion, too soon. We need to have
this market and then readdress this.

I think there are plenty of ways for us to
establish consolidation of those that are therapeutically
interchangeable or PBM to this today. We have process for
determining how ACE inhibitors or a beta blocker or a pick-
your-favorite-category are lumped together or are preferred
one over another, and so we can use those best practices.
We don"t have to reinvent the wheel here. So I think that
there i1s a pathway forward.

I*m in favor of a base provider add-on payment on
the lower inflation-adjusted ASP. In doing so, I wouldn™t
offer an appeal process. | think when you look at what

pressure that would put on the other products in the
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category, what manufacturers are going to respond to is
market share.

IT providers aren"t prescribing product because
they"re losing money on them, ASP will come down on those
products that are inflated. They will, In fact, respond to
the fear of loss of market share. So 1 think in and of
itself, 1t will solve for itself, and not every single
product needs to be a profit center for a physician. You
make a lot of money on some; you might lose some money on -
- 1 don"t think they all have to be in the black, 1f you
will.

I think we need to think long and hard on the
add-on. 1 like the hybrid because of what it did to
primary care. We had a discussion last month about what
about primary care. Maybe this is one way to help the
primary care physician. While not costing Medicare any
money, we"re still saving, and so maybe there®s something
there 1°d like for us to explore further.

I"m in favor of WAC+3, not 4, and 1°d like to
understand Jack®"s point about those products that are new
to market. What happened to, say, the Sovaldi when i1t was

-- maybe that"s not the best example, but these high-dollar
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products when they first come out. | think the future is
in specialty. 1 do fear that if we don®"t have something
aggressive out of the gate, you have a perverse incentive
to prescribe these products where you“re making a ton of
money, and your data proves that, that WAC+6 is far out of
market in comparison to ASP.

And, lastly, I would require all manufacturers to
report ASP, so that then we can -- we can, in fact,
implement some sort of inflation protection. |1 think
inflation protection tied with the pressure on the
reimbursement to provider is important. You can"t just
push on one of these areas. It just balloons in another
area. You"ve got to take them all on in concert.

So 1 think they all are doable. 1 wouldn®"t say
no to any at this juncture. Thanks.

DR. CROSSON: Thank you.

Coming up this way, David.

DR. NERENZ: Thanks. This Is a question focusing
mainly on the issue of modifying the ASP add-ons and a
question to my clinician colleagues here.

The estimates we have on Slide 16 are based on an

assumption of no change in behavior, and that"s okay. 1
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understand why, because it"s pretty speculative.

My question is really about how confident are we
going forward with that assumption. It seems like when we
got into this discussion many months ago, focus on the
ASP+6, we have the view that the +6 created an incentive to
prescribe more expensive drugs, and there was a little bit
of evidence for that.

Now, here, the actions we"re talking about sort
of weaken that incentive a little bit. They don"t make it
go away because you still make more money with more
expensive drugs.

My question, though, is what other options might
there be if these financial iIncentives actually matter?

And 1"m thinking of oncology, and 1 know you folks know
oncology as well too. Right now, if you prescribe two
drugs for a particular regimen, perhaps you could prescribe
three drugs 1t the APS+something goes down, and then one of
them has complication effects. And so now you need to
prescribe antiemetic, and now you need to prescribe white
cell-promoting factor. 1Is it reasonable to be worried
about those behavior changes, or on the other hand, are

things so protocol driven, so guideline driven, so other
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