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PROCEEDINGS

[9:52 a.m.]

DR. CROSSON: Let me welcome our guests to our
January meeting. For those of you who are not familiar
with MedPAC, January is the time during which we discuss
and vote on recommendations for payment updates. That
process will begin this afternoon.

In addition, at this January meeting, however,
we"re going to take on a set of policy issues, and the
first one we"re going to talk about is iIn preparation for a
discussion that we"re going to have tomorrow on potential
approaches to drug cost control. We"re going to have a
status update on the Part D Medicare prescription drug
program. Rachel and Shinobu are here, and it looks like,
Rachel, you®"re going to begin.

DR. SCHMIDT: Good morning. Shinobu and I are
bringing you a status report on Part D, Medicare"s
outpatient drug benefit. Under Part D, private plans
deliver drug benefits to enrollees, and in return Medicare
pays plan sponsors monthly capitated amounts and other
cost-based subsidies. This morning I*11 give you some

information about the program and tell you about some
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recent program changes, and then Shinobu will lay out some
trends we see and some concerns we have about the program®s
incentives for cost control.

In 2018, among nearly 60 million Medicare
beneficiaries, 73 percent were enrolled in Part D plans;
2.5 percent got drug benefits through the retiree drug
subsidy, in which employers provided primary drug benefits
to their retirees in return for Medicare subsidies. The
remaining 24 percent was divided fairly equally between
beneficiaries who had other sources of drug coverage as
generous as Part D and beneficiaries with no drug coverage
or less generous coverage. That 24 percent has held stable
in recent years.

Medicare program spending for Part D was nearly
$80 billion in 2017, predominantly for payments to private
plans, but with about $1 billion for the retiree drug
subsidy. Part D makes up about 13 percent of total
Medicare spending.

In addition, Part D enrollees directly paid $14
billion 1In premiums for basic benefits, as well as
additional amounts for cost sharing and supplemental

coverage. More than eight in ten enrollees say they are
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satisfied with the program and with their plan.

Let me describe the plans that enrollees chose iIn
2018 and what®"s available for 2019.

In 2018, 58 percent of Part D enrollees were in
stand-alone prescription drug plans and 42 percent of
enrollees were iIn Medicare Advantage drug plans, compared
with 70 percent in PDPs and 30 percent in MA-PDs during
2007 .

In 2018, 28 percent of all enrollees received
Part D"s extra help with premiums and cost sharing called
the low-income subsidy. This is compared with 39 percent
in 2007. A growing share of LIS enrollees are in Medicare
Advantage drug plans. 1In 2018, this share rose to 39
percent. That is much higher than at the start of Part D,
but still most LIS enrollees are in fee-for-service
Medicare and in stand-alone drug plans.

For 2019, there was a very healthy increase in
the number of plans offered -- 21 percent more MA-PDs and
15 percent more PDPs -- so a very broad choice of plans.
Most of the iIncrease In PDPs was for plans that combine
basic and supplemental benefits, and that is likely the

effect of some recent regulatory changes. The number of
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PDPs that qualify as premium-free to enrollees with the
low-income subsidy remains stable 1n 2019. One region,
Florida, has two qualifying PDPs, but the other regions
have three to ten available.

Since the start of Part D, enrollment has grown
at about 6 percent per year. Enrollment among
beneficiaries who do not receive the low-income subsidy has
grown faster than among those with LIS. Since 2010, a
number of employers have moved their retirees out of the
retiree drug subsidy program and into Part D plans that are
set up just for them. And today about 16 percent of Part D
enrollees are in employer group plans.

The average Part D premium has remained steady at
around $30 to $32 per month between 2010 and 2018.

However, that®s the average, and there"s a lot of variation
among Part D plans and theilr premiums.

Over the same period that average enrollee
premiums have been flat, there®s been much faster growth in
Medicare®s cost-based reinsurance payments to plans. The
Commission has been pointing this out for many years now
and 1n 2016 made recommendations that were designed to

address this issue by reducing Medicare"s reinsurance and
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simultaneously iIncreasing capitated payments to plans. So
far, though, the recommendations have not been implemented.

Part D uses a market-oriented approach in the
sense that plan sponsors compete for enrollees through the
benefits and services they offer and the attractiveness of
their premiums. Part D plan sponsors manage pharmacy
benefits using the same general approaches that PBMs use
for commercial populations, such as: designing tiered
formularies that use differential cost sharing and tools
such as prior authorization to encourage the use of certain
drugs over others; negotiating rebates with drug
manufacturers in drug classes where there are competing
therapies; and developing pharmacy networks.

There are restrictions Medicare places on these
approaches that are tighter than what plans can do for
their commercial populations. For example, Part D plans
cannot exclude willing pharmacies from their networks.
Nevertheless, these sorts of management approaches have
been effective at encouraging Part D enrollees to use
lower-cost drugs and generics.

However, we"ve got concerns that certain trends

and changes in the program may be eroding some of Part D*s
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incentives for cost control. 1°ve already described how a
growing share of Medicare®s payments to plans take the form
of cost-based reinsurance. There are also phases of Part
D"s benefit in which plan sponsors don®t have much
financial responsibility for paying for covered benefits,
yet plans collect rebates for that spending. The magnitude
of rebates has been growing over time, and so this gives us
concern about the underlying incentives behind which plans
are selected for formularies.

Let me describe some recent changes to Part D
that have taken place over the past year. Through
regulatory actions, CMS has given plan sponsors new
flexibilities with their formularies. Sponsors can now
make certain changes to their formularies midyear if a
generic comes out on the market and it"s therapeutically
equivalent to a covered brand-name drug. Sponsors can set
prior authorization or step therapy criteria differently
for the same drug depending on the indication for which the
drug is being used. That strategy is hoped to give
sponsors more bargaining leverage with manufacturers in
certain drug classes. And Medicare Advantage drug plans

may now use step therapy for provider-administered Part B
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drugs. For example, in certain drug classes a plan sponsor
could require an enrollee to try a covered Part D drug
before the Part B drug, and the idea behind this is to spur
more price competition among drug therapies that fall
across medical benefits and pharmacy benefits.

There are also some changes to Part D that were
enacted In law. Last year, the Balanced Budget Act called
for closing the coverage gap for brand-name drugs one year
earlier than scheduled. Remember, there has been a benefit
phase that has higher cost sharing called the "coverage
gap,’™ which I1*11 show you in a minute. The change in law
means enrollees pay consistent cost sharing for brand-name
drugs instead of higher cost sharing iIn the coverage gap.-
The law made this change by increasing the discount that
brand manufacturers must pay iIn the coverage gap from 50
percent to 70 percent, leaving plan sponsors with just 5
percent plan liability in that benefit phase.

111 show you the change 1 just mentioned as we
go over the structure of the defined standard benefit for
2019. This 1s what 1t looks like for a person who does not
have the low-income subsidy.

On the left, starting from the bottom to the top,
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you can see there"s a $415 deductible, and then the
enrollee pays 25 percent of covered benefits and the plan
pays 75 percent until the enrollee reaches the initial
coverage limit. After that, there"s the coverage gap
phase. And then if an enrollee has even higher drug
spending and reaches the out-of-pocket threshold, he or she
pays 5 percent, the plan pays 15 percent, and Medicare pays
80 percent through reinsurance. In practice, nearly all
Part D plans use benefit designs that look different from
this but that meet certain requirements around actuarial
equivalence.

Now let"s talk more about the coverage gap. The
right-hand side graphs show you brands and biologics on the
top and generic drugs at the bottom. So starting at the
top this time, in 2019, an enrollee taking a brand-name
drug will pay 25 percent cost sharing In the coverage gap,
so he or she pays the same 25 percent from just after the
deductible through the initial coverage phase, and then
through the gap all the way to the out-of-pocket -- until
you reach the out-of-pocket threshold.

In the coverage gap, brand manufacturers are

paying a 70 percent discount, up from 50 percent in 2018.
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And the plan pays just 5 percent in the gap. Also,
remember that the manufacturer discount gets counted as if
it were the enrollee™s out-of-pocket spending. So with a
higher manufacturer discount, enrollees move toward the
out-of-pocket threshold more quickly than before. And
Medicare covers 80 percent after that point.

On the bottom right, in 2019, if a beneficiary
fills a generic prescription in the coverage gap, he or she
pays 37 percent cost sharing and then the plan covers 63
percent. Cost sharing for generics will fall to 25 percent
in 2020.

This table compares Part D spending at the first
full year of the program, 2007, with 2016 and 2017.

The direct subsidy is the monthly capitated
payment, adjusted for risk, that Medicare pays plans for
each enrollee. Reilnsurance is a cost-based payment because
Medicare reimburses plans 80 percent of the actual
prescription cost in the catastrophic phase of the benefit,
and those two subsidies combined are designed to cover
about 75 percent of the cost. The low-income subsidy 1is
Medicare®s payment to plans to cover the extra assistance

that LIS enrollees receive for cost sharing and premiums.
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You can see that total Medicare program spending for Part D
was basically flat between 2016 and 2017. That seems like
good news after big iIncreases that we saw related to
spending for hepatitis C drugs a few years earlier.

Nevertheless, we"re not so sanguine about program
spending because Medicare®s payments for reinsurance
continue to grow rapidly. 1In 2017, reinsurance grew to
$37.4 billion, up from $35.5 billion in 2016. Over those
same two years, the direct subsidy declined. Between 2007
and 2017, reinsurance grew by an annual average of nearly
17 percent, compared with a 2 percent decrease for the
direct subsidy. Remember that Medicare®"s reinsurance 1is
cost-based while the direct subsidy is risk-based, and it"s
risk-based payments that generally provide sponsors with
stronger incentives to manage spending.

MS. SUZUKI: Increase in price is one of the main
factors driving Medicare™s reinsurance spending.

Overall prices, including generics, moderated,
decreasing slightly in 2016 and increasing by 1.6 percent
in 2017.

These are in contrast to the uptick we observed

after the launch of the new hepatitis C treatment at the
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end of 2014.

In 2017, prices of brand-name drugs continued to
grow but not as fast as In previous years. However, it
remained strong in some classes, such as insulin.

Notably, drugs in some specialty drug classes,
such as anti-inflammatories for rheumatoid arthritis and
therapies to treat multiple sclerosis, grew more slowly
during 2017. But even in these classes, manufacturers-
price increases over the previous decade had already
increased the prices of those therapies to three or more
times what they were in 2007.

Media and drug trend reports suggest that prices
of brand-name drugs generally continued to grow at a modest
rate for 2018, which may have been affected by the
uncertainty around potential policy changes to address high
drug prices. However, recent announcements by some
manufacturers about Increasing prices may indicate a return
to the higher growth rates.

In 2016, 3.6 million or about 8 percent of Part D
enrollees had spending high enough to reach the
catastrophic phase of the benefit. Among the high-cost

enrollees, the number of non-LIS enrollees have grown more
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rapidly than LIS enrollees.

Part D"s spending i1s increasingly driven by high-
cost enrollees. A larger share of the spending is
accounted for by those high-cost enrollees. That share has
grown from 40 percent in 2010 to nearly 60 percent by 2016.

Rapid growth in the price of prescriptions filled
by high-cost enrollees explains most of the growth in their
spending. Between 2010 and 2016, average prices of drugs
used by high-cost enrollees grew 10 percent annually
compared with an annual decrease of 3 percent for other
enrollees.

Patterns of drug spending differ between LIS and
non-LIS enrollees with high costs, and that difference
explains why we"re seeing faster growth in the number of
non-LIS enrollees who reach the catastrophic phase.

Overall, one in ten high-cost enrollees filled at
least one prescription in which a single claim would have
been sufficient to reach the catastrophic phase of the
benefit. The use of such a prescription is significantly
higher among non-LIS enrollees, with 18 percent having
filled such a prescription compared with about 6 percent

among LIS enrollees in 2016.
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Between 2007 and 2016, average spending for high-
cost non-LIS enrollees has grown faster, increasing by 190
percent compared with 100 percent for LIS enrollees. As a
result, by 2016 high-cost non-LIS enrollees had spending
that averaged about $30,000 per year compared with just
under $21,000 for LIS enrollees.

The cost difference between high-cost enrollees
with and without LIS are largely attributable to the drug
classes used by these two groups. One study found that
high-cost non-LIS enrollees were more likely to use drugs
and biologics in classes dominated by high-priced specialty
drugs, such as therapies to treat cancer, multiple
sclerosis, and pulmonary hypertension. LIS enrollees, on
the other hand, were more likely to use medications for
diabetes, mental health, and pain -- classes which are
mostly non-specialty drugs. Our own analysis of the 2016
data corroborates these patterns.

Going forward, the pharmaceutical pipeline will
continue to shift its focus on biologics and specialty
drugs that command high prices. Use of these new therapies
will further increase the burden on Medicare®s reinsurance.

Already, the effects of this shift towards
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higher-cost products are affecting Part D spending.
Specialty tier drugs, which, by definition, have high
prices, accounted for less than 1 percent of all Part D
claims in 2017, but 25 percent of all Part D spending, up
from 6 percent in 2007.

Average cost of a single claim for drugs placed
on a specialty tier grew 14 percent annually from about
$1,100 in 2007 to nearly $4,500 by 2017.

The growth in prices of specialty tier drugs have
led to a rapid increase in the use of drugs in which a
single claim would be sufficient to reach the catastrophic
phase. In 2010, just 33,000 beneficiaries filled such a
claim. By 2016, that number rose more than tenfold to
about 360,000.

Many changes are taking place in the environment
that 1s going to affect the Part D program. Specialty
drugs and biologics will continue to drive the growth iIn
drug spending -- not just in Part D but for the entire U.S.
health care system.

The market structure of plan sponsors has changed
dramatically and continues to do so, with some sponsors

merging with insurers, and thereby becoming more vertically
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integrated.

To manage benefit costs, more insurers and PBMs
are using high deductibles and/or percentage coinsurance
for higher-priced drugs and biologics, resulting in sticker
shock for patients at the pharmacy.

There are also changes that are specific to Part
D, such as regulatory changes to allow Part D plans to use
some of the tools they use to manage pharmacy benefits for
their commercial populations.

Increase In manufacturers®™ coverage-gap discount
that Rachel described reduces plans® insurance risk,
raising concerns about financial iIncentives sponsors face.

Medicare®s payments to plans are increasingly
retrospective and based on cost, and many of the changes
happening in the environment will likely contribute to this
trend.

So there is an urgent need to better align plans”
financial incentives with that of the beneficiaries and
taxpayers while at the same time giving formulary tools to
encourage benefits management.

In April, we plan to bring to you potential

policy approaches to address two issues we highlighted
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today. One relates to coverage gap discount, and the other
relates to beneficiary®s out-of-pocket costs for high-cost
drugs.

And with that, we"d be happy to take any
questions.

DR. CROSSON: Thank you, Rachel and Shinobu.

We"l11 take clarifying questions. 1 see Brian,
Amy, Jon. Jonathan, did 1 see your hand? Brian, Amy, Jon,
David, Pat, Warner.

DR. DeBUSK: First of all, thank you for a great
chapter. In the reading materials, on pages 34 and 35, you
start to talk about the growing divergence in point-of-sale
prices and net prices. And in the text -- and | think it
as sometime last year, we talked a little bit about the
allocation of DIR and how it"s disproportionately
allocated, 1 think, to the plan and away from the
reinsurance program. You mentioned that in this chapter
when 1t said, "Medicare reinsurance payments that reduce
plan liability for a benefit may create a situation in
which there is a financial advantage to plan sponsors when
they select high-cost, high-rebate drugs over lower-cost

alternatives."
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Could you refresh me on that just a little bit?

I went back and looked at some of that material, but I
noticed we seemed to stop short in the chapter of
describing it again.

DR. SCHMIDT: I think there®s two pieces to that.
I mean, Bruce has raised in the past the general notion
that the odd structure of Part D"s benefit and the facts
that plan sponsors don"t have consistent financial
liability for the benefit spending can create a situation
where the rebates -- there may be an un-incentive iIn some
cases to put high-rebate, high-cost drugs on the formulary
relative to lower cost alternatives. That"s a general
thing.

But 1 think the DIR case -- 1711 let you know who
to speak to -- that"s something a little bit different.

MS. SUZUKI: So the DIR, currently CMS uses gross
spending, so the prices at the pharmacy, to figure out what
share of Medicare keeps versus what share plans keep, and
the share that plans keep for the most part are weighted
heavily because they use gross spending below the
catastrophic threshold. And that includes the coverage gap

phase where plans have very little liability, particularly
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for brand-name drugs.

So relative to the benefit cost, using the gross
drug spending, weighs -- gives plans more, larger share of
the DIR than had they used the actual benefit liability to
calculate how much plans keep versus Medicare keeps.

DR. DeBUSK: So it"s a two-tier mechanism is what
you“"re saying, then, because there®s sort of the overt
incentive to have the high-price, high-rebate drug, but
then when 1t"s time allocate the DIR, there"s a compounding
of that effect because i1t gets disproportionately
allocated.

[Staff nods head in the affirmative.]

DR. DeBUSK: Okay. Thank you.

DR. CROSSON: Amy.

MS. BRICKER: Great job on the chapter.

So a couple questions around price Increases.

You make a couple of different observations, and 1 just
thought i1t would be helpful to maybe connect the dots for
the room.

At one point, we talk about how overall spending
has moderated, and then there are other places throughout

the document that we talk about price; prices are actually
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increasing at double-digit rates.

To what extent are we factoring in rebate? And
So just to -- period. To what extent are we factoring in
rebate when we talk about the overall cost implications to
the program?

MS. SUZUKI: So the price index that we talk
about -- and we mention that even the pharmacy prices have
moderated in recent years -- that is a pharmacy price. So
it doesn™"t include the post-sale rebates and discounts from
manufacturers.

And we talk about how for some classes, such as
insulin, that may not be the accurate picture; but for
other classes like cancer therapies, there may not be as
much rebate. And the price index that we show in the
chapter or the mailing material may be more of an accurate
prediction of how the prices have grown over time.

In terms of spending, we do use data that
incorporates the retrospective rebates and discounts. So
those growth rates do reflect the amount -- the rebates
from manufacturers.

MS. BRICKER: So which number is that exactly,

then, iIn the material you just presented that would be
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reflected of rebate?

MS. SUZUKI: The spending.

DR. SCHMIDT: The $80 billion and spending for
2017, for example. That"s inclusive.

MS. BRICKER: But 1t"s flat from "16.

DR. SCHMIDT: Right. That"s net of rebates.

MS. BRICKER: I think that®s important. [ think
that"s important because it"s easy to look to one data
point, like list price, and say iIn Part D, we have a
problem. We could debate that, but overall spending, if 1
have i1t right, is flat, "16 to "17. Is that accurate?

DR. SCHMIDT: That"s accurate.

MS. BRICKER: Thank you.

DR. CROSSON: David.

DR. GRABOWSKI: Thank you for this great work.

I wanted to come back to the first bullet you had
on Slide 5: private plans compete for enrollees. 1"m not
disagreeing with that, but 1 want to reconcile that with an
observation from the literature. There®"s a lot of academic
work suggesting enrollees often end up in a plan, whether
they choose it, that doesn”"t best meet their drug needs,

and so there"s a lot of suboptimal decision-making that"s
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out there. That"s not something that"s dealt with a lot iIn
the chapter.

How much does that interact with some of the
trends you presented in the material and in the chapter and
the presentation today, and is that something we®ve thought
about as a Commission?

MS. SUZUKI: So we have in the past looked at
switching behavior by Medicare beneficiaries, particularly
those without low-income subsidies. So they®"re voluntarily
switching.

We found somewhere between 12 and 14 percent
voluntarily switch from year to year during the annual
enrollment period.

It"s hard to say whether that®"s sufficient or
not, but in the focus groups with beneficiaries, some of
them have indicated that they do check Plan Finder annually
to see whether their drugs are covered at more favorable
rates with other plans. So it seems like they are looking
to lower their out-of-pocket cost, not just the premiums.

We have found when people switch, they tend to
minimize their total out-of-pocket cost in terms of cost

sharing, despite maybe using even a little more drug than
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in the previous year.

DR. GRABOWSKI: We did a chapter recently on
post-acute care decision-making, and my sense is some of
what we recommended there could filter over to here in
terms of helping beneficiaries with choice here iIn this
sector.

You raised the Plan Finder tool. 1 think that
that tool is really poor. 171l say that. 1 don"t think it
provides a clear indication to enrollees about the lowest-
cost plan necessarily, and so 1"ve wondered 1t we"ve done
any previously about that and whether we might think about
sort of some revisions there and also building on some
choice architecture here around thinking about placing
beneficiaries into a default plan and making better use of
some of the big behavioral economics literature.

DR. SCHMIDT: Last year, we were considering
doing some work on Plan Finder, but there were some other
organizations that are already taking that under and did
some pretty thorough looks at it and had some suggestions
for how to improve that. So we decided with our limited
resources, you have to kind of pick and choose where to put

your emphasis.
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In the past, we have kind of looked at things
like intelligent assignment ideas around the low-income
subsidy population, but the Commission that was gathered at
that time chose not to go ahead with those ideas. It was
looking as though there was a tradeoff so that there was
higher government spending associated with picking optimal
plans, and there was some concern around selection, so are
you going to perhaps get plans into a spiral by picking

what®"s optimal for each enrollee based on their past drug

use.

DR. CROSSON: Okay. I"ve got Pat -- Warner, did
you have your hand up? -- Warner and then Dana.

MS. WANG: Thank you.

DR. CROSSON: Did I miss somebody? Oh, Jon.
Sorry.

DR. CHRISTIANSON: Am I next?

DR. CROSSON: You“re next. Sorry. 1 didn"t see
your hand go up.

DR. CHRISTIANSON: This is really quick.

DR. CROSSON: You"re too close.

DR. CHRISTIANSON: Yeah.

This is really, really quick. So on the slide, I
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didn"t see this, and I didn"t see it in the chapter. So
maybe we don®"t have this number, but do we know what
percentage of Medicare beneficiaries have no drug coverage?

DR. SCHMIDT: Not exactly. We know that i1t"s
about half of the 24 percent have coverage that"s either
less generous than the -- or no, and we think -- we"re not
sure exactly what that is.

DR. CHRISTIANSON: Yeah, 1 saw that, but we can"t
break that down and say 5 percent have no drug coverage at
all.

DR. SCHMIDT: No, we can"t.

And 1 think it used to be a question we could
sort of get to on the Medicare Current Beneficiary Survey,
but it"s no longer there.

DR. CHRISTIANSON: 1It"s odd because that seems

like sort of a basic piece of information we"d like to

know .

DR. CROSSON: Pat.

MS. WANG: Going back to Slide 10, 11-ish, were
you -- and you"ve mentioned this before. Is the growth in

spending for non-low-income beneficiaries going to the

reinsurance later, and that they have surpassed the low-
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income subsidy beneficiaries In terms of the high-drug
expenditures?

I wondered whether you have more information
about sort of the characteristics, | guess, of spending
between the non-low-income and the LIS population.

In other words, you mentioned the difference iIn
the drug utilization, but in terms of -- I don"t know if
this is the right word -- "preference,” 1 guess, of the
non-low income, is It a fewer number of people who have
extraordinary drug cost as opposed to the LIS, which is
maybe more people have similar drug expenditures?

The reason | ask iIs -- and maybe this is the
implications for what are the policy questions to be
answered as well as implications. As you know, I*m very
interested in refining risk adjustment for the Part D
premium that exists. | just was curious If you knew
anything about that or whether that was a --

MS. SUZUKI: So we did look at non-LIS versus LIS
among the high-cost beneficiaries, and you®re probably
talking about this piece. That, for example, cancer
treatments accounted for a much higher share of non-LIS

high-cost enrollee spending compared to LIS enrollees who
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reach the catastrophic phase.

And we were also finding that among the low-
income subsidy population, a lot of the spending weren"t
because individual prescriptions were extremely high cost.
It was that they were using more medications, and some of
them were in common classes like antihyperlipidemics.

And one that showed up in one of the lists that 1
looked at is Nexium. That sort of thing tends to add up to
get a lot of those enrollees to the catastrophic phase.

MS. WANG: So i1s i1t kind of the right direction,
then, to be saying that for the non-low income, the focus
on the cost of the specialty drug is probably the thing to
focus on, but for the low-income population, a generic
substitution is a fruitful avenue?

MS. SUZUKI: And I think that was one of the
recommendations we made.

MS. WANG: Yeah. Apparently different avenues.
Okay .

DR. CROSSON: Warner.

MR. THOMAS: So in Slide 7, the construct here
with the initial coverage and the out-of-pocket threshold,

are those indexed, or do those numbers change over time?

B&B Reporters
29999 W. Barrier Reef Blvd.
Lewes, DE 19958
302-947-9541



10

11

12

13

14

15

16

17

18

19

20

21

22

29

DR. SCHMIDT: Yes, they do. They"re indexed to
the average per capita spend for Part D.

But there®"s been some difference in each of these
different parameters and their treatment over time.

In 2010, the Affordable Care Act, one of the
goals was to close the coverage gap.

MR. THOMAS: Right.

DR. SCHMIDT: And so they indexed the out-of-
pocket threshold more slowly. So it actually will increase
in 2020, as you heard about in the mailing materials, by
over 20 percent because that was scheduled in the
Affordable Care Act. That it would bounce back up to what
it otherwise would have been.

MR. THOMAS: And on Slide 8, just looking, it
looks like in the mailing materials that the premium
increase iIn relatively nominal, yet the total cost of the
program is escalating. So can you comment on your thoughts
around that or the rationale behind that?

DR. SCHMIDT: Right. So let"s be clear. 1In 2016
to 2017, 1t"s been flat, but we have seen fairly rapid
growth in spending before that, certainly.

The flatness of premiums, we think speaks to this

B&B Reporters
29999 W. Barrier Reef Blvd.
Lewes, DE 19958
302-947-9541



10

11

12

13

14

15

16

17

18

19

20

21

22

30
reinsurance increase | spoke about on this particular
slide. That a lot of the cost growth has been in the
catastrophic range of the benefit spending, where the
Medicare program is picking up 80 percent of the costs in
that benefic phase. So the portion of benefits that go
into the premiums remained relatively flat.

MR. THOMAS: But if you look at this slide -- and
I just want to make sure 1 understand this slide. So the
Medicare program total, that"s the total cost of Part D,
kind of all in, or that"s the government portion to be paid
at the program?

DR. SCHMIDT: Those are essentially the
government payments to the plans, and in addition, there®s
another $14 billion that the enrollees have been paying to
plans for basic benefits. And there are other costs for
cost sharing and for supplemental premiums.

MR. THOMAS: Okay.

So kind of looking at this, the makeup of this,
is there transparency or clarity around the profit in the
Part D programs or the Part D insurers, or is that kind of
aggregated in all of their profits?

MS. SUZUKI: So we have looked at plan payment
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data through 2015, and we found that the majority of the
plan sponsors do make profit in the risk corridor and risk
corridors of part of the cost-based portion of the payment,
and there®s a risk corridor around it. And plans are
allowed to keep -- the risk-based portion. Sorry. The
plans are allowed to keep, plus or minus, 5 percent of the
profit or the loss. That"s on them.

The next piece of it is 50-50 from 5 percent to
10 percent on both sides, that sort of thing.

And we found that plans on average were making
profits above those that were included in their bids. A
lot of the plans got to keep the extra 5 percent plus
whatever else they got to keep In the second tier and third
tier.

DR. SCHMIDT: There isn"t as much visibility into
it as you might want. The information that goes into bids,
for the MA side of the house --

MR. THOMAS: Right.

DR. SCHMIDT: -- you can go back and look at
historical data and see the profits in there to see what
the profit rates have been.

On the drug side, it"s less easy to do because
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the data that are submitted in bids are not reconciled
data.

MR. THOMAS: Okay. Thank you.

DR. DeBUSK: On that --

DR. CROSSON: On that point?

DR. DeBUSK: On Warner®s specific questions
because 1 think in the reading material, you alluded to
this. Could you explain a little further? There seems to
be a dominant strategy for how to proceed with a Part D
bid, sort of a can"t-miss strategy. And you sort of spoke
to that, but could you sort of clarify it?

MS. SUZUKI: So related to Warner®s question
about why premiums have been flat is that plan sponsors on
average have been underestimating the reinsurance portion
of the benefit. What that does is -- because reinsurance
IS the cost base that"s reconciled after the end of the
benefit year, the part that®s in the premium is the
expected piece, expected amount of reinsurance.

At the end of the year, Medicare, on average,
have been paying plans additional amounts for reinsurance.
So whatever the extra payment that Medicare made to plans

were not included in the premium the beneficiary paid.
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DR. CROSSON: Okay. I have Dana and Marge and
Jaewon.

Dana.

DR. SAFRAN: Thank you.

Can you go back to Slide 7? 1°m just trying to
make sure 1 understand. 1 have to say | find this topic

confusing every time we talk about it. So I think this is
my moment where 1 may be having a breakthrough in some of
my understanding, but 1 just want to check a couple things.

So on the left side, I"m trying to make sure 1
understand the coverage gap and what happens in there, and
one of the things that I think you®"re showing us here is
that the coverage gap is not really entirely a gap for the
beneficiary. |In fact, they“re paying 25 percent in their
initial coverage, and they"re still paying 25 percent in
the coverage gap 1f they"re using a brand and in fact, as
of next year, even for a generic.

So is that right?

DR. SCHMIDT: You got it.

DR. SAFRAN: Am 1 reading this right?

DR. SCHMIDT: Yeah, right. But that"s a new

thing. It"s been kind of phasing in that direction since
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2010.

It used to be, before 2010, 100 percent on the
bene cost sharing during the coverage gap phase. After
2010, there was immediately a 50 percent discount provided
by brand-name manufacturers. That also counted towards the
out-of-pocket threshold, but the bene was paying the other
50 percent. And over time, iIt"s been phasing down, down,
the cost sharing for the beneficiaries, and as of 2019,
it"s 25 percent on brands in the coverage gap.

DR. SAFRAN: Okay. Thank you.

And then the other thing 1 want to understand is
beyond that. So above the out-of-pocket threshold, 1™m
assuming that when you refer to catastrophic levels, you"re
referring to that point.

And so later in the presentation, you made the
point that it"s about 8 percent of beneficiaries that reach
that level, and this sort of shocked me that one in ten of
those get there with one claim.

So 1 just wonder what can you tell us about those
folks? What are those medicines, and is it actually just a
one-time claim? Or is this a medicine that costs a

boatload of money, and they“re having to take it all the
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time -- 1t"s for cancer treatment; it"s for chronic illness
-- that specialty drug? Can you just tell us a little bit
more about that?

MS. SUZUKI: So 1 in 10 beneficiaries have at
least one claim for which, just that one claim would have
gotten them to the catastrophic phase. That doesn"t mean
it was the only claim.

So a lot of the drugs that are used by non-LIS
enrollees were cancer drugs, which had an annual spending
of $30,000, leukemia drugs, Copaxone for multiple
sclerosis, which was also in the $20,000 range for annual
costs. So they tend to use a lot of those very expensive
drugs.

To get to the threshold, you only need, you know,
$7,000 or $8,000, and these are drugs that annual cost
average i1s In the tens of thousands of dollars.

DR. CROSSON: Dana.

DR. SAFRAN: What 1 hear you saying is these are
drugs that they are taking over the course of the year, not
one time. So even though that one claim could have put
them over that threshold, they"re continuing to take a

medicine that, over time, costs $20,000, $30,000 in the
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year .

MS. SUZUKI: And that®s shown by the average cost
for non-LIS enrollees that"s reached $30,000, on average.

DR. SAFRAN: Thank you.

DR. CROSSON: I mean, you could have some
patients like hepatitis C where it"s one time.

Okay, Marge.

MS. MARJORIE GINSBURG: In the report itself,
talking about the low-income subsidy folks, there®s a quote
I pulled up that says "plan sponsors cannot encourage use
of lower-cost in the same way as non-LIS." [I"m curious as
to why that was written. Obviously, some categories of
LIS, a few, have no copayments, but most of them, they-"re
small, do have copayments that differentiate between
generic and brand name.

So I was just curious what the basis for this
statement was.

DR. SCHMIDT: I think our point is that just the
magnitude of the difference iIn the copays is fairly small
and not necessarily large enough to make a change iIn
behavior. You look at the cost-sharing applied to non-LIS,

and the differentials that are quite substantially larger.
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MS. MARJORIE GINSBURG: We know historically,
then, that LIS participants, you know, it"s like $8 versus
$3, that that"s not big enough to influence their choice,
or are physicians not encouraging the lower cost? 1 mean,
I guess I -- these are low-income folks --

DR. SCHMIDT: Right.

MS. MARJORIE GINSBURG: -- and even that $5 may
be meaningful. And I just wanted to make sure there was
some evidence behind this that said it"s really hard to
move them to lower cost.

DR. SCHMIDT: 1 think we"re basing that on seeing
it. Even though generic dispensing rates for low-income
subsidies, overall, average -- they“re lower than non-LIS,
not substantially lower but a few percentage points lower -
- but some LIS folks, particularly the ones who are
reaching what we"re calling the catastrophic phase, are
using the Nexiums and things where there are generic
options available, and they haven®t quite switched.

DR. CROSSON: Okay. Jaewon.

DR. RYU: Yeah, I also had questions about Slide
10 and the high-cost enrollees and the impact of the LIS

versus the non. 1°"m just trying to tease apart, | guess,
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the impact of -- because a lot of different variables here.
There®s a volume dynamic, there®s unit cost dynamic,
there"s a brand preference and maybe behavioral dynamic,
which 1 think is kind of where Marge is going, depending on
your copays, versus a disease prevalence and what happens
to hit the LIS folks versus the non-LIS folks.

Do we know, or has there been studies around
within a certain drug class or disease class, within that
high-cost enrollee population, whether there®s a difference
in trend between the LIS population and the non-LIS
population, in terms of, you know -- it would have to be a
drug class, 1 guess, that would have alternatives. But is
there a behavioral difference there, or do we just chalk i1t
up to, you know, iIt"s just because different disease states
hit those two populations differently?

DR. SCHMIDT: I don"t know that we"ve seen any
studies that would get to that specifically. 1 guess —- 1
don®"t know, do you have a thought?

MS. SUZUKI: So I'm trying to figure out -- so
what we looked at a couple of years back, iIn making the
recommendation about generic, iIncreasing generic drug use

for LIS population, is that even for classes such as
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antihyperlipidemics or antihypertensives, those most
commonly used therapeutic categories, we found higher brand
use among LIS population compared to the other people who
did not reach the catastrophic phase of the benefit. And
it may not be that they"re not using the direct generic
substitute. A lot of them do, are automatically
substituted to generics.

I think what we"re seeing between LIS and non-LIS
population is that non-LIS beneficiaries may be more likely
to ask for a therapeutic generic substitution compared to
LIS beneficiaries. And 1 know some of the categories of
low-income population pay $8, potentially, for a brand-name
drug. Not all of them do. Some of them don®"t have any
cost sharing. Some of them pay lower copay amounts. And
so we thought that if the Secretary thought that some
classes could use some therapeutic generic substitution,
that"s when these copay differences could really move LIS
populations to use lower-cost generics. And we also
recommended that in those class maybe Secretary could make
the generics free to those beneficiaries.

DR. CROSSON: Okay. We"re going to move on. Put

the last side up, if you would. We"re going to move on to
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further comments. This Is a status report, and I make two
notes.

Number one, as you see on the slide we are
planning, this spring, to take on two Part D issues,
restructuring the coverage gap discount and reducing out-
of-pocket costs for high-cost drugs. In addition, as I
mentioned in the beginning, tomorrow morning we"re going to
have a broader discussion here at the Commission on a wider
range of approaches to reducing the cost of prescription
drugs, as a jumping-off point for future work in the next
session or two.

Actually, Amy is going to start.

DR. BRICKER: Thanks. Thanks again for a chapter
that 1 think has a lot of people leaning In to better
understand and to really begin to grapple with what this
Commission, and, more broadly, the iIndustry needs to do to
take on a very sensitive issue.

I made the point earlier around spend being flat,
only to highlight that there are winners and losers iIn this
program and in this sort of phenomenon. 1 think It does
bear consideration that we have to think about the

beneficiary at the point of sale. The structure, if Bruce
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is the one that highlighted it, 1 agree. The structure is
unique and 1t"s hard to draw parallels because there isn"t
anything else like 1t in the commercial market.

I think the unfortunate scenarios are those that
beneficiaries are faced at the counter not being able to
afford, you know, deductibles, not being able to afford co-
insurance, and again, because of the way this is
structured, bear a lot of that burden.

And so absolutely in favor of taking a look at
how we can ensure that beneficiaries are getting the value
of rebates, and whether or not it"s a wholesale application
and rebate at point of sale, 1"m not there yet. But for
those specialty products that are high cost, having a cost
cap for those beneficiaries and, in effect, using rebate
dollars to hold down the out-of-pocket for beneficiaries I
think Is something to consider and one that we should
further review.

There are many things that this program can still
do within the traditional space, and you®ve highlighted
many of them in your paper. You mentioned briefly any
willing pharmacy. There have been a number of studies that

demonstrate that any willing pharmacy actually raises
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costs, not just improves access. So the extent that,
again, looking at any willing pharmacy allowance, so long
as certailn access requirements were met, doing away with
that.

There have been a number of conversations around
DIR, whether or not DIR should be factored into the
patient™s out-of-pocket if it could be reasonably known,
and there®s another sort of round of this now with CMS
putting out some additional observations on this point. So
I think we should also address that in the work that we
have In the future and our perspective.

I*m encouraged by B-versus-D management. |1 think
this 1s the right direction. It came out very late last
year so we"re likely not going to see much of that in "19,
and so we won"t be able to see the impacts of that change
likely until "21. So I think that is something that will
play out over time.

And for manufacturers, 1 think that today,
through B, have not feared exclusion, not feared having to
be competitive. This now i1Is a different dynamic and so I™m
encouraged by that.

I think it should be noted, though, the
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manufacturer requirement from 50 to 70 percent likely will
have an unintended consequence, and while the political
environment isn"t comfortable for manufacturers and raising
list prices have moderated to some degree, you would expect
that this additional obligation on the part of the
manufacturer will result in list price increases and,
therefore, the commercial market will bear a lot of that --
because of this change will bear that impact.

Lastly, value-based programs. | encourage us to
look at what has been done successfully in the commercial
market, these high-cost drugs that you can set measurable
and objective, you know, goalposts around what does success
look like. And i1f the program is going to cover a drug,
refunding of putting incentives in place that if the drug
doesn®t work, if the patient isn"t compliant, if there is
lack of outcome that the program would seek a refund for
that drug. So there are many things to consider if that
were to be allowed, but again, 1t"s worth taking on.

And lastly, while pharmacy payment at the point
of sale i1s real-time, meaning you know 1f a drug is
covered, you know the co-insurance, you know if it"s on

formulary, the pharmacy, at the counter, knows this, we
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still are lacking data to provide the pharmacist at the
point of sale the most information about how to guide the
patient. So if 1t"s not the physician, the pharmacist,
there has to be some investment in information-sharing so
that we do seek the best outcomes for the beneficiaries.

There®s so much work here to do. 1 am, though, I
am encouraged by what feels like an opportunity for us to
take advantage of some of the momentum in the market to
begin to move the needle on this very issue.

So thanks.

DR. CROSSON: Thank you, Amy. 1 saw Brian.

DR. DeBUSK: Thank you again for a really great
report.

In terms of topics for spring, and | saw that on
the slide there, I would love to add us digging deeper into
this whole i1dea around formulary construction, DIR
allocation, and then this whole issue of bidding on the --
the way these bids are constructed.

The thing that fascinates me is since this
program®s inception, it doesn"t look like it"s ever reached
its statutory 25.5 percent premium collection through

beneficiaries. And I know actuaries are terrible at what
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they do and do terrible jobs, but we"re going on like --
Bruce -- we"re going on to 11 years of missing the market.
And | remember, when I read the 2016 report, 1 remember
what really jumped off the page was that over half the
plans were hitting their upper risk corridor, so they were
giving money back. And I get that. |1 mean, I understand
risk corridors are very important. But when over half the
plans are hitting the risk corridor, it makes me think
there"s something systemic here. And, sure enough, on page
43 of the mailing materials, this year, again, more than
half the plans returned that.

So 1 do hope this spring -- I want to understand
more about the formularies, how the rebates are handled,
how they®re going to the plans, just sort of build that
from the ground up, because it does feel like something®s
off when over 50 percent of the plans hit the upper
corridor.

Thanks.

DR. SCHMIDT: Can 1 respond briefly, just to say
we"re happy to talk about some of this but also please look
at our 2015 chapter from June. It goes into this In some

detail.
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DR. CROSSON: 1I"m seeing some quick, jumpy —-- 1
think I saw Bruce first and then Paul and then Jaewon.

MR. PYENSON: 1It"s hard to follow up on Brian,
but this is actually perhaps a Round 1 item. 1"m wondering
if 1t would be possible to 1llustrate, with actual
formularies, situations where higher-priced drugs are on
the formulary and lower-priced equivalents are not.
Shinobu, you had mentioned Nexium, which, of course, has,
as an example, with a brand generic, but I think there are
also examples with brands. So 1 think for sure the 2019
formularies are out, and 1"m wondering if would be
appropriate to give those as examples.

DR. SCHMIDT: I think the tricky thing iIs that we
don"t see rebates, so we"re not going to know that side of
things.

MR. PYENSON: Right, but you would have list
price, and there are some differences that, you know, a 5
percent rebate or a 10 percent rebate is more than the list
of the competitor product. So I think there might be some
examples like that.

DR. CROSSON: On that?

DR. BRICKER: So you might want to look at --
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there are a couple of manufacturers that just introduced
alternate NDC, so Repatha did this. So you could look at
where 1t"s the same drug, they just introduced a lower NDC
with presumably little to no rebate. So there are some
examples, without knowing the rebate, just the behaviors of
plans. That would then get to your question.

DR. CROSSON: Paul.

DR. PAUL GINSBURG: This was a terrific chapter
and 1 agree on your singling out reinsurance and the way we
handle coverage cap discounts is really important.

I was really struck by the differences in types
of drugs used by the low-income people versus the other,
and, you know, when you"re working with prescription drug
claims data you gain much more insight into what people®s
medical issues are, than when you®re dealing with other
types of data that we work with.

And just something that we should really always
keep In mind when we"re not seeing these differences is
clearly when we"re talking about hospital care and
physician services, the fact that the differences are big.
And 1 don"t want to jump ahead to our next session but, you

know, 1"m really glad the way our HVIP handles the
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difference between the low-income and higher-income
beneficiaries.

DR. CROSSON: Thank you, Paul. Jaewon.

DR. RYU: Yeah. 1 was just going to add that the
dynamic between the catastrophic and the capitated, and it
may be just dusting off the prior recommendations or work
from 2015. 1 think you alluded to that.

The other element, 1 just want to get back to the
human behavior side and the price sensitivity around copays
and cost shares. 1 think there®s something there that
would be good to get a little more fine-tuned around.
Obviously 1 don"t think we"re trying to be prescriptive to
the plans around how they structure those things but having
a better understanding of the iImpact that that has on some
of the decisions, where alternatives are possible. 1 mean,
some of these you don"t have alternatives and it"s a unit
cost issue. You know, that"s a separate dynamic. But
where there are alternatives i1t seems like, you know, what
are the levers and how much can you shape human behavior.

DR. CROSSON: Okay. Dana.

DR. SAFRAN: 1"m back on thinking about the

coverage gaps issue and the point that reducing, over time,
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the amount of cost-sharing for the enrollee like to have on
the manufacturer pricing, which, you know, Amy brought up.
And so that leads me to wonder, you know, are we, in the
name of helping ease the out-of-pocket cost burden and
thereby reducing cost-related non-adherence to necessary
medicines, maybe creating a different kind of harm, which
IS raising costs across the board?

And so that just leads me to wonder whether
there"s a way that we could approach that analytically. Do
we have data on cost-related non-adherence to
prescriptions? It"s something that years ago, before my
time at Blue Cross, it was at the heart of what my research
was about. I don®"t know that the Medicare beneficiary
survey has that information, but if it did would there be a
way to kind of do an analysis of the tradeoffs that we"re
making. While maybe we"re reducing cost-related non-
adherence, what are the other harms that we may be creating
potentially by driving costs up across the board, or some
of the other effects here. Just a thought.

DR. SCHMIDT: We can certainly brainstorm on it.
The chapter includes a bunch of citations to previous

literature that"s kind of trying to measure adherence
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between the LIS and non-LIS population because they have a
difference In cost sharing. So there are some estimates
for some particular classes.

DR. SAFRAN: And changes over time, not just --

DR. SCHMIDT: Less so.

DR. SAFRAN: Because i1t seems like that"s what
we"d need, like how much has reducing the out-of-pocket
cost sharing, the coverage gap, helped improve cost-related
non-adherence but at what expense? |1 think that i1s the
question 1™"m asking.

DR. CROSSON: So, Dana, now that you understand
the donut hole, as you look around in depth with your
flashlight, you"re going to find all kinds of things, 1 can
guarantee 1t. Jon.

DR. CHRISTIANSON: On that same question, |1
guess, | was a little bit confused on the process of how
this would work, Amy, so 1 probably didn®"t understand it.
But it seems to imply that the drug manufacturers have some
unexploited ability to raise prices that they would then
take advantage of, which seems so unlike the perception of
how drug manufacturers price their product. Can you say

something more about that? It seems like if they could

B&B Reporters
29999 W. Barrier Reef Blvd.
Lewes, DE 19958
302-947-9541



10

11

12

13

14

15

16

17

18

19

20

21

22

51
have raised their price, they would have, irrespective of
what happens to the rebates.

MS. BRICKER: They do.

DR. CHRISTIANSON: Okay. So I don"t get why --
this seems like a similar argument we make around hospital
pricing.

MS. BRICKER: No; they do raise their price, and
it can -- and there®s nothing that prevents it from, you
know, being thousands of a percent. | mean, you see this
across the spectrum. It"s moderated in the last year just
because of the political pressure, 1 think no other reason.
And then we"re starting to see It again, not to the same
historical extent, but we"re starting to see price
increases again.

My point was just if you -- you can actually look
at when there was an obligation for the manufacturer to
contribute 50 percent discount, what happened to their
prices at that point in time. 1 fear now with a 70 percent
obligation we"re just fueling this sort of indirect
consequence of our action -- it"s a direct consequence,
actually.

DR. CHRISTIANSON: Yeah, so | don"t understand
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the argument here. 1 don"t understand why they®"re not a
profit-maximizing company and they"ve already set their
price at approximately -- at the rate that they could get.
But we could talk later about this.

MS. BRICKER: They raise them every year, again,
for shareholder return, for a number of reasons, but they
will raise their prices every year, unfettered.

DR. CROSSON: It also provides justification iIn
the minds of some.

DR. PAUL GINSBURG: Actually, 1 think I heard
from Amy something that you -- what would make sense to
you, is that, you know, they"re setting prices in different
markets, and so in a sense, iIf they"re constrained iIn one
market, how the array of prices should look could be
different.

DR. CROSSON: Warner.

MR. THOMAS: As we get to the recommendations,
when we come back for the spring discussion, | guess one of
the things 1 would ask the team to think about is, you
know, i1n essentially the reinsurance area, which, you know,
flips to 80 percent coverage from Medicare, should there be

some additional rebate or discount provided by the
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manufacturer to the extent that drugs get into the
reinsurance pool, you know, so that there"s kind of a --
that they"re contributing to -- and, you know, maybe it
takes some of the incentive away from, you know, getting
into the reinsurance pool, but even If there iIs an
incentive, once they get iIn there, they have to put some of
those dollars back. Also, 1 just think that we need to
make sure that the plan has incentive across all the pools,
including the donut hole and In the reinsurance pool, to
control costs. |1 mean, it seems like in the readings and
in the article that was provided that was recently in the
Wall Street Journal that there®s just -- you know, maybe
there"s not as much iIncentive on the plan side once you get
into the reinsurance area. And so I think, you know, some
recommendations around how that could be modified and how
the manufacturer could play in the reinsurance pool may
provide more cost controls of this.

DR. CROSSON: Okay. Good discussion. Thank you
very much. We"ll look forward to hearing from you again
tomorrow morning.

We=I1l move on now to the second presentation,

final presentation for this morning"s session.
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[Pause.]

DR. CROSSON: Okay. We"re going to proceed now
with a discussion of an Important public health issue, and
that has to do with opioid use. And the question that was
asked of the Commission was to undertake an analysis to see
whether or not, iIn hospital settings at any rate, there
were incentives for hospitals to use opioids as opposed to
other methodologies to control pain. And Jennifer is going
to present us with that analysis.

MS. PODULKA: Thank you, Jay. Today"s
presentation will be an update to the discussion we had iIn
October.

So the SUPPORT for Patients and Communities Act
calls on MedPAC to report to the Congress by March 15,
2019, on three items:

First, a description of how the Medicare program
pays for pain management treatments (both opioid and non-
opioid alternatives) iIn the inpatient and outpatient
hospital settings;

Two, the i1dentification of incentives and adverse
incentives under the hospital inpatient and outpatient

prospective payment systems for prescribing opioids and
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non-opioid treatments, and recommendations as the
Commission deems appropriate for addressing these;

And the third item 1s a description of how opioid
use is tracked and monitored through Medicare claims data
and other mechanisms and the i1dentification of any areas iIn
which further data and methods are needed for Improving
understanding of opioid use.

On the first item, Medicare uses bundled payments
to pay for pain management drugs and services in both the
inpatient and outpatient settings. They are applied
somewhat differently in each. The inpatient prospective
payment system, or IPPS, assigns stays to categories
depending on patients®™ conditions and sets payment bundles
that reflect the average costs of providing all goods and
services, including any drugs, supplied during the stay.

In contrast, the OPPS groups services into categories on
the basis of clinical and cost similarity and sets payment
bundles to cover the costs of providing the primary service
plus goods and services that are integral to the primary
service. Any additional goods and services are either paid
separately or not paid by the OPPS.

You may remember that In prior reports and
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presentations we"ve described situations where outpatient
drugs are usually self-administered, separately payable, or
paid on pass-through, but these rules don"t apply to pain
drugs in the outpatient hospital setting.

So the inpatient prospective payment system 1is
fairly straightforward, but the outpatient payment system
is not, so we"ll dig into it.

Pain drugs in outpatient settings may be paid
under Part B or Part D or not paid by Medicare at all.

First, when the drug i1s for pain, the next
question to ask is: Is the drug directly related and
integral to a procedure or treatment?

Drugs that are used for postsurgical pain
management are, so these are paid under Part B as part of
the OPPS bundled payment.

But pain drugs can be used in outpatient settings
for other reasons. Rather than being directly related to a
procedure or treatment, pain drugs can be the sole
treatment -- for example, when a patient goes to the
emergency department with migraine pain. In these cases,
Part B doesn®"t pay for the drug, and the hospital usually

charges the patient. |If the beneficiary has a Part D drug
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plan, the plan might pay for the drug if it is included iIn
the plan®s formulary and the hospital®s pharmacy
participates with the plan, but many don"t.

And one last note before moving on. CMS*
guidance about determining how drugs are paid for in the
outpatient setting i1s directed to the MACs, or Medicare
Administrative Contractors. This means that implementation
of these rules is up to the discretion of the individual
MACs, so there may be variation across geographic regions.

The mandate®s second question directs us to
identify the extent to which there are incentives and
adverse iIncentives introduced by the hospital inpatient and
outpatient prospective payment systems for prescribing
opioids versus non-opioids. Our study focuses on evidence
that these financial incentives could have an effect on
hospitals®™ decisions about which drugs to include on their
formularies and possibly promote for use by their
physicians. But we recognize that actual prescribing
happens on a case-by-case basis when a clinician or team
selects the drugs to treat an individual patient, so In
addition to any potential financial consideration, there

are patient-specific and clinical factors that guide
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prescribers® pain drug choices

In other words, the inpatient and outpatient
prospective payment systems are designed to give hospitals
a financial incentive to select the lowest-cost goods and
services possible.

This incentive i1s balanced by Medicare®s quality
measurement and reporting programs along with providers®
clinical expertise and professionalism.

Thus, these balanced incentives ideally result in
high-quality outcomes for patients at the best prices for
beneficiaries and other taxpayers.

To better understand the extent of any systematic
financial incentives that would lead clinicians iIn hospital
settings to prescribe opioids over non-opioid alternatives,
we analyzed the differences in prices between opioid and
non-opioid drugs commonly used In the iInpatient and
outpatient hospital settings.

To begin, we consulted with clinicians to
determine which pain drugs to include in our study based on
those that are commonly used i1n hospital settings, which
means that this list does not include all pain drug

options.
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Also, this analysis has a key caveat: We do not
know the actual prices that hospitals paid for these drugs
as hospitals do not report their drug acquisition costs.
And let me pause here to note just how little information
that we and others have to go on. Hospitals don"t report
the prices paid for individual drugs or which drugs they
pick for patients or anything about dosing, so we don"t
know the volume of pain drugs used in our study.

We considered as a substitute average sales
prices, or ASP, which are a weighted average of
manufacturers® sales prices for a drug for all purchasers
net of price adjustments, but these are not available for
many of the drugs In our study.

In lieu of either of these, we examined two
publicly available list prices: wholesale acquisition
cost, or WAC, and average wholesale price, or AWP. We
found similar price patterns for these, so we present WAC
alone for brevity.

We acknowledge that WAC represents an upper
bound. Actual prices paid by hospitals are likely lower,
as WAC is the manufacturer®s list price and does not

incorporate prompt-pay or other negotiated discounts.
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But WAC is still useful as i1t provides the
relative prices of opioids versus non-opioid drugs, which
are informative for our study.
1*d also like to note that when clinicians
prescribe pain drugs in the hospital setting, they have

multiple options, including the drug®s route of

administration -- for example, oral or iIntravenous -- and
the dosage form -- for example, tablet, capsule, and
solution.

Prescribers can also opt to use multiple drugs iIn
combinations -- that are sometimes called 'cocktails™ --
which give flexibility in the choice of drug agents to
treat pain and related symptoms and can mitigate the
drawbacks of individual drugs in the cocktail without
unduly sacrificing drug efficacy. For example, a lower
dose of an opioid can be used along with a non-opioid to
reduce risk while still achieving sufficient analgesic
effect. This flexibility is important in the hospital
setting as opioids are more often indicated for acute,
severe pain than many non-opioid alternatives. And while
there are some recent studies that suggest similar

analgesic effect of opioid and non-opioid drugs even for
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some cases of moderate to severe pain, It is not clear that
non-opioid alternatives can or should replace opioids for
all cases of acute, severe pain.

Because of these options, our study®s non-opioid
drug category includes multiple groups, such as the more
direct alternative of NSAIDs and other non-opioid pain
relievers, as well as other drugs that can be used to
partially or fully substitute for opioids when used in
combination, such as general and local anesthetics,
sedatives, and neurologic agents for nerve pain.

We found that the ranges of WAC list prices for
opioids and their alternatives overlap. The available
choices for opioids and non-opioids that are commonly used
in hospital settings both include options that list at less
than $1 per dose.

Specifically, for opioids there are ten commonly
used options that list at less than $1 per dose. These
represent 31 percent of the commonly used opioids where WAC
is available in our study. The lowest list price is five
cents per dose.

For NSAIDs and other non-opioid pain relievers,

there are 27 commonly used options that list at less than
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$1 per dose, representing 47 percent of options in this
group. And the lowest list price is two cents per dose.

The commonly used drug groups of neurologic
agents, sedatives, musculoskeletal therapy agents,
ophthalmological agents, and local anesthetics all include
an option that lists at less than $1 per dose.

We are not asserting that all of the drugs on
this list are interchangeable. When prescribers pick which
ones to use for individual patients, they should not always
pick the two-cent choice. But there is no clear indication
that Medicare®s inpatient or outpatient prospective payment
system provides systematic payment incentives that promote
the use of opioid analgesics over non-opioid analgesics.
Both opioids and non-opioids are available at a range of
list prices, and there are options for either type of drug
that list at less than $1 per dose.

You®ll see that there are some non-opioid options
that are much more expensive, but this is true for the
opioid drugs as well.

Turning now to the third item from the mandate on
monitoring, as we discussed iIn October, CMS tracks opioid

use through data available in the Part D program. To
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briefly review, CMS monitors opioid use iIn Part D in
multiple ways. The three categories shown here might be
the most relevant for Part A and B.

First, the Overutilization Monitoring System
shares feedback securely with Part D plan sponsors and
ensures that they implement opioid overutilization policies
effectively.

Second, CMS uses quality measures to track trends
in opioild overuse across the Medicare Part D program and
drive performance improvement among plan sponsors. These
include publicly available display measures and
confidential patient safety reports that are sent to plan
SpoNsors.

And, third, CMS makes data on clinicians®™ opioid
prescribing patterns publicly available on the website
through the Medicare Part D opioild prescribing mapping tool
that shows comparisons at various geographic levels.

All three efforts rely on prescription drug
event, or PDE, data. These data are summary records that
prescription drug plan sponsors must submit every time an
enrollee Tills a prescription under Medicare Part D. The

PDE data are not the same as individual drug claims, but
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The distinction is important, and 1*1l come back to 1t In a
bit. And the agency does not operate opioid tracking
programs in either Part A or Part B.

In our last discussion, the sense of the
Commission was that there are compelling patient safety and
public health reasons for Medicare to track the use of pain
drugs iIn hospital settings.

Reasons for undertaking a tracking program
include the severity of the opioid epidemic, the gap iIn
knowledge about the degree to which Medicare beneficiaries
are exposed to opioids while in the hospital, and the
opportunity for program oversight of hospitals®™ use of
opioids versus non-opioids.

Last time we discussed some existing programs
that might serve as alternative oversight programs in lieu
of Medicare taking on this role. Other federal agencies
besides CMS have jurisdiction over some aspects of opioid
use, such as FDA, CDC, and SAMHSA, but none has programs
that track opioid overutilization in the hospital setting.

States have also taken on a role through the use

of prescription drug monitoring programs, or PDMPs, which
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are electronic databases that track a state"s controlled
substance prescriptions. Along with some other features
that affect the utility of the state PDMPs, hospital

inpatient pharmacies are not required to report to them.

So that brings us to options for implementing a
Medicare tracking program.

First, we could require hospitals to report PDE-
type data. |If Medicare were required to undertake an
opioid monitoring program in hospitals, structural
differences would require CMS to adapt its current program
under Part D, which relies on plan sponsors to report the
PDE data. CMS also relies on the plan sponsors to use
analytic results to implement drug management programs and
clinical contact with prescribers. While there are no drug
plan sponsors in Parts A and B, prescribing clinicians or
hospitals could be required to report summary information
(similar to the PDE) about pain management drugs.

Second, we could require hospitals to report
prescribed drugs on Part A and Part B claims, which
currently do not include information on the pain management
drugs included in bundled payments. CMS could take steps

to incorporate these data into the claims and then require
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hospitals to include i1t. This would require decisions
about how best to proceed and would likely require a multi-
year effort to implement.

And, third, CMS could incorporate opioid use
disorder, or OUD, in its Hospital-Acquired Condition
Reduction Program or any replacement program.

Last time we discussed that the existing program
could provide a platform for tracking the effects of opioid
use that originated in hospital settings. The program
sends confidential hospital-specific reports and reduces
payments to poor-performing hospitals. It includes six
hospital-acquired condition quality measures such as rates
of C. difficile infection.

Incorporating OUD and other opioid-related
adverse events into the program would require the
development and adoption of a measure, a source of
documentation for use with the measure, (such as the PDE-
type or claims options we just discussed), a longitudinal
tracking effort to identify eventual OUD and other opioid-
related adverse events, and, finally, a mechanism to link
the outcome to the responsible hospital. Tracking of OUD

and related diagnoses could defer identification and
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feedback and also underestimate the effects of opioid use
in hospital settings, as clinicians could delay or avoid
diagnosing OUD because of i1ts associated stigma and
patients could similarly avoid receiving health care
services and diagnoses.

I also want to note that 1 mentioned any
replacement program here, 1f the Commission has discussed
concerns with the design of the current hospital-acquired
condition reduction program, and later today you will vote
on eliminating the program and implementing aspects of i1t
in an improved hospital value incentive program.

So 1°11 conclude here. Please let me know 1If you
have any questions on the presentation or material in the
paper. The paper will become the final mandated report and
included as a chapter in our upcoming March report.

DR. CHRISTIANSON: Thank you, Jennifer.

Are there any questions of clarification? Brian,
Marge, and Amy.

DR. DeBUSK: First of all, thank you for a great
report and for choking through that. 1711 ask you a really
long-answer question.

On Chart 12, the center bullet here, you talked
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about requiring hospitals to report prescribed drugs on
Part A and Part B claims. Do we have a feel for what the
administrative burden of that would look like? Is that
flipping a switch on an EMR? Or is that an overhaul of how
coding and claims are handled?

MS. PODULKA: We did specifically talk to CMS
about what this would entail. They wanted to convey that
It"s not instantaneous. There would need to be some
modifications. They stand ready, if asked by the Congress,
to modify. As usual, CMS responds to congressional
requests and action. So we do mention that it would
require some effort. It couldn®t happen right away. It
may be months before i1t could be implemented. 1 don"t have
a specific time frame for you, though.

DR. DeBUSK: Will we get a chance to talk to some
hospitals and get some feedback on just how big of an
administrative hurdle that might be?

DR. MATHEWS: Brian, I think that would depend on
the extent to which we want to pursue this body of work
after the mandate at hand. We"re trying to dispatch this
to comply with the statutory deadline of March 15th. So if

there are lingering issues or additional items we want to
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pursue, we could have that discussion. But the short
answer i1s not before we end up publishing this material.

DR. DeBUSK: One other question. |1 had two here.
In the mandate, the mandate reads that we"re supposed to
report, I think i1t is, any iIncentives for opioid versus
non-opioid use. And 1 like the fact that we focused on the
cost. 1 mean, that is the obvious one, the cost incentive.
But what about the effect on length of stay or on patient
satisfaction? |1 would think those might be iIncentives,
too, that we would want to explore. 1 realize that would
require chart review, and none of this is available
currently. |1 get all that. But | was going to ask, is
cost the only iIncentive that we"re going to explore to meet
this deadline?

DR. MATHEWS: That is the only one that we
contemplated in the conduct of the work thus far.

DR. DeBUSK: Even though the mandate i1s somewhat
open-ended, any incentive versus any financial incentive.

DR. MATHEWS: That is true, but the financial
incentives seem to be the most pressing, and to get iInto
things like efficacy or patient satisfaction, we start

getting Into very idiosyncratic issues that do invoke chart
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review and things like that.

I would also point out that we were given a
fairly limited amount of time in which to conduct this
work. I think the final legislation was passed in October-
ish. We were given a heads-up a couple of months before
then, and so we started on this work. But it"s not a lot
of time to do an extremely comprehensive scope, and so we
focused on the aspect that seemed to be of most relevance
to us and do the Congress.

DR. DeBUSK: Okay. When I saw the chapter, the
one lingering thought or the one that really stood out was
length of stay because 1 thought if these opioids are
perhaps getting them out of the hospital sooner or more
confidently -- and even if we can"t collect that data, that
might be something we want to mention. That it"s hard to
measure.

DR. MATHEWS: We will talk when we get back, but
I think it 1s something that we could at least acknowledge
as an additional incentive that we didn"t deal with at
length In the analysis.

DR. CHRISTIANSON: Marge.

MS. MARJORIE GINSBURG: Two questions or

B&B Reporters
29999 W. Barrier Reef Blvd.
Lewes, DE 19958
302-947-9541



10

11

12

13

14

15

16

17

18

19

20

21

22

71

comments.

The first one, i1s there any tracking of discharge
meds? 1 didn"t see any reference in the report, but if one
is interested in finding out how the opioid epidemic gets
started, 1 would imagine that looking at discharge meds
from the hospital would be an important piece.

I don"t know. Are discharge meds under Part A or
Part D?

MS. PODULKA: They get switched to Part D. So
even 1f you take something, say, in the emergency
department, they can®t send you home with something that
gets charged to Part D.

Specifically, we"re trying to scope everything
down to be responsive and meet the mandate, and the mandate
is focused on A and B, which includes the discharge meds.

MS. MARJORIE GINSBURG: Okay.

My second comment -- and I confess my husband
works for the Medical Board of California and does review
of bad doctors, a lot of opioid cases. So I asked him to
look i1t over.

This may not be anything we can do because if CMS

is already doing it.
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So, iIn the report itself on page 1, it talks
about the things that CMS i1s tracking, and one was
prescriptions of opioids from four or more prescribers and
four or more pharmacies. And based on a whole lot of
reviews he"s done, he has never seen anybody with four or
more and thinks that should be reduced to three.

Also, it says four or more prescribers. 1 think
that should be changed to *practices™ because often you
might have nurse practitioners working under a physician.
So you might end up with more prescribers than you actually
have practices.

Anyway, 1 don®t know what the status is of CMS
doing this review, and 1 wonder if you could mention that
and whether it"s too late for any comments on that.

MS. PODULKA: CMS has actually just newly rolled
out some refinements to the Part D tracking program, and 1
can"t remember specifically 1f the four was one of the ones
that changed most recently or not.

Basically, they"ve implemented a lot more
requirements and more tracking efforts and changed some of
the criteria. It"s just gotten started, and so sometimes

when that happens, we like to see what the effect is before
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we comment again.

DR. CROSSON: Amy.

MS. BRICKER: Similar to where 1 thought Marge
might be going was around -- so the concern iIs someone has
started on an opioid -- | think this is the concern.
Someone started on an opioid in the hospital and then
maintained and then becomes addicted to the opioid they
were started on.

So I"m wondering. 1Is there a role that retail
pharmacy could play in tracking of the initiation of the
drug?

Again, | know you mentioned we could hook in A
and B or hospitals could hook into what"s been established
in D. Then we have a complete picture of the patient and
the prescribing of the opioid. When the discharge
prescription is written, there are additional questions
about when was the patient started, what was the patient
started on, what was the patient started for. 1 don"t
know. Just additional information.

I fear 1T we"re trying to build an infrastructure
for every hospital in America, we"ll never get there. So

can we hook into what"s already established?
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MS. PODULKA: So this would contemplate having --
tell me 1f I"m getting this wrong, though -- having a
prescriber who writes a prescription that would then be
filled under Part D to include information about what that
prescriber knows the patient did while in the hospital.

MS. BRICKER: Just an idea because --

MS. PODULKA: Yeah.

MS. BRICKER: -- everyone that has D has A and B,
so some way to then just tie this together in some sort of
historical context because where the breakdown occurs 1is
that you can leverage pharmacy benefit managers for all of
the Part D information in the universe, but A and B, to
your point you were making very well In the chapter, we
just don"t have this level of insight on the drug level in
the hospital.

So given the health crisis, can we shift sort of
the protocol to ensure that when you®re dispensing a
script, you have to get that information if it"s on
discharge, for instance?

MS. PODULKA: It"s something we could definitely
add a discussion and explore.

Totally off the top of my head, 1 think it"s
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intriguing. 1°m sure there might be some limitations if
the discharge is different from the team or something, but
definitely worth considering. Thank you.

DR. GRABOWSKI: I like the idea, Amy, and another
part of this is those individuals discharged from the
hospital to a skilled nursing facility would be through a
long-term care pharmacy under the Part A. 1"m just
thinking how, just iIn general, post-acute would play into
this, and then do you want to bring in the long-term care
pharmacies as well to be a part of this?

Thanks.

DR. CROSSON: Jonathan.

DR. JAFFERY: Two quick questions, but actually,
before that, also to Amy"s question, maybe one way you
could think about it, without having -- well, perhaps if a
beneficiary had a first-time fill for an opioid linked very
closely to a hospitalization discharge, to a discharge, you
might be able to get around trying to link some other
things, 1If that makes sense.

So 1f somebody"s first fill comes within a week
of being discharge, that might be an indication at least of

what happened at the inpatient stay.
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But my questions, In terms of bullet point 2, if
we were to require hospitals to report this in Part A and
Part B, would we be missing any MA beneficiaries? That
would be one question.

MS. PODULKA: For the MA beneficiaries, we might
need to capture this information through encounter data,
which we*"ll be discussing later this spring --

DR. JAFFERY: Yeah.

MS. PODULKA: -- which has its own issues, but
since we"re missing exact claims there, we would either
have a mechanism for the prescribers under MA to report
summary or claim-type information or report it as encounter
data to the plan to translate to Medicare.

DR. JAFFERY: Okay. So maybe a couple extra
barriers there too for that.

The other question, do all states currently have
functioning PDMPs, and if so, Is there any precedent or
opportunity to tie into those?

MS. PODULKA: Forty-nine states do. One
additional state 1s In the process, but doesn"t have a
complete one.

PDMPs do have a role to play, but right now, iIn
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addition to some other technical limitations, the hospital
inpatient pharmacies aren”"t required to report to the state
PDMPs, so they"re kind of facing the same blind spot that
Medicare is.

DR. JAFFERY: I guess 1"m wondering 1t we could
move In the direction of that be the requirement because
PDMPs seem to be functioning. At least iIn Wisconsin,
they“re functioning, functioning pretty well.

MS. PODULKA: It could be a requirement. 1"m not
sure that we"re the right body to --

DR. JAFFERY: Yeah.

MS. PODULKA: Yeah.

DR. CROSSON: Okay. Seeing no further questions,
we" 1l proceed to Round 2.

Jon i1s going to start us off.

DR. PERLIN: First, Jennifer, let me thank you
very much for a thoughtful response to this congressional
mandate.

It"s interesting that just this week, the
National Safety Foundation identified opioid use disorder
as the number one preventable cause of death in the United

States, and that"s quite a statement. That supersedes car
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accidents and everything else, so obviously, this iIs a
Crisis.

I think the data are that too many of these late-
term consequences start with exposure to opioids in
clinical settings, including the hospital.

We also know at a very fundamental level that the
dose and duration of opioids contribute to the propensity
to later dependence.

In terms of the questions that we were asked, the
description of payment is factual, and | appreciate the
very thoughtful outline of that. 1 think on a financial
basis, the data that you outlined suggest that there are no
dollar incentives that drive to a particular use of one
versus the other.

But 1 think there are two points here worth
noting. First, | think the overwhelming evidence in
prescribing generally i1s that bad prescribing isn"t driven
by cost sensitivity. In fact, it"s just the opposite.

That the history of bad prescribing, be it overuse of
antibiotics, for example, i1s done with iIncredible
insensitivity to cost. So | think that"s further evidence

that that"s probably not the key component of choice there.
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I think Brian and others point, that there may be
other i1ncentives at work, I think are particularly
important. Ironically, it may be that opioids, depending
on the circumstance, can either shorten your life, then,
and certain non-steroidals and/or other agents can shorten
your life.

I think the other issue i1s to really get at the
question that 1 think is behind the nominal question, 1is
how do we Improve prescribing and reduce bad or avoidable
outcomes and unintended consequences.

When you factor in the unintended consequences,
some of the approaches now to avoiding opioids made
themselves have additional liabilities. First, at a sort
of social, financial level, some of them are very
expensive. They"re like preparations of drugs, that
they“"re long-acting forms and things that are dirt cheap,
that put 1n a particular preparation are literally four to
five orders of magnitude more expensive. That"s obviously
problematic.

Second, the substitutions of some of the
analgesics, opioids in particular, by other things that

aren"t necessarily analgesics can lead to unintended
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consequences. For example, some of the drugs that might be
used for nausea or a headache actually are in the category
of atypical antipsychotics and can cause lifelong
complications like Tardive dyskinesia and the like. So
these are not necessarily good outcomes either, and so
don®"t want to inadvertently drive other problems.

So let me just dissect a couple of pieces fTirst,
and 1*1l1 offer some comments on each of the categories.
What about the question of requiring prescription drug
events reporting by hospitals? 1 would offer that the
question is what are the relevant outcomes, and do they
occur within the window of hospitalization? 1 think the
issue here 1s are you creating a situation in which there
are long-term dependence or complications that derive from
that, and so the window of insight into those events may
not necessarily be during the hospitalization, just that 1
mention the dose and duration are predictors.

So 1 just note that that®"s relevant on part two,
which is require hospitals to report on prescribed drugs on
Part A and Part B claims. | would offer that is actually
going to be quite burdensome. We mentioned the limitations

for MA patients in terms of a lack of structure at the
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outset.

But here®s the other problem. It may not be the
best relevant data. It may neither be the best data iIn
terms of in-hospital data because i1t"s inadequately
clinical, and 1t may be the wrong window of time because
you"re really looking for the propensity to a later
liability.

Third -- and I feel a little guilty about this
one in terms of incorporate opioid use disorder into CMS"s
hospital-acquired conditions program. 1 think in theory,
that"s a great idea. 1 think In theory, It is because 1
have to be consistent with myself. Authors Mike Schlosser,
Ravi Chari, and Jon Perlin posted a blog to Health Affairs
on considering opioid use disorder as a late-occurring
complication.

And it was really meant to spark debate about
dose and duration and alternatives to opioid therapy Iin
hospital, and while in the social sense, we need to be
paying attention to that In a sort of practicable time
limited sense, 1t"s probably not operational for the
reasons | have mentioned.

So let me just dive down into a couple of other
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comments in each of these areas. First, it may not be
beyond the scope to comment on achieving best prescribing
and reduction of opioids through programs that we want
hospitals to do, alternatives to opioid therapy at
emergency departments, or ALTO, as how some of these
programs are named. Enhanced surgical recovery programs
are programs that systematically reduce the need for larger
doses of opioids and can be beneficial.

In the area of iIncentives, 1 would note that
beyond the question of length of stay, which may go in
either direction on both opioid and non-opioid classes of
drugs, while the Patient Experience Survey, or HCAHPs, has
been changed from questions that really implied an absolute
elimination of pain, there are still discussions of pain.
And 1 think further education is needed iIn the provider
community because that still operates, 1T not an explicit,
certainly an implicit incentive toward use of maximal pain
therapy.

Second, you had noted in the chapter, which is
really so well written -- and thank you for that -- the
need for prescribing guidelines. One of the problems in

adoption of prescribing guidelines is the variation. 1 am
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pleased to report further progress from the National
Academy of Medicine. | mentioned the Action Collaborative
that"s bringing together professional and provider
organizations in both care and addiction.

But under the aegis of that and in collaboration,
the FDA i1s actually promulgating new prescribing guidelines
for pain management, suggests that that be identified as a
benchmark when they®re published later this year for
appropriate use.

There are incentives against the use of certain
agents that may have less opioid addiction liability.
Buprenorphine, for example, requires additional education.
Ironically, other agents that have been implicated iIn
addiction do not, and that may fall under the aegis of
incentives.

Finally, let me just close with some other
suggestions on how to get at the best possible data, best
outcomes. 1 think the thread of conversation and the round
of clarifying questions about the use of Part D for
discharge prescriptions i1s really a good telegraph into
whether a patient is going home with a high dose of

opioids, whether they"re going home with a dose of opioids
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that they didn"t have prior to hospitalization. They think
that could be potentially reconciled pre- and post-
hospital, and 1in the context of the indications, the
patient has certain diagnoses, as particular prescription
may make more sense than some of the other diagnoses. So
think about -- toward answering Congress®™ i1nquiry, a
direction there may be of some benefit.

In terms of the events tracking, there may be
some hospital data In terms of rescue drug use for
overdoses. That"s bene discussed in the clinical
literature.

We now have ubiquitous electronic record system.
I would encourage the use of the clinical systems, as the
administrative systems really don®"t have the sensitivity to
articulate what the context was iIn which particular choices
of cocktails, opioids were used. And there still Is a very
appropriate role -- and the shortage of certain opioids for
surgical other procedures.

There is in the clarifying round the question
that Jonathan and others raised about the utility of the
prescription drug monitoring programs, and with the

increased requirements for e-prescribing, the ability to
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ping the PDMP, even inpatient might be something that could
be encouraged. So that prescriptions aren™t started i1t one
had indication that a particular patient was at risk for
overuse or had different sorts of opioid prescription
history.

Finally, the use of other technologies may be of
merit. The FDA has sponsored the use of the Sentinel
programs. The Sentinel has a database of the actual drugs
that are used during hospitalization. That may provide a
basis for surveillance -- I"m getting further afield --
chain of custody of all opioids. Distribute the literature
aka blockchain may be a way of tracking opioids throughout
the entire cycle.

So 1 hope those comments are helpful and again
commend for a terrific chapter and then back to the
question®s factual response on the payments, that"s there.
The iIncentives, probably not financial. There may be
stronger incentives related to experience, maybe some
implicit incentives related to finance and tracking.

I don"t think the administrative systems offer
the best data in terms of trying to force Part B into the

hospital, but the post-hospitalization Part D may offer the
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highest utility.
Thanks so much.
DR. CROSSON: Thank you, Jon. Very
comprehensive. 1 was particularly impressed with your

ability to debate with yourself, and win.

Further comments for Jennifer? 1 see Jonathan,
Amy .

Jonathan.

DR. JAFFERY: AIll right. 1 hadn"t raised my
hand.

DR. CROSSON: Oh. Not your hand. Was that
Kathy"s hand?

MS. BUTO: It was.

DR. JAFFERY: Go ahead.

MS. BUTO: 1t was my hand but I was disguised as
Jonathan.

DR. CROSSON: You just snuck it up under his
shoulder or what?

MS. BUTO: Sorry about that.

So I really want to just endorse a lot of what
Jon was saying about prescribing guidelines and using not

financial incentives so much or data requirements to try to
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get at the issue of really the long-term dependency on
opioids by patients post hospital discharge. 1 think using
Part D as a way to track those prescriptions longer term
would be a good way to go at it without adding new
requirements.

I"m also wondering -- and this i1s really out of
ignorance -- whether we can look at either MA or MA and
ACOs, which are intended to try to manage or coordinate
care across the continuum as a way to get at some of the
data on opioids and use of prescribing guidelines, and find
a way to provide incentives within that structure. And
this may not be the only issue. But I realize that the
argument against that is you don"t want to develop too many
sort of site-specific or entity-specific requirements that
then take you far afield from making comparable assessments
across fee-for-service and managed care.

But 1 just feel like that we ought to be, iIn
those entities, able to track more of this kind of issue,
which is longer-term dependency on opioids and other issues
that cut across provider settings.

DR. CROSSON: Thank you, Kathy. Amy.

DR. BRICKER: 1I"m going to go a little bit of a
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different angle for just a moment. So I was thinking about
a couple of things. One, my own personal experience and,
one, just the crisis that this country is in relative to
opioid misuse.

There 1s never a conversation in the hospital
about your care plan relative to pain management, from my
experience. I"ve had surgery. 1°ve had children. No one
has ever said to me, "We"re going to discharge you. You“re
going to be In the recovery room on morphine.”™ There"s
never been that explicit sort of explanation of the drugs
that are going to be administered.

Why 1 think this is Important is within the
number of people that will likely enter our health system,
our hospitals, our ERs, that have struggled with opioid
addiction, who absolutely fear being reintroduced to an
opioid, It"s incredible.

So 1s there a way for us to require the screening
of, have you ever, you know, had an opioid-related
addiction or have you ever sought treatment for, or some
sort of screening? We put on the walls of hospital beds

"this is a fall-risk,"” right, so take care. We don"t say

"this patient has struggled with an opioid so don"t give
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them one,™ or this patient doesn"t ever want one if we can,
at all costs, not give them one, you know, all other
treatment options should be sought.

So maybe it"s not practical, but I think we"ve
got to figure out a way to support people that are coming
out of recovery, and when they"re at the hospital thinking
that they"re getting the best care that"s available to them
it not be price, it not be cost, but it be about the health
and well-being of that patient and us ensuring that we"re
doing the best that we can by them.

DR. CROSSON: 1It"s interesting because, actually,
I thought where you were going to go was requiring informed
consent, which, of course, is done for procedures.

DR. BRICKER: Similar. 1 think that"s exactly
what I"m suggesting.

DR. CROSSON: Jon has a comment.

DR. PERLIN: Yeah, just briefly on this point.
Great comments, Amy. In that legislation, if I"m not
mistaken, it includes a requirement, at least annually,
Medicare beneficiaries be screened for opioid use disorder.
My only qualm with that screening is that it should be

broadly for any substance use disorder. Putting that
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aside, 1 think your thoughts are really well taken about a
care plan discussion.

DR. CROSSON: Okay. Did I see anybody else?

Now -- yes, Karen.

DR. DeSALVO: I"m sorry. |1 was trying to find
that there was some legislation based on a death that
happened just in that circumstance, a woman named Jessica
Grubb, who had an addiction disorder, and when she was
admitted they failed to ask and she subsequently died.

So 1 just want to relate also to the demand side
of the equation. 1 want to add on to what Amy is saying,
because 1 think, first, as we"ve described, it"s a very
complex scenario In the hospital setting about whether
someone gets prescribed and then actually takes opioids for
pain, and that may happen sometimes in the middle of the
night without a lot of forethought because somebody is
awake and you want them to sleep, et cetera. So many
hospitals are taking matters into their own hands and
they“re leveraging their pharmacies as the gatekeeper to
it. And I don*"t know iIf there®s an opportunity, Jennifer,
for pharmacy data to inform some of this, If it"s so

outside of the sphere. But that"s a way that they“re
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trying to track not just prescribing but actual
administration of drugs to folks.

So the demand side may be something to consider
ifT there"s still time, before we send the report to
Congress, which is are there ways that the Medicare program
could better inform beneficiaries at the time -- required
at the time of admission to the hospital, during
hospitalization, on discharge, at the time of enrollment in
Medicare, just to increase awareness that there are
multiple ways to manage pain, that there®s good science
around addition, even short-term treatment with opioids can
lead to addiction, because that education would probably
help empower them even further than they"ve already been.

DR. CROSSON: Thank you, Karen. Bruce.

MR. PYENSON: 1 think this is a fascinating topic
and this group 1s so smart and interested, but 1"m worried
about whether this iIs best venue or whether MedPAC has the
means to contribute to this beyond the many other federal
organizations and private organizations that are addressing
the topic.

So 1 just have a concern about that. As we go

forward, we had a fairly specific charter to address on
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payment issues, and wonderful discussion but I™m
uncomfortable going too far out without having a full view
of what the CDC is doing, or what other organizations are
doing on this issue, with some of the topics.

DR. CROSSON: So, Bruce, that"s a good point, and
just let me sort of be clear. Given the specificity of the
mandate, as you point out, and also the time frame to get
this report done, we have stopped short of, and will stop
short of trying to adjudicate, you know, what®"s the best
solution, you know, to the tracking or even interdiction of
inappropriate use In the hospital. But I think it is
within the mandate, and it is the intention, given the time
frame that we have, to mention ideas that have come up
through the staff or that have come up through the
Commission discussion. And 1 think that"s the intent.

MS. MARJORIE GINSBURG: 1Is the point you"re
making, Bruce, 1Is we can present ideas but we don"t want to
own 1t? Or is this report going to make any reference to
what our future role might or might not be?

DR. CROSSON: At the moment, no. We"re
fulfilling a mandate right now. That doesn®"t mean that

based on other internal or external pressures that we might
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not come back to this issue. But this iIs circumscribed at
the moment.

Okay. Thank you. It was a very good discussion,
Jennifer. Thank you for this work. Very important stuff.

We are now finished with this morning®s
discussion. We now have an opportunity for a public
comment period. |If there are any of our guests who wish to
make a public comment please come up to the microphone,
line up, and I1°11 give you an opportunity In a second. 1
just want to see who i1s there.

[Pause.]

DR. CROSSON: So this is an opportunity to make a
public comment on matters before the Commission this
morning. We would remind you that there are other
opportunities to interface with MedPAC staff, both online
and In person.

As you come to the microphone please identify
yourself and any organization that you“re affiliated with,
and we would ask you to limit your remarks to two minutes.
When this light returns, the two minutes will have expired.

Thank you.

MR. BLACKMAN: Good morning. Test. Good
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morning. My name is Scott Blackman. 1°"m an associate of
Jerry Stringham at Medical Technology Partners, a Bethesda,
Maryland, consulting firm.

There is a problem with the benefit design in
federal programs. Some opioid pain mitigation technologies
have no benefit category where they can be reimbursed by
government insurers. An example of this flaw iIn the system
IS noninvasive vagus nerve stimulators. The Pain
Management Best Practices Interagency Task Force, which was
required to be formed by CARA, indicated in their draft
report that, quote, "There are now multiple Level 1 studies
and multiple Level 2 studies demonstrating that noninvasive
vagus nerve stimulation can be effective in ameliorating
pain In various types of cluster headaches and migraines.
These therapies provide an electric field to the brain,
cranial nerves, or peripheral nerves without actually
requiring a surgical procedure or implant.”

Unfortunately, noninvasive neuromodulation
technologies, which are self-administered, do not meet any
current benefit category definitions, including medical,
drug, or DME.

We would like MedPAC to propose a minor change in
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the definition of a Part D drug so that non-opioid
technologies like this could be covered for patients under
government programs, should the program administrators deem
that they meet the reasonable and necessary criteria for
coverage. Without some legislative change, there 1s no
pathway for coverage for technologies like this, and
opioids will be prescribed for many of these patients.

I have some legally prepared draft legislation
and would ask MedPAC to recommend its enactment.

Thank you.

DR. CROSSON: Thank you for your comment.

MS. DORSEY: Good morning. DeChone Dorsey and
I*"m representing AvaMed, a medical device association. And
I wanted to raise for the Commission one of the concerns we
have related to opioid alternative device payments, namely
something that wasn®"t brought out in today®s discussion
related to language iIn Section 6082 of the support bill,
where it speaks to non-opioid alternatives which, to our
understanding, could also include devices.

So we support consideration of payment and
coverage policies that reduce bias in selecting the devices

used to treat chronic and acute pain. In some cases, this
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may mean paying separately for opioid alternative
technologies and 1In others 1t may mean simply paying more
to address i1nadequate payments.

While these changes are important, we would ask
the Commission and others to consider payment revisions
that do not force patients to choose between a potentially
addictive opioid and a non-opioid alternative device due to
financial concerns, by promulgating policies that maintain
the same copay for both types of treatments.

Thank you.

DR. CROSSON: Thank you for your comment.

MR. INGOGLIA: Hi. Good morning. My name 1is
Chuck Ingoglia. 1°m the Executive Director of the
Partnership for Part D Access. And I°d like to talk a
little bit this morning about an issue that the Commission
has discussed before, mainly Medicare"s six protected
classes. And this issue is especially relevant today as
the Commission, in 2016, made recommendations on the
protected classes that have been incorporated into a
proposed rule that was recently released by CMS.

Our partnership represents patients from all over

the six relevant classes, and we"ve been curious to --
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there®s been a lot of discussion that the six protected
classes prevent management of the drugs within these
classes, and so we commissioned Avalere to take a look at
this. And despite the statutory requirements that all
drugs i1n the protected classes be covered, the analysis
conducted by Avalere, based on 2016 Part D claims data,
showed that, on average, just 67 percent of available drugs
from protected classes are actually being covered, and just
60 percent of brand drugs.

Also, contrary to the notion that plans are
limited in their ability to manage utilization, the data
shows that plans consistently use prior authorization, step
therapy, and tiering to encourage the use of lower-cost
drugs. In fact, Avalere found that 39 percent of
medications in the protected classes are subject to some
form of medication management, and the data also show that
91 percent of prescriptions filled within the Part D
program are for generic products.

We believe the data compiled by Avalere calls
into the question the MedPAC recommendations to eliminate
coverage for certain classes of medications within the

protected classes, as well as the administration®s recently
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proposed change to the policy.

On behalf of the patient communities who rely on
the protected class policies, we ask you to consider this
data and to rescind your previous recommendation.

Thank you.

DR. CROSSON: Thank you for your comment. Seeing
no further guests at the microphone we are adjourned until
1:15.

[Whereupon, at 11:54 a.m., the meeting was

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

[1:15 p-m.]

DR. CROSSON: Okay. I think we can sit down and
get going now. For the benefit of our guests, this is the
portion of our meeting in January, actually it i1s the
portion of our year where the Commission votes on
recommendations primarily to the Congress for updates to
various portions of the Medicare provider world for fiscal
year 2020.

For those of you who were not present at our
December meeting or have been here before, we will have two
sorts of presentations and votes based upon the December
discussion to the extent that the draft recommendation that
was presented at that time was broadly accepted by the
Commission. We"ll have short presentations and proceed
without debate to vote.

In the case where the Commissioners had a
prolonged discussion and in many cases asked for more
information to be presented, the presentation will be
longer. There will be a discussion and then the vote
following that.

So we"re going to proceed with the first
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presentation, which is on the update to hospital iInpatient
and outpatient payments, as well as a discussion about a
way of rewarding hospital performance. And Stephanie,
Ledia, and Jeff are here, and Stephanie has got that look
in her eye like she"s going to start.

MS. CAMERON: Good afternoon. We are back today
to continue our discussion of the adequacy of Medicare
payments to short-term acute-care hospitals and review our
work In redesigning Medicare®s hospital quality incentive
programs. We will provide you with a draft recommendation
for hospital quality reporting and updating the hospital
payment rates for 2020.

To start with our assessment of hospital payment
adequacy, as you"ll recall, using MedPAC®"s common framework
we examine beneficiaries™ access to care, providers®™ access
to capital, and the quality of care provided in hospitals.
We also examine hospital payments and costs, including
Medicare and efficient provider margins for 2017, and we
project an aggregate Medicare margin for 2019.

As we discussed In December and included in your
mailing materials, the draft update recommendation would

affect about $190 billion Iin Medicare fee-for-service
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spending. This includes $118.6 billion in inpatient
payments and about $65.5 billion in outpatient payments.
Forty-seven hundred hospitals account for about 10 million
inpatient admissions and about 2 million outpatient visits.

To summarize our payment adequacy findings that
we provided in detail last month and also, again, included
in your mailing materials, access to care is good. Use has
increased since 2016, and there is excess hospital capacity
in aggregate.

Access to capital remains strong with close to
record-high all-payer margins and high levels of bond
Issuance.

At the same time, quality metrics are improving,
with mortality rates declining and patient experience
improving.

Medicare margins were negative 9.9 percent In
2017, and 1f current law holds, we would expect slightly
more negative Medicare margins in 2019 compared with 2017,
even for the relatively efficient providers.

Based on the payment adequacy analysis, the draft
recommendation seeks to balance several imperatives. This

includes: maintaining pressure on providers to constrain
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costs to improve long-term program sustainability,
minimizing differences In payment rates across sites of
care consistent with our site-neutral work, moving Medicare
payments toward the cost of efficiently providing high-
quality care, and rewarding high-performing hospitals.
Clearly there are tensions between these objectives that
require a careful balance iIn the draft recommendation.

The draft recommendation thus includes two parts:
first, providing acute-care hospitals with a substantial
payment update, relative to prior years; and, second,
provide additional funds to hospitals for their performance
under the hospital value incentive program which Ledia will
now discuss.

MS. TABOR: The Commission contends that Medicare
payments should not be made without considering the quality
of care delivered to beneficiaries and has recently
formalized a set of principles for quality measurement iIn
the Medicare program.

Based on these principles, In our June 2018
report to the Congress we examined the potential to create
a single outcomes-focused, quality-based payment program

for hospitals -- that i1s, the hospital value incentive
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program, or HVIP. The HVIP links payment to quality of
care to reward hospitals for providing high-quality care to
beneficiaries.

Last month, the Commission discussed recommending
to the Congress to implement the HVIP with increased
payments from the difference between the Commission®s
update recommendation for acute-care hospitals and the
amount specified In current law. This approach rewards
hospitals providing higher-quality care, as opposed to all
hospitals.

The HVIP design and modeling 1*11 review today
includes the enhanced HVIP payments that are part of the
draft recommendation you®"ll review at the end of the
presentation.

Over the past cycle and a half, the Commission
has overall supported the HVIP and asked that we continue
to move forward with a recommendation to the Congress. As
some of the Commissioners have described, the devil will be
in the details of how policymakers implement the HVIP, but
in general, the HVIP should align with the Commission®s
principles for quality measurement.

As illustrated on the left-hand side of the
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slide, the HVIP would combine the current HRRP, VBP, and
HACRP 1nto one program, and eliminate the IQRP which is an
obsolete pay-for-reporting program. Two of these programs
reduce hospital payments for poor performance with design
elements that do not align with the Commission®s
principles. Removing these two programs would increase
payments to hospitals by about a billion dollars in
aggregate. Instead, the new and improved payment program
would increase or decrease hospital payments using the
design elements described on the right-hand side of the
slide.

The HVIP would incorporate population-based
outcome, patient experience and value measures. We modeled
the HVIP using five existing, all-condition quality measure
domains: readmissions, mortality, spending, patient
experience, and hospital-acquired conditions (or infection
rates).

Per the Commission®™s principles, the HVIP would
translate quality measure performance to payment using
clear, prospectively set performance standards. The HVIP
also accounts for differences iIn provider populations

through peer grouping.
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Similar to the current VBP, the HVIP would
redistribute a pool of dollars to hospitals based on their
performance.

111 briefly review the scoring methodology we
used to model the HVIP, starting with how measure
performance i1s converted to HVIP points.

One of the Commission®s principles is that
Medicare quality programs should reward providers based on
clear and prospectively set performance targets. So
hospitals will know ahead of time what performance they
need to achieve on each measure to receive HVIP points and
payments.

In our HVIP modeling, hospitals earn points for
their performance on quality metrics based on a continuous
scale, starting at zero points and up to ten points.

Medicare can define the performance scale using
different methods. For our modeling we set the scale along
a broad distribution of historical data so that most
entities have the opportunity to earn credit for their
performance. A hospital®s total HVIP score is the average
of all of its points across the five measure domains.

We accounted for differences in the social risk
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factors of different hospital patient populations through
peer grouping as opposed to adjusting measure results
because adjusting measure results can mask disparities In
clinical performances.

In peer grouping, to convert HVIP points to
payment adjustments, we use the same performance-to-points
scale across all groups, but each peer group has its own
pool of dollars and has its own multiplier, which is the
"percentage adjustment to payment per HVIP point."” Like
the performance-to-points scale from the previous slide,
each peer group®s payment multiplier is prospectively set
and known by hospitals.

We modeled the HVIP where quality-based payments
are distributed to hospitals within ten peer groups. Each
peer group has about the same number of hospitals, and
those hospitals have about the same share of Medicare
patients that are fully dual-eligible beneficiaries.

In our model, the hospitals in the group serving
more dual-eligible beneficiaries have a larger percentage
increase in payments per HVIP point, so those hospitals
receive a larger adjustment to their points for higher

performance.
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Each peer group has an enhanced pool of dollars
which i1s distributed to hospitals within the peer group
based on the HVIP points each hospital earns.

The pool of dollars will be made up of two
sources. First, the HVIP would be built on a withhold
amount from each of the hospitals in the peer group. The
VBP currently uses a 2 percent total base payment withhold,
but the Commission has also discussed transitioning or
beginning with a 5 percent withhold amount.

The second source for the pool of dollars is part
of the current law payment update. For modeling the HVIP,
we assumed that 0.8 percent of the total hospital payment
update, which applies to both inpatient and outpatient,
would be added to the HVIP pool. This 0.8 percent roughly
translates to a little more than 1 percent of inpatient
spending.

So for the chapter, we modeled hospital
performance using a pool of dollars based on a 2 percent
withhold and 1 percent of total base inpatient spending (or
a 3 percent pool), as well as a 5 percent withhold and 1
percent of total base spending (or a 6 percent pool).

Using either a 3 percent or 6 percent pool of
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dollars in our modeling, the vast majority of hospitals
would receive more than their withhold because the pool of
dollars i1s enhanced by a portion of the hospital payment
update. Also, our HVIP modeling scores hospitals using a
continuous performance-to-points scale based on almost the
entire distribution of performance, so each hospital has
the potential to earn some points and be rewarded.
Policymakers can define the HVIP performance scale using
different methods, for example, around a desired value,
which can change the distribution of hospitals being
rewarded.

Compared with the existing programs, the HVIP we
modeled enhances payment adjustments for hospitals serving
more fully dual-eligible beneficiaries. Also, relatively
efficient providers receive more of a reward from the HVIP
compared with other hospitals.

So, In summary, consistent with the Commission®™s
principles, the HVIP links payment to quality of care to
reward providers for offering high-quality care. It also
rewards hospitals that efficiently deliver higher-quality
care.

The HVIP is simpler than the current four
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overlapping programs. It uses a small set of population-
based outcome, patient experience, and value measures that
encourage providers to collaborate across the delivery
system.

Finally, the HVIP reduces the differences in
payment adjustments between groups of providers serving
populations with different social risk factors.

111 now turn it back to Stephanie to discuss the
recommendation.

MS. CAMERON: Beneficiaries maintained good
access to care and providers continued to have strong
access to capital, while quality improvement continued,
despite negative Medicare margins for most providers.

Given this, the draft recommendation provides the following
program improvements.

First, the HVIP eliminates the complexity of
overlapping program requirements, focuses on outcomes, and
promotes coordination of care.

Second, the program accounts for differences in
the social risk of hospitals®™ patient population through
peer grouping.

Third, because the current readmissions and
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hospital-acquired infection programs are eliminated,
hospital payments would increase and payments to relatively
efficient providers would also increase.

And, fourth, the update recommendation balances
the need to maintain access to care while maintaining
fiscal pressure on hospitals to control their costs, with
the expectation that margins will begin to increase over
time.

With that, the draft recommendation reads:

Congress should replace Medicare®™s current
hospital quality programs with a new hospital value
incentive program (HVIP) that:

Includes a small set of population-based outcome,
patient experience, and value measures;

Scores all hospitals based on the same absolute
and prospectively set performance targets;

Accounts for differences in patient"s social risk
factors by distributing payment adjustments through peer
grouping;

And, for 2020, update the 2019 base payment rate
for acute-care hospitals by 2 percent.

The difference between the update recommendation
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and the amount specified in current law should be used to
Iincrease payments In a new HVIP.

The recommended update of 2 percent with an
increase iIn quality incentive payments would result in
total hospital payments that are equal to current law.
However, eliminating the current readmissions and hospital-
acquired conditions programs would remove penalties from
hospital payment rates and thus increase spending by
between $750 million and $2 billion in 2020 and by between
$5 to $10 billion over five years.

We expect the recommendation to reduce providers-
burden and, relative to current law, makes adjustments more
equitable among hospitals that serve populations with
different social risk factors.

To provide context for the draft recommendation,
the left-hand column of the slide reflects current law. As
you can see, the estimated update for inpatient and
outpatient rates for 2020 would be 2.8 percent if the
current estimates of the market basket and productivity
remain at the current estimated levels. Note that the 2020
current law update is expected to be the highest in a

decade as this i1s the first year since 2010 that hospitals
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have not received an additional downward adjustment to the
update factor, as specified Iin law. The right-hand side of
this slide reflects the draft recommendation where the
update would be 2 percent, then an additional 0.8 percent
from the HVIP, and an addition 0.5 percent from the
elimination of the current readmissions and hospital-
acquired condition program. This results In an iIncrease iIn
the Medicare payment rates to hospitals of 3.3 percent for
fiscal year 2020.

And with that, 1 turn i1t back to Jay.

DR. CROSSON: Thank you. Stephanie, good work.
Long time coming. 1 thank Ledia and Jeff as well.

We"re now open for clarifying questions. Paul.

DR. PAUL GINSBURG: You know, given that you have
a precise estimate there of what the draft recommendation
will do as far as payment rates, how does that reconcile
with the range between 750 million and 2 billion in the
additional payments to hospitals? Or what®s the basis of
that range?

MS. CAMERON: So the basis of that range comes
from the elimination of the current quality penalty

programs. We send our recommendations to the Congressional

B&B Reporters
29999 W. Barrier Reef Blvd.
Lewes, DE 19958
302-947-9541



10

11

12

13

14

15

16

17

18

19

20

21

22

113
Budget Office, and they provide us with those buckets. We
estimated kind of, you know, the fee-for-service effect to
be close to $1 billion, but that is the range that we were
provided with. And that comes from the 0.5 percent.

MS. TABOR: 1°d say there i1s a range because the
HAC reduction program takes away 1 percent from the lowest-
performing quarter of hospitals. So it depends what that 1
percent like what group of hospitals are actually taking
from, and that"s true for the readmissions program, too,
which takes 3 percent from lowest-performing hospitals. So
which hospitals are which could vary by year.

DR. CROSSON: [Is everybody clear on that? There
are standard ranges that we use, so if the number roughly
falls into a standard range, we use the standard range.

Okay. Other clarifying questions? Warner.

MR. THOMAS: Just two quick questions, and, once
again, 1 apologize. 1 missed the presentation you did last
month.

First of all, in the materials that were
provided, there"s still a 0.5 percent productivity
reduction. Is that correct?

MS. CAMERON: Yes. That"s the current estimate.
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That could change as the proposed and final rules for
fiscal year 2020 come out. CMS uses the most recent
estimates at that time. Today the most recent estimate is
that 0.5.

MR. THOMAS: Was there any thought given to
proposing to reduce that or eliminate it given the
continued trend you see in the efficient hospital and total
inpatient margin?

DR. STENSLAND: Current law has the productivity
adjustment, but our recommendations for several years
haven "t had a productivity adjustment. We have just said
the update should be X, and I think the discussion last
December was saying, given where we"re at with all these
indicators, we should have a bigger increase in payments in
aggregate than the current law of 2.8. And that"s how we
got down to this 3.3 percent iIncrease in payments, which
IS, you know, much bigger than anything that"s happened in
recent years.

DR. CROSSON: So, in effect, Warner, what was
done i1s what you asked. What we have is what you asked.

MR. THOMAS: Yeah. 1 mean, 1 guess by

eliminating the current penalties, but did you think about
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or do you know how many entities or organizations would be
impacted? 1 mean, some do not have the deducts on
readmission and whatnot, and you would think there would
probably be efficient hospitals that you reference. So
they wouldn"t necessarily get a pickup with the elimination
of those programs, or would they? 1[I mean, I"m making
assumptions.

DR. STENSLAND: If you don"t have any quality
penalties against you now, you will not get a pickup when
those are eliminated, but you will benefit from the HVIP
because we"re putting new money into HVIP.

MR. THOMAS: The 0.8.

DR. STENSLAND: The 0.8 plus the up to 5 percent
in the HVIP. So you could have 5.8 percent in the HVIP,
which would then be redistributed, and those that do well
no quality would get a disproportionate share of those
dollars because the HVIP is a pool of money where you take
a little bit from everybody and you distribute to the good
performers.

MR. THOMAS: Through that withhold?

DR. STENSLAND: Yes.

So the good performers are going to do better
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under the HVIP.

DR. MATHEWS: The withhold and the 0.8.

DR. CROSSON: Brian.

DR. DeBUSK: Thank you for a really well-written
chapter and a great presentation as well.

I was going to ask about page 35 of the reading
materials. You cited some studies about this notion that
creating fiscal pressure constrains costs, and | noticed
you had a number of studies that you cited, some of them as
recently as 2017. It made a really compelling argument.
I"ve heard this, the cost shift argument versus the fiscal
constraint argument. It made a really compelling argument
for the fiscal constraint argument and seemed to debunk the
cost-shifting argument.

Is there a similar body of literature out there?
I mean, if we wanted to make the opposite argument, are
there a set of articles we could use that are sort of 1In
the equal and opposite direction here, or is this being
presented to us as largely settled research now? That the
fiscal constraint argument has won out over the cost-
shifting argument?

DR. STENSLAND: There was one recent cost-shift
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paper -- and 1 can"t remember -- that came out recently
arguing that there was some cost shift.

But for a long time, most of the economics
literature has suggested that there isn®"t a cost-shift
effect. Most of the economics literature has said that
basically i1t kind of comes down to the providers would
rather have the money go to them than stay with the
insurance company, and so if they can get a higher rate,
they generally will like that.

DR. DeBUSK: So it"s largely settled research
now, at least in the opinion of this Commission?

DR. STENSLAND: 1 think so. You can ask
everybody else around the table. 1 don"t know if everybody
would agree, but 1 think at least the literature is kind of
going in that way. Maybe David would have comments on that
too.

DR. GRABOWSKI: 1 agree with Jeff here that most
of the economic research on this topic is sort of debunked,
but cost-shifting stories, I"m not a big believer in that.
I know Jon sort of touched on this as well earlier.

DR. DeBUSK: Okay, great.

Then the second question 1 had, these relatively
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efficient hospitals -- and 1 think David actually mentioned
this 1In our last public meeting, we set up a screener that
includes things like cost, and then on the next page, on
page 38, we report, lo and behold, these efficient
hospitals have lower costs. Well, they were screened on
having lower costs. 1It"s a circular reference.

I was sort of critical of that. David, 1 think
you were the one who mentioned that in the last public
meeting.

When 1 got my reading materials, 1 was playing
with something. If you look at your screener and you just
assume by random chance, these 2,151 hospitals are going to
fall 1n a spectrum.

Statistically speaking, 476 of them should
qualify, if these were just random variables based on your
screen, and In practice, we only get, I want to say, 291
that qualify.

I*m really warming up to the screener. 1 mean, |
really like what you®"re doing here, but 1 think in future
work -- 1"m thinking through. Have we looked at the
deviation from the statistical expectations of what we

should see from this group?
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For example, if we said, well, we screened on
cost, we would expect them to be 8 percent lower, and
they"re not 8 percent lower. They"re 13 percent lower.
Have we looked at the statistics around the bias that we"ve
introduced 1Into our screener?

Perhaps the longest Round 1 question ever. Sorry
about that.

DR. STENSLAND: Not recently.

We could do something like that. It would be
somewhat complicated because the screener says you can"t be
bad on any of these things In any of the prior three years.

What we do that"s differently from a lot of the
other analysis you"ll see that will come out in kind of the
more popular press and they"ll say these are the best
hospitals or the most efficient hospitals -- and they"ll
look for the hospitals i1in 2018, which they say are the most
efficient. They"ll look at 2018 costs and say these are
the most efficient hospitals.

That"s not what we do. We say, well, let"s look
at who looks good from "14 to "16, and 1f they looked good
in "14 to "16, we"ll call them the efficient group. And

then we" 1l look at their 2017 costs. So the costs that
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we"re judging them on are from a year that are different
from the costs that we screen them on iIn order to avoid
them getting into the good group just by random variation.

So if they were in that good group just by random
variation and there wasn"t any serial correlation, you
would expect them In the next year not to be anything
different from the average, but that®"s not what we find.

So the whole i1dea is to screen on one set of years and then
look at the performance in a different set of years that"s
separate.

DR. DeBUSK: So is this a relatively stable group
of 291 hospitals, then? Do the members change that much
from year to year?

DR. STENSLAND: I would call it relatively
stable, but there are definitely people that are going to
go In and out because you only need one bad year to go out.

So 1f you"re a hospital and you close a wing one
year and so you write off all that expense for that wing,
you"re not going to make it in the efficient group just for
that one thing that you did in that one year.

We"re not really trying to be definitive of

saying this exact group is the best hospitals. We"re just
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trying to say that if you do operate relatively
efficiently, what kind of indicator do we have in terms of
what kind of margins you would end up with?

DR. DeBUSK: Okay.

And with Warner®s observation -- | guess it was a
year ago -- that the relatively efficient providers had
slipped Into negative margins, do we have any way of
assessing? Does HVIP fix that? 1Is it close? Have we
modeled 1t?

DR. STENSLAND: 1 think what we expect to happen
is their margins have been going down, and we think between
the total increase In money that we have going in of 3.3
percent, we think 1t will start moving their margins back
up, maybe not up to zero for the efficient providers, but
they should be moving upward, start moving upward in 2020
because that"s when this would take effect.

In terms of the HVIP, the HVIP dollars, we"re
redistributing all these dollars, and the top performers,
the efficient providers are going to do better under the
redistribution because they just tend to have mortality,
lower readmission. They do better on HVIP. So they do

better on that, but they"re also the ones, as Warner put it
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out, that aren®t going to gain as much from the elimination
of the current penalties because these efficient providers
are also the ones that aren"t getting so much of the
current penalties that we"re eliminating. So, on net, they
do a little bit better, but it"s not a huge movement for
the efficient providers. So that makes sense.

DR. MATHEWS: Brian, if 1 could just add one
thing to what Jeff said -- and 1 agree completely with
everything that he just recited, but to your initial point
about whether or not there i1s something of a tautology here
and that we"re i1dentifying low-cost providers and -- or
relatively low-cost providers and relativel