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Chapter summary

Each year, the Commission provides a status report on the Medicare
prescription drug benefit established under Part D that describes beneficiaries’
access to prescription drugs: enrollment levels, plan benefit designs, and the
quality of Part D services. The report also analyzes changes in plan bids,

premiums, and program costs.

In 2014, Medicare spent $78 billion for the Part D benefit, accounting

for nearly 13 percent of total Medicare outlays. In 2015, about 39 million
Medicare beneficiaries were enrolled in Part D: 61 percent were in stand-alone
prescription drug plans (PDPs) and the rest were in Medicare Advantage—
Prescription Drug plans (MA-PDs). Part D experienced significant growth

in 2014 and 2015 program spending, much of which was attributable to new

treatments for hepatitis C.

Medicare beneficiaries’ drug coverage in 2015 and benefit offerings for
2016—1In 2015, 70 percent of Medicare beneficiaries were enrolled in Part
D plans. Among those 39 million individuals, nearly 12 million received
the low-income subsidy (LIS), which provides extra help with premiums
and cost sharing. An additional 4 percent received drug coverage through
employer-sponsored plans that receive Medicare’s retiree drug subsidy. As

of 2013, 12 percent of beneficiaries had either no drug coverage or coverage
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less generous than Part D. Our previous analysis showed that beneficiaries with no

creditable coverage tended to be healthier, on average.

In 2016, plan sponsors are offering 886 PDPs and 1,682 MA-PDs, an 11 percent
decrease from 2015 in the number of PDPs offered and a 5 percent increase in MA—
PDs. PDP reductions appear to reflect a trend in which sponsors are consolidating
their plan offerings into fewer, but more widely differentiated, products. Even with
these consolidations, beneficiaries have between 19 and 29 PDPs to choose from,
depending on where they live, as well as typically 9 or more Medicare Advantage
options. MA-PDs continue to be more likely than PDPs to offer enhanced benefits,
but a smaller share is offering gap coverage (beyond what is required by the Patient
Protection and Affordable Care Act of 2010) compared with previous years. For
2016, 218 premium-free PDPs are available to enrollees who receive the LIS, a 23
percent decline from 2015. Most regions of the country continue to have at least 3

and as many as 10 PDPs available at no premium to LIS enrollees.

In 2015, about 80 percent of enrollees were in plans with two cost-sharing tiers

for generic drugs: a preferred one with lower cost sharing and another generic tier
that, in some cases, came with substantially higher cost sharing. In 2015, nearly 90
percent of PDPs used tiered pharmacy networks that included preferred pharmacies
offering lower cost sharing. Both of these strategies provide financial incentives for
enrollees to use lower cost drugs or providers, potentially reducing program costs.
However, because cost sharing for LIS enrollees is set by law, they are less likely to
be influenced by plan benefit designs that use cost sharing to encourage the use of
lower cost medications and pharmacies. This situation, in turn, may lead to higher
growth in spending for Medicare’s low-income cost-sharing subsidy compared with

cost-sharing amounts paid by non-LIS enrollees.

Part D program spending and bids—Between 2007 and 2014, Part D spending
on an incurred basis increased from $46 billion to $73 billion (an average annual
growth rate of about 6.8 percent). (The incurred amount of $73 billion for 2014
differs from the $78 billion mentioned earlier because the larger amount includes
reconciliation payments between Medicare and plan sponsors for benefits delivered
in previous years.) In 2014, Part D program payments increased by nearly 15
percent from the year before, much of that due to spending for new hepatitis C
drugs. Also in 2014, Medicare’s reinsurance payments to plans surpassed LIS
payments to become the single largest component of Part D spending. Reinsurance
also remained the fastest growing component, at an average annual rate of 19
percent between 2007 and 2014. Program spending for Part D reflects two
underlying trends. First, an unusually large number of patent expirations on widely

used brand-name drugs has led to a dramatic shift toward use of generics in Part D.

370 status report on Part D



Generic drugs’ share of all Part D prescriptions filled rose from 61 percent in 2007
to 84 percent in 2013. However, between 2012 and 2013, the share of enrollees
who incurred spending high enough to reach the catastrophic phase of Part D’s
benefit grew by nearly 10 percent. Spending for these high-cost individuals grew
by 8.4 percent per enrollee, driven primarily by increases in the average price per
prescription filled. The pharmaceutical pipeline is shifting toward greater numbers
of biologic products and specialty drugs, many of which have high prices and few
therapeutic substitutes. The use of high-priced drugs by Part D enrollees will likely
grow and put significant upward pressure on Medicare spending for individual

reinsurance and the LIS.

Access to prescription drug coverage—In general, Part D has improved Medicare
beneficiaries’ access to prescription drugs, with plans available to all individuals.
The amounts enrollees pay in cost sharing can also affect access. Generally,
between 2007 and 2013, average out-of-pocket costs remained stable or even
decreased somewhat, in part because of the phased closure of Part D’s coverage
gap. For individuals whose prescription medications are not covered by their plans
or are covered but have relatively high cost sharing, a well-functioning exceptions
and appeals process is crucial. Plan-level data show low rates of claim rejections
and appeals. At the same time, CMS has conducted audits that have found some

compliance issues with formulary administration, claims adjudication, and appeals.

Quality in Part D—In 2016, the average star rating among Part D plans decreased
somewhat for PDPs but increased slightly for MA—PDs. PDP scores changed
significantly because of changes to the mix of measures, making it difficult to

use star ratings to evaluate changes in quality of services over time. Part D plans
are required to implement medication therapy management (MTM) programs

to improve quality. Although the Commission supports the goal of improving
medication management, we have been concerned with the effectiveness of plans’
MTM programs. Beginning in 2017, Medicare will test enhanced MTM programs
by providing incentives for stand-alone PDPs to conduct medication reviews and

tailor drug benefit designs to encourage adherence to appropriate drug therapies. B
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Parameters of the defined standard benefit increase over time

Average
annual
growth rate
2006 2015 2016 2006-2016
Deductible $250.00 $320.00 $360.00 3.7%
Initial coverage limit 2,250.00 2,960.00 3,310.00 3.9
Annual outof-pocket spending threshold 3,600.00 4,700.00 4,850.00 3.0
Estimated total covered drug spending at annual out-of-pocket threshold 5,100.00 7,061.76* 7,515.22* 4.0
Minimum cost sharing above annual out-of-pocket threshold:
Copayment for generic/preferred multisource drugs 2.00 2.65 2.95 4.0
Copayment for other prescription drugs 5.00 6.60 7.40 4.0

Note:  *Total covered drug spending at annual out-of-pocket threshold depends on each enrollee’s mix of brand-name and generic drugs filled during the coverage gap.
The amounts for 2015 and 2016 are for an individual who is not receiving Part D's low-income subsidy and has no other supplemental coverage. Part D benefit
parameters for 2016 reflect an increase of nearly 12 percent over 2015 due to a more than 6 percent increase in average spending and a revision to prior-year
adjustments of over 5 percent (Centers for Medicare & Medicaid Services 2015g).

Source: CMS, Office of the Actuary.

In 2014, Medicare spent $78 billion on the Part D
program, accounting for nearly 13 percent of Medicare
outlays (Boards of Trustees 2015)." In 2015, more than
39 million Medicare beneficiaries were enrolled in Part D
plans. Each year, the Commission provides a status report
on Part D and makes recommendations as necessary.

We examine several performance indicators: enrollment
patterns, plan benefit offerings, market structure,

drug pricing, program costs, beneficiaries’ access to
medications, and quality.

Part D’s approach

Medicare’s payment system for Part D is very different
from payment systems under Part A and Part B. For Part
D, Medicare pays competing private plans to deliver
drug benefits to enrollees. Instead of setting prices
administratively, Medicare’s payments are based on bids
submitted by plan sponsors. Part D pays for drug benefits
whether beneficiaries enroll in a stand-alone prescription
drug plan (PDP) or in a Medicare Advantage—
Prescription Drug plan (MA—-PD).

The design of the program is intended to give plan
sponsors incentives to offer beneficiaries attractive
prescription drug coverage while controlling growth

in drug spending. Policymakers envisioned that plans
would compete for enrollees based on premiums, benefit
structure (e.g., deductible amount), formularies, quality of
services, and networks of pharmacies.

The drug benefit

Medicare defines a standard Part D benefit with
parameters that change at the same rate as the annual
change in beneficiaries’ average drug expenses (Table
13-1).2 For 2016, the defined standard benefit includes

a $360 deductible and 25 percent coinsurance until the
enrollee reaches $3,310 in total covered drug spending.
Enrollees whose spending exceeds that amount face a
coverage gap up to a threshold of $4,850 in out-of-pocket
(OOP) spending, excluding cost sharing paid by most
sources of supplemental coverage such as employer-
sponsored policies. Above the OOP threshold, enrollees
pay the greater of either 5 percent coinsurance or $2.95 to
$7.40 per prescription.

Before 2011, enrollees exceeding the initial coverage limit
were responsible for paying the full price of covered drugs
(usually without reflecting manufacturers’ rebates) up to
the annual OOP threshold. Because of changes made by
the Patient Protection and Affordable Care Act of 2010
(PPACA), since 2011, beneficiaries without a low-income
subsidy (LIS) face reduced cost sharing for both brand-
name and generic drugs filled during the coverage gap
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Nearly three-quarters of Medicare
enrollees received drug coverage
through Part D, 2015

Beneficiaries
Percent of
Medicare
In millions enrollment
Medicare enrollment 55.8 100%
Part D enrollment
In Part D plans 39.2 70.3
In plans receiving RDS* 2.2 3.9
Total Part D 414 74.2%*

Note:  RDS (retiree drug subsidy). Part D plan enrollment figures based on
enrollment as of April 1, 2015.
*Excludes federal government and military retirees covered by either
the Federal Employees Health Benefits Program or the TRICARE for Life
program.
**The remaining 25.8 percent of beneficiaries not enrolled in Part
D receive drug coverage through other sources (such as the Federal
Employees Health Benefits Program, TRICARE for Life, and the Department
of Veterans Affairs), had no drug coverage, or had coverage less
generous than Part D.

Source: MedPAC based on Table IV.B7 and Table V.B4 of the Medicare Board of
Trustees’ report for 2015 and monthly Part D enrollment data as of April
1,2015.

(Medicare Payment Advisory Commission 2015b). In
2016, cost sharing for prescriptions filled during the gap
phase is 45 percent for brand-name drugs and 58 percent
for generic drugs.® An individual with no other source of
drug coverage is estimated to reach the $4,850 limit at
$7,515.22 in total drug expenses.

Plan sponsors can and do offer alternative benefit designs.
For example, a plan can offer a deductible lower than $360
or can use tiered copayments rather than coinsurance—
provided the alternative benefit meets requirements for
actuarial equivalence. Once a plan sponsor offers a plan
with basic benefits in a region, it can also offer plans with
additional drug coverage, called enhanced plans, that
supplement the standard benefit.

Part D includes a LIS that provides assistance with
premiums and cost sharing for individuals with low
incomes and assets. Individuals who qualify for this
subsidy pay no or nominal cost sharing set by statute. In
2016, most individuals receiving the LIS pay up to $2.95
for generic drugs and up to $7.40 for brand-name drugs.

Two avenues of competition in Part D

Plan sponsors concentrate much of their attention

on premium competition to attract enrollees because
premiums are seen by most consumers as the most
salient feature (particularly by those without the LIS)

to compare plan options. Part D plan sponsors submit
bids to CMS that represent their revenue requirements
(including administrative costs and profit) for delivering
the standard benefit to an enrollee of average health. Part
D is different from Part C (i.e., Medicare Advantage) in
that Medicare’s payments do not involve any comparison
with an administratively set benchmark amount. Instead,
CMS calculates a nationwide enrollment-weighted average
among all the bid submissions.

Enrollees pay a base beneficiary premium ($34.10 in
2016) plus (or minus) any difference between their plan’s
bid and the nationwide average bid (Medicare Payment
Advisory Commission 2015b). If enrollees choose a

plan that is costlier than average, they pay a premium

that is higher by the difference between the plan’s bid

and the nationwide average. If they select a plan that

has a lower than average bid, their premium is lower

by that difference. If enrollees pick a plan that includes
supplemental coverage, they must pay the full price for the
additional coverage (i.e., Medicare does not subsidize it).
This approach is designed to give sponsors the incentive
to control enrollees’ spending so that sponsors can bid low
and keep premiums attractive. At the same time, sponsors
must balance this incentive with beneficiaries’ desire to
have access to medications. A plan with a very limited
number of covered drugs might not attract enrollees.

A second avenue of competition involves keeping plan
premiums at or below regional LIS benchmarks. Part

D’s bidding process determines the maximum premium
amount Medicare will pay on behalf of LIS enrollees. This
amount varies across the country’s 34 Part D regions. It is
based on an average of premiums for plans (both stand-
alone PDPs and MA-PDs) with basic benefits, weighted
by each plan’s LIS enrollment in the previous year. The
formula also ensures that at least one stand-alone PDP is
available to LIS enrollees at no premium.

This approach to subsidizing LIS enrollees also provides
incentives for plan sponsors to control drug spending
and bid low. If sponsors do so, they can win or maintain
market share without having to incur marketing expenses
for LIS enrollees. Each year, there is turnover in
benchmark plans—those that qualify as premium free.

If LIS enrollees are in a plan with a premium above the
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benchmark and do not choose a plan themselves, CMS
reassigns these enrollees randomly to a new benchmark
PDP. Instead of accepting the new assignment, LIS
enrollees may choose a plan themselves. However, if their
selected plan has a premium higher than the benchmark,
they must pay the difference between the plan’s premium
and the benchmark amount. Once LIS enrollees select a
plan themselves, CMS no longer reassigns them to a new
plan. Instead, the agency sends letters about premium-free
plan options in the enrollee’s region.

In 2015, about three-quarters of Medicare beneficiaries
were enrolled in Part D or actuarially equivalent employer
drug plans for retirees. Enrollment has shifted from retiree
drug plans to Part D plans. Only 1 percent of Part D
enrollees were in defined standard benefit plans; the rest
were in plans that had the same or higher average benefit
values but different cost-sharing structures. In 2016,

plan sponsors are offering fewer PDPs, but beneficiaries
continue to have broad choice among plans. The number
of MA-PDs has grown slightly.

In 2015, about three-quarters of Medicare
beneficiaries were in Part D plans or
employer plans that got Medicare’s retiree
drug subsidy

In 2015, over 39 million individuals—about 70 percent

of nearly 56 million total Medicare beneficiaries—were
enrolled in Part D plans (Table 13-2). Additionally, nearly
4 percent of other beneficiaries got drug coverage through
employer-sponsored plans that received Medicare’s retiree
drug subsidy (RDS) for being the primary provider.* The
remaining nearly 26 percent of Medicare beneficiaries
received drug coverage from other sources, had no
coverage, or had coverage less generous than Part D.

An estimate from the 2013 Medicare Current Beneficiary
Survey (MCBS) suggests that about 12 percent of
beneficiaries (a subset of the 26 percent described above)
had no “creditable” drug coverage (either no coverage at
all or less generous coverage than Part D)—a bit higher
than the 10 percent reported by CMS during the first few
years of Part D. About half of the 12 percent reported
having some drug coverage through public or private
insurance. Consistent with previous findings, our analysis

of the 2013 MCBS data suggests that beneficiaries who
do not enroll in Part D tend to be healthier (Medicare
Payment Advisory Commission 2013).

In recent years, enrollment has shifted noticeably into Part
D plans from employer plans that had previously received
the RDS (Figure 13-1, p. 376). This shift reflects changes
made by PPACA that over time increased the generosity
of Part D by eliminating the coverage gap and by altering
the tax treatment of drug expenses covered by the RDS.
Between 2010 (the year PPACA was enacted) and 2015,
the number of beneficiaries whose employers received the
RDS fell from 6.8 million to 2.2 million. Over the same
period, enrollment in Part D plans that were operated for
employers and their retirees (employer group waiver plans,
or EGWPs) grew from 2.4 million to 6.6 million.

The percentage of Medicare beneficiaries covered under
Part D has grown over time, as has the share of enrollees
in plans that combine prescription coverage with medical
benefits (MA—PDs). Between 2007 and 2015, the share of
Medicare beneficiaries enrolled in Part D plans grew from
about 54 percent to 70 percent, or an average 6 percent
annually (Table 13-3, p. 376). Enrollment in MA—-PDs
grew more rapidly (10 percent annually) than in PDPs (4
percent annually). In 2015, 39 percent of Part D enrollees
were in MA—PDs compared with 30 percent in 2007.

In 2015, about 12 million beneficiaries (30 percent of Part
D plan enrollees) received the LIS (Table 13-3). Of these
individuals, more than 7 million were dually eligible for
Medicare and Medicaid. Another 4.6 million qualified for
the LIS either because they received benefits through the
Medicare Savings Programs or the Supplemental Security
Income program or because they were eligible after they
applied directly to the Social Security Administration (data
not shown). Part D enrollees who receive the LIS are more
likely to be female, more than twice as likely to be African
American, Hispanic, or Asian, and nearly five times more
likely to be under age 65 (Medicare Payment Advisory
Commission 2015a).

Between 2007 and 2015, enrollment growth for Part D
enrollees who received the LIS was slower (3 percent

per year) than for non-LIS enrollees (8 percent per year)
(Table 13-3). Non-LIS enrollees’ faster enrollment growth
is partly attributable to the recent growth in EGWPs that
shifted beneficiaries to Part D plans from employer plans
that had previously received the RDS. Consequently, the
share that received the LIS fell from 39 percent to 30
percent.
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m Enrollment in Part D plans has increased over time, with

fewer employers receiving Medicare’s retiree drug subsidy
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Source: MedPAC based on monthly Part D enrollment data and Table [V.B7 of the 2015 annual report of the Boards of Trustees of the Medicare trust funds.

m Part D plan enrollment trends, 2007-2015

Average
annual
growth rate
2007 2009 2011 2013 2015 2007-2015
Total Part D enrollment (in millions) 24.2 26.7 29.3 35.4 39.2 6%
Percent of Medicare beneficiaries 54% 57% 60% 67% 70%
Enrollment by type (in millions)
PDP 16.9 17.4 18.6 22.5 24.0 4
MA-PD 7.2 9.3 10.7 12.9 15.3 10
Percent in MA-PD 30% 35% 37% 36% 39%
Enrollment by LIS status (in millions)
LIS 9.4 9.7 10.5 11.2 11.7 3
Non-LIS 14.8 17.1 18.8 24.2 27.5 8

Percent receiving the LIS 39% 36% 36% 32% 30%

Note:  PDP (prescription drug plan), MA-PD (Medicare Advantage-Prescription Drug [plan]), LIS (low-income subsidy). Figures are based on enrollment as of April 1 of
each year with the exception of 2007 (enrollment as of July 1, 2007) and 2008 (enrollment as of May 1, 2008). Components may not sum to stated totals due to
rounding.

Source: MedPAC based on monthly Part D enrollment data.
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13-4 MA-PD enrollees more likely to be in enhanced
plans with reduced or no deductible, 2015
PDP MA-PD
Number (in millions) Percent Number (in millions) Percent
Total 19.2 100% 10.6 100%
Type of benefit
Defined standard 0.0 0 0.1 1
Actuarially equivalent* 10.6 55 2.9 27
Enhanced 8.6 45 7.6 72
Type of deductible
Zero 9.3 49 6.0 57
Reduced 1.4 7 3.4 32
Defined standard* * 8.5 44 1.2 11

Note:  MA-PD (Medicare Advantage-Prescription Drug [plan]), PDP (prescription drug plan). The MA-PD enrollment described here excludes employer-only plans, plans
offered in U.S. territories, 1876 cost plans, special needs plans, demonstrations, and Part B-only plans. Components may not sum fo stated totals due to rounding.

*Includes “actuarially equivalent standard” and “basic alternative” benefits.

**$320 in 2015.

Source: MedPAC analysis of CMS landscape, plan report, and enrollment data.

About 70 percent (8 million) of LIS enrollees were in
PDPs; the rest were in MA—PDs (data not shown). Most
individuals receiving the LIS are enrolled in traditional
Medicare rather than Medicare Advantage. Thus, if these
individuals have not chosen a Part D plan themselves,
CMS randomly and automatically assigns them to
benchmark plans, which are all PDPs. However, LIS
enrollment in MA—-PDs has grown as some individuals
have selected these plans or joined them through the
Medicare-Medicaid financial alignment initiative.

Beneficiaries’ enrollment decisions in 2015

Most Part D enrollees are in plans that differ from Part
D’s defined standard benefit; these plans are actuarially
equivalent to the standard benefit or are enhanced in some
way. Actuarially equivalent plans have the same average
benefit value as defined standard plans, but a different
benefit structure. For example, a plan may use tiered
copayments (e.g., charging $5 per generic drug and $50
for a brand-name drug) that can be higher or lower for

a given drug compared with the 25 percent coinsurance
under the defined standard benefit. Alternatively, instead
of having a deductible, a plan may use a cost-sharing rate
higher than 25 percent. Once a PDP sponsor offers at least
one plan with basic benefits in a region, it can also offer

a plan with enhanced benefits by including, for example,
lower cost sharing, coverage for drugs filled during the gap
(beyond what is required by PPACA), or an expanded drug
formulary that includes non—Part D drugs.

Enrollment by benefit design

In 2015, 55 percent of PDP enrollees had basic coverage
that was actuarially equivalent to the defined standard
benefit, most with tiered copayments (Table 13-4).
Another 45 percent of PDP enrollees had enhanced
benefits—the typical enhancement being a lower
deductible rather than benefits in the coverage gap. No
PDP enrollees were in defined standard benefit plans.
MA-PD enrollees were predominantly in enhanced plans
with no deductible or a deductible smaller than the $360 in
Part D’s defined standard benefit. Enrollees in PDPs were
more likely to have a deductible in their plans’ benefit
design than enrollees in MA—PDs.

Under the Medicare Advantage payment system, MA—
PDs may use a portion of their Part C payments to
supplement their Part D drug benefits or to lower Part D
premiums.’ Many MA—PDs also use some of their Part C
rebate dollars to provide additional Part D benefits in the
coverage gap (Figure 13-2, p. 378). In 2015, 45 percent of
MA-PD enrollees (nearly 5 million beneficiaries) were in
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PDPs

PDP enrollees are less likely to have plans that offer

additional benefits in the coverage gap
MA-PDs
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effectively eliminates any coverage gap.

Source: MedPAC analysis of CMS landscape, plan report, and enrollment data.

plans offering some gap coverage. By comparison, only 10
percent of PDP enrollees (about 2 million beneficiaries)
were in plans that offered benefits in the coverage gap
beyond what is required by PPACA. However, 33 percent
of PDP enrollees (8 million of 24 million) received the
LIS, which effectively eliminates their coverage gap (data
not shown).

Average enrollee premiums

On average, Part D premiums have remained flat over the
past several years, despite growth in program spending
for Part D’s catastrophic benefits. In 2015, monthly
beneficiary premiums averaged about $30 across all plans
(Table 13-5). Underlying that average is wide variation,
ranging from $0 for a number of MA—PDs to $172 for a
PDP offering enhanced coverage (data not shown).® On
average, premiums were lower for beneficiaries enrolled

in MA—PDs compared with those enrolled in PDPs, in
part reflecting plan sponsors’ use of Part C rebate dollars
to lower enrollee premiums. Among PDP enrollees,
individuals in plans that offered enhanced coverage paid,
on average, $20 more per month than those in plans that
offered only basic coverage ($48 vs. $28, respectively). In
contrast, beneficiaries enrolled in MA—PDs, on average,
paid lower premiums for enhanced coverage than for basic
coverage alone ($16 vs. $21, respectively).

While the overall average Part D premium (including basic
and enhanced coverage) has been stable in recent years,
averages specific to PDPs and to MA—PDs have shown
more fluctuation (Table 13-5). For example, average
monthly premiums for enrollees in PDPs that offered
enhanced coverage experienced large year-to-year changes
between 2011 ($63) and 2013 ($49).
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Changes in average Part D premiums, 2007-2015

Average monthly premium weighted by enrollment (in dollars) Averagle
annua
growth rate
2007 2011 2012 2013 2014 2015 2007-2015
All plans (any coverage) $23 $30 $30 $30 $29 $30 3.1%
PDPs
Basic coverage 24 33 33 32 30 28 2.1
Enhanced coverage 40 63 58 49 49 48 2.2
Any coverage 27 38 38 39 38 37 3.9
MA-PDs, including SNPs*
Basic coverage 17 27 27 29 25 21 2.8
Enhanced coverage 9 13 12 13 13 16 8.3
Any coverage 10 14 14 15 16 18 7.2

Note:

PDP (prescription drug plan), MA-PD (Medicare Advantage—Prescription Drug [plan]), SNP (special needs plan). Figures exclude employer-only plans, plans offered
in U.S. territories, 1876 cost plans, demonstrations, and Part B-only plans.

*Reflects the portion of Medicare Advantage plans’ total monthly premium attributable to Part D benefits for plans that offer Part D coverage. MA-PD premiums

reflect Part C rebate dollars that were used to offset Part D premium costs.

Source: MedPAC analysis of CMS landscape, plan report, and enrollment data.

Two other factors affect the premium amount paid by a
given enrollee. First, higher income beneficiaries pay a
larger share of their Part D benefits; that is, they have a
lower federal subsidy. In 2015, an estimated 2.1 million
beneficiaries (about 5 percent of Part D enrollees) were
subject to the income-related premium.’ As with the
income-related premium for Part B, the higher Part D
premiums apply to individuals with an annual adjusted
gross income greater than $85,000 and to couples with
an adjusted gross income greater than $170,000. A
beneficiary whose income exceeds these levels pays an
income-related monthly adjustment amount in addition to
the Part D premium paid to a plan. In 2015, the adjustment
amount ranged from $12 to $71 per month, depending on
income.

Second, individuals enrolling in Part D outside of their
initial enrollment period must have proof that they

had drug coverage as generous as the standard benefit
under Part D (i.e., creditable coverage) to avoid the late
enrollment penalty (LEP). The LEP amount depends on
the length of time an individual went without creditable
coverage and is calculated by multiplying 1 percent of
the base beneficiary premium times the number of full,

uncovered months an individual was eligible but was not
enrolled in a Part D plan and went without other creditable
coverage.

Benefit offerings for 2016

Beneficiaries are encouraged to reexamine their plan
options from time to time. In addition to changes in plan
availability and premiums, most plans make some changes
to their benefit offerings—such as deductible amounts and
plan formularies—that can directly affect access to and
affordability of medications. We outline notable trends for
the 2016 benefit year, including changes in numbers of
plans, coverage, premiums, and cost sharing.

Number of PDPs has declined, but broad choice
still available

For 2016, plan sponsors are offering 11 percent fewer
PDPs than in 2015, while the number of MA—PDs
increased by 5 percent (Figure 13-3, p. 380). The decline
in PDPs is due largely to plan responses to CMS’s policy
intended to differentiate more clearly between basic and
enhanced benefit plans and a policy discouraging plans
with low enrollment. In addition, some sponsors may have
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A wide variety of plans available in 2016, but fewer benchmark PDPs
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Source: CMS landscape and plan report files, 2006-2016.

chosen to reduce their offerings out of concern for rules
that were proposed by CMS—but ultimately were not
finalized—that would have limited sponsors to offering no
more than two PDPs per region (Centers for Medicare &
Medicaid Services 2014d).'

Even with fewer PDPs, beneficiaries continue to have a
wide variety of choice among plans, ranging from 19 PDP
options in Alaska to 29 PDPs in the Pennsylvania—West
Virginia region, along with MA—PD options in most areas
of the country. The number of Medicare Advantage (MA)
plans available to a beneficiary varies by the county of
residence, with an average county having 9 MA plans to
choose from (18 plans when weighted by the Medicare
population). A handful of counties have no MA plans
available.

In 2016, PDPs available to LIS enrollees with no premium
(benchmark plans) declined 23 percent from 2015 levels
to 218 plans (Figure 13-3). Most regions of the country

continue to have a number of premium-free PDPs
available in 2016, ranging from 3 PDPs in Florida to 10 in
Arizona and in the Washington, DC-Delaware—Maryland
region. Hawaii has two PDPs that qualify as premium free.

For 2016, an estimated 1.9 million of about 12 million
LIS enrollees were affected by the turnover in plans
whose premiums no longer fell at or below benchmarks—
potentially subject to reassignment to a new benchmark
plan by Medicare (Hoadley et al. 2015a). However, over
the years, a sizable share of LIS enrollees (by 2010, 43
percent of LIS enrollees in PDPs) had selected plans that
differed from their randomly assigned plans and were
therefore no longer eligible for reassignment (Hoadley et
al. 2015¢). In 2015, an estimated 1.2 million LIS enrollees
in PDPs (15 percent) remained in a nonbenchmark plan
and paid a portion of their premium (Hoadley et al.
2015b). Another 0.4 million LIS enrollees in MA-PDs
paid a portion of their premium. CMS estimated that
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for 2016, it would need to randomly reassign about 0.5
million LIS enrollees to new benchmark plans (Lyons
2015).

Most MA-PDs offer more generous drug coverage
than PDPs, but some MA-PDs have less generous
coverage compared with last year

The number of MA-PDs grew by 5 percent between 2015
and 2016, and most MA—PD enrollees continue to have
more generous coverage than what is offered typically in
PDPs—for example, some enhanced coverage beyond basic
Part D benefits. For 2016, the share of MA—-PDs offering
enhanced benefits increased to 87 percent compared with
81 percent the year before. However, between 2015 and
2016, the share of MA-PDs that charge no deductible
dropped from 63 percent to 55 percent. In 2015 and 2016,
the percentage of MA-PDs that offer additional coverage
in the coverage gap beyond that already called for under
PPACA remained steady at 44 percent.

The reasons certain MA—-PDs are offering less generous
coverage are not fully clear. Our analysis of Part C plan
bids suggests that, on average, MA-PDs dedicated about
the same percentage of Part C rebate dollars for Part D
benefits in 2016 as in 2015 (35 percent, or nearly $29 per
enrollee per month, split fairly evenly between basic and
enhanced benefits). One possibility for the less generous
coverage is that some plans are using the Part C rebates in
other ways rather than reducing deductibles or providing
gap coverage. For example, the cost of providing Part

D benefits may have risen for MA-PDs, and some plan
sponsors chose to scale back coverage to a greater extent
than they chose to increase their bids. Another possibility
is that MA—PD sponsors do not need to include as much
coverage in plan designs because Part D’s benefit is
becoming more generous (as the coverage gap phases
out) and because MA-PDs are enrolling larger numbers
of individuals who receive help with premiums and cost
sharing through the LIS.

Greater differentiation among PDP offerings

With the reduction in numbers of PDPs, plan sponsors
appear to be consolidating offerings into fewer, but more
widely differentiated, products. Many sponsors appear to
be moving closer toward offering one basic plan and one
enhanced plan per region. For 2016, sponsors continue
to use alternatives to Part D’s defined standard benefit;
the market includes no PDPs with the standard benefit
design, which was also true in 2015. In those two years,
the percentage of PDPs that charged the defined standard

benefit’s deductible amount ($360 in 2016) rose from

44 percent to 53 percent, while the percentage of plans
that charged no deductible fell from 42 percent to 33
percent. The share of plans that used a deductible less
than $360 remains at 14 percent. A smaller share of PDPs
offers additional coverage in the gap: 22 percent in 2016
compared with 26 percent a year earlier. The reduction in
the number of PDPs offering gap coverage may, in part,
be associated with changes made by PPACA to gradually
phase out the coverage gap.'!

Sizable premium increases for several PDPs with
the most enroliment

Although average premiums for Part D remained flat
through 2015, monthly premiums for many of the most
popular stand-alone PDPs increased (Table 13-6, p. 382).
In 2016, average premiums for the eight plans with the
highest enrollment ranged from about $18 per month for
Humana Walmart to more than $66 per month for Humana
Enhanced. Among these eight PDPs, only one has a
slightly lower premium in 2016. The remaining seven
plans have higher premiums for 2016, ranging from about
$1 higher (3 percent) to more than $13 higher (25 percent).

Mixed changes in cost-sharing requirements

Cost-sharing requirements in Part D plans have generally
risen over the years, and some plan sponsors have moved
from charging fixed-dollar copayments to coinsurance.
By charging enrollees a percentage of the price of their
prescriptions rather than a flat copayment, plan sponsors
put more of the risk of price increases for those drugs on
beneficiaries.

The top eight PDPs (ranked by enrollment) have some
noticeable features in common for 2016. All now use

a five-tiered formulary structure (CVS Health added a
second generic tier to its SilverScript Choice plan), with
differential copayments between preferred and other
generic medications (Table 13-7, p. 383). All of the top
eight PDPs also use a specialty tier for high-cost drugs.

In other ways, the largest PDPs differ in changes to their
cost sharing. Two of the top PDPs offered by UnitedHealth
under the AARP name moved to charging coinsurance for
nonpreferred brand-name drugs rather than copayments.
The most popular plan, AARP MedicareRx Preferred,
raised copayments for preferred generics from $2 to

$3 and, for other generics, from $5 to $10, but lowered
copayments for preferred brands from $40 to $35. In
creating two generic tiers for 2016, the second most
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13-6 Change in premiums for PDPs with the highest 2015 enroliment
Weighted average
Enrollment, monthly premium*
2015 Dollar Percentage

Plan name (in millions) 2015 2016 change change
AARP MedicareRx Preferred 3.5 $50.19 $60.79 $10.60 21%
SilverScript Choice 3.3 23.13 22.56 -0.57 -2
Humana Preferred 1.7 26.45 28.39 1.94 7
Humana Walmart 1.5 15.67 18.40 2.73 17
AARP MedicareRx Saver Plus 1.4 28.13 35.23 7.10 25
Humana Enhanced 1.1 52.86 66.25 13.39 25
Cigna-HealthSpring Rx Secure 0.9 30.84 36.39 5.55 18
WellCare Classic 0.9 31.05 32.06 1.01 3
Note:  PDP (prescription drug plan).

*These figures reflect the average of all PDPs offered under the same plan name in each region of the country, weighted by 2015 enrollment.

Source: Hoadley et al. 2015a.

popular PDP, SilverScript Choice, lowered copayments for
preferred generics to $3, but raised copayments for other
generics to $13. Tt also raised copayments for preferred
brands from $35 to $45 and increased the coinsurance rate
for nonpreferred brands slightly, from 45 percent to 46
percent. Humana plans made no changes in cost sharing.
Other top PDPs had a mixture of cost-sharing increases
and decreases.

Market structure and strategies of
plan sponsors for controlling growth in
premiums

Today, numerous organizations participate in Part D as
plan sponsors—private entities that act both as insurers
and administrators of Medicare prescription drug benefits.
The role of plan sponsors is largely the same as in
previous years, but the industry’s structure has changed
substantially since Part D began.

The role of private plan sponsors

Many of the largest sponsors, such as UnitedHealth and
Humana, offer both MA—PDs and PDPs. Other sponsors
offer just one type of product. For example, integrated
delivery system Kaiser Permanente offers only MA—PDs,
while CVS Health, a leading pharmacy benefit manager

(PBM) that also operates one of the largest chains of

retail drug stores, participates as a Part D sponsor, but
offers only PDPs. All sponsors must hold valid insurance
licenses in the states in which they operate, and they must
carry out basic functions such as administering marketing,
enrollment, customer support, claims processing, coverage
determinations, and the appeals and grievances process.

Sponsors must also carry out the specialized functions of
PBM:s, using either corporate-owned organizations or a
commercial PBM under contract. These functions include:

* developing and maintaining formularies—lists of
drugs the plan covers and the terms under which it
covers them:;

* negotiating rebates—payments from drug
manufacturers for placing their products on a
plan’s formulary or preferred cost-sharing tier or
for successfully encouraging enrollees to use the
manufacturer’s drugs; and

e setting up pharmacy networks and negotiating
contracts on prices the sponsor will pay pharmacies
for prescriptions filled, dispensing fees, and any
discount agreements.

Rebates from pharmaceutical manufacturers and price
discounts from pharmacies are key factors affecting the net
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TABLE
2016 cost-sharing amounts for stand-alone PDPs with highest 2015 enrollment, by tiers

Preferred Other Preferred Nonpreferred

Stand-alone PDPs generics generics brands brands Specialty
with the highest

2015 enrollment 2015 2016 2015 2016 2015 2016 2015 2016 2015 2016
AARP MedicareRx Preferred $2 $3 $5 $10 $40 $35 $85 40% 33% 33%
SilverScript Choice* $8 $3 N/A $13 $35 $45 45% 46% 33% 33%
Humana Preferred Rx Plan $1 $1 $2 $2 20% 20% 35% 35% 25% 25%
Humana Walmart Rx Plan $1 $1 $4 $4 20% 20% 35% 35% 25% 25%
AARP MedicareRx Saver Plus $1 $1 $2 $2 $20 $20 $40 30% 25% 25%
Humana Enhanced $3 $3 $7 $7 $42 $42 44% 44% 33% 33%
Cigna-HealthSpring Rx Secure $1 $2 $4 $6 20% 16% 35%  A7% 25%  25%
WellCare Classic $0 $0 $9 $10 $39 $47 $89 50% 25% 25%

Note:

PDP (prescription drug plan), N/A (not applicable). Enrollment rankings are based on information from October 2015 and exclude employer plans and plans

offered in U.S. territories. In cases where plans vary cost-sharing amounts across regions, we report unweighted medians.

*Indicates just one generic tier in 2015.

Source: NORC/Social & Scientific Systems analysis for MedPAC of formularies submitted to CMS.

prices that plan sponsors pay for enrollees’ prescriptions.
By law, the Medicare program is prohibited from
becoming involved in negotiations among plan sponsors,
drug manufacturers, and pharmacies. Sponsors tend to use
rebates to offset plans’ benefit spending (reducing plan
premiums) rather than lower the price of prescriptions at
the pharmacy counter.

Concentrated enroliment

A relatively small number of large insurers offer stand-
alone PDPs in each of the 34 Part D regions across the
country, and many of those same insurers also offer
MA-PDs in selected parts of the country. In 2015, the top
9 insurers (those with 900,000 or more Part D enrollees
each) sponsored plans that accounted for 77 percent of
total enrollment (Figure 13-4, p. 384). Proposed mergers
between some of the largest insurers would concentrate
Part D enrollment further. By comparison, in 2007, those
insurers (some of which were not among the plan sponsors
with the highest market shares at the time) had a combined
60 percent of enrollment.

In 2015, combining stand-alone PDP and MA-PD
enrollment, two major companies accounted for nearly
40 percent of the Part D market. UnitedHealth Group,
offering plans under the AARP name, had 8.3 million

enrollees in its plans (about 1 in 5 Part D enrollees),
and Humana had combined enrollment of 7 million
beneficiaries, or 18 percent.

Over time, Aetna has increased its market presence. The
insurer had just 2 percent of the Part D market in 2006, but
expanded by acquiring Coventry Health Care in 2013. In
2015, Aetna struck a $37 billion deal to acquire Humana
(Bray and Abelson 2015). If the proposed deal moves
forward without divestiture of any Medicare plans, the
combined entity would account for 24 percent of Part D
enrollment.

Other insurers that initially held smaller shares of the
Part D market have had a growing presence over time,
often through mergers and acquisitions (Hoadley et al.
2014b). The most notable example is CVS Health, which
in 2015 had 11 percent of Part D enrollees in its plans. The
company itself is a product of the acquisition of the PBM
Caremark by CVS in 2007. CVS Health dramatically
increased its Part D market share through a series of
mergers and acquisitions, including Long’s Drug Stores’
RxAmerica plans, Universal American’s Community
CCRx and Pennsylvania Life product lines, and Health
Net Orange PDPs.

Similarly, Cigna has increased its market presence, helped
by acquiring HealthSpring in 2012 (which had itself
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m Plan sponsors have consolidated their enrollment over time

2007
Share of enrollment by plan sponsor

24%

2015
Share of enrollment by plan sponsor

23% 21%
UnitedHealth

UnitedHealth Other parent

Group

Group

organizations

40%
Other 2%
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organizations 3%
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18% WellCare Humana
Humana 5%
Cigna
6% 2% 6%
Anthem » CVS Health Aetna 7% 11%
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Kaiser 4% Cigna Express Scripts

WellCare Scripts

Note:  Market shares are based on Part D enrollment, including both stand-alone prescription drug plans and Medicare Advantage prescription drug plans. Employer
group waiver plans are included. Note that in 2015, Aetna proposed acquiring Humana. Similarly, in 2015, Anthem proposed acquiring Cigna.

Source: MedPAC based on enrollment data from CMS.

previously acquired Bravo’s Part D plans). As a result, Competition for LIS enrollees
Cigna’s market share rose from just 1 percent in 2006 to 5

percent by 2015. In 2015, Anthem proposed to buy Cigna
for $54 billion (Herman 2015). If the deal is approved
without divestitures, the combined company would
account for 7 percent of Part D enrollment.

From a plan sponsor’s perspective, LIS enrollees might
not be an obvious market niche to pursue. LIS enrollees
tend to use more prescription drugs and their cost-sharing
requirements are set in law, so plans have less ability to
encourage LIS enrollees to use lower cost medicines and

As the share of enrollment made up by employer groups pharmacies. Still, there is significant competition among
has grown in Part D, some sponsors have focused on sponsors to bid so that some of their plans have premiums
this niche. For example, Express Scripts is perhaps best below regional benchmarks. Part D’s subsidy payments
known as a PBM under contract to commercial health on behalf of LIS enrollees are risk adjusted to compensate
plans and employers. The company participated in Part for their higher expected spending. To the extent that LIS
D as a sponsor in most years of the program, and when it enrollees are more likely to reach Part D’s OOP threshold,
merged with the PBM Medco in 2012, the two companies the program pays for most of their higher benefit .spending
consolidated their market shares. Since 2010, Express through individual reinsurance. Also, the automatic
Scripts has significantly ramped up its presence in Part D assignment of LIS enrollees to benchmark plans limits the
through EGWP offerings. need for sponsors to spend as much on marketing.
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Number of
LIS enrollees

Plan sponsor (in millions)

LIS share of sponsor’s total

Distribution of LIS enrollment in Part D plans offered by the largest plan sponsors, 2015

Sponsor’s share of
all LIS enrollment
(in percent)

enrollment
(in percent)

CVS Health 2.2
UnitedHealth Group 2.1
Humana 1.8
Cigna 1.1
WellCare 0.8
Aetna 0.8
Express Scripts 0.4
Envision 0.3
Anthem 0.2
Kaiser 0.1

All'LIS enrollees 11.7

50% 19%
26 18
26 16
56 9
60 7
36 7
14 3
86 3
20 2
11 1
30 N/A

Note: LIS (low-income subsidy), N/A (not applicable). Enrollment in stand-alone prescription drug plans and Medicare Advantage-Prescription Drug plans is included.

Employer groups are included.

Source: MedPAC based on enrollment data from CMS.

For these reasons, many plan sponsors actively pursue the
LIS segment of the Part D market. In 2015, CVS Health
had more LIS enrollees than any other sponsor: a total

of 2.2 million, or 19 percent of LIS enrollees (Table 13-
8). About 50 percent of enrollees in CVS Health plans
received the LIS. Cigna and WellCare are other companies
among the top Part D plan sponsors for which more

than half of their enrollees receive the LIS. Envision, a
relatively smaller plan sponsor that was purchased by
Rite Aid (a pharmacy chain being acquired by competitor
Walgreens Boots Alliance) in 2015, accounted for 3
percent of LIS enrollment.

Once a sponsor has a sizable number of LIS enrollees,

its bid can influence regional benchmarks because the
benchmarks are calculated as a regional average premium
weighted by LIS enrollment. At the same time, should the
sponsor miss a regional benchmark by bidding too high,
it would stand to lose potentially sizable numbers of LIS
enrollees and market share.

Estimated margins for Part D plans

In 2013, more than 200 parent organizations sponsored
Part D plans. To get a sense of the economic returns that
make sponsors willing to participate in the program, we
examined reconciled, plan-level data from CMS for basic

Part D benefits delivered in 2013. These data include gross
spending for covered benefits, aggregate discounts and
rebates, Medicare’s subsidies, enrollee premiums, and
risk-corridor payments. The data do not include actual
administrative costs, but rather estimates of administrative
costs from information submitted by plan sponsors in their
Part D bids."?

In 2013, revenues for basic benefits delivered by the
PDPs and MA-PDs in this analysis—net of rebates from
pharmaceutical manufacturers, discounts from pharmacies,
and reinsurance payments from Medicare—totaled about
$27 billion. That total comprised $10.6 billion in enrollee
premiums (including premiums paid by Medicare on
behalf of low-income enrollees and Part C rebate amounts
applied to Part D premiums (see endnote 7) and $17.4
billion in Medicare’s direct subsidy payments, minus $0.7
billion in risk-corridor payments to Medicare from plan
sponsors.'? After analyzing bid data, we estimate that
nonbenefit expenses such as marketing and administrative
costs were about 10 percent of revenues.

We used reconciliation data to estimate margins: pre-tax
profits (that is, revenues for basic benefits minus basic
benefit costs and administrative expenses) as a percentage
of revenues, excluding Medicare’s reinsurance payments.
The calculations also exclude revenues and costs
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m The majority of Part D enrollees are in plans that use a five-tier formulary structure
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Source: NORC/Social & Scientific Systems analysis for MedPAC of formularies submitted to CMS.

associated with enhanced (supplemental) benefits. Because
Medicare limits the profits and losses of plan sponsors
through Part D’s risk corridors, we took risk-corridor
payments into account when estimating revenues.'* (For
more detail about Part D’s risk corridors and reconciliation
process, see the Commission’s June 2015 report to the
Congress (Medicare Payment Advisory Commission
2015c¢)). Our analysis showed the following:

* In 2013, the average margin for Part D plans, weighted
by revenue and including risk-corridor payments
between Medicare and plan sponsors, was 12.4
percent. Excluding risk corridors, the average margin
was 2.3 percentage points higher.

e Across categories of plans, PDPs and MA-PDs
had similar average margins: 12.6 percent and 12.2
percent, respectively.

*  Overall, PDPs that qualified as premium-free for LIS
enrollees had an average margin similar to that of

plans with premiums above their regional benchmarks:
12.2 percent compared with 12.9 percent, respectively.

About 24 percent of PDPs and 16 percent of MA—
PDs in this analysis had negative margins for 2013.
However, sponsors typically offer more than one plan.
When aggregated to the level of parent organization,
13 percent (24 of the 189 plan sponsors we examined)
had a combined negative margin. Those sponsors
accounted for 4 percent of total revenues and 3 percent
of the total enrollee member months.

In contrast, 87 percent of parent organizations
(accounting for 97 percent of total enrollment months)
had positive margins in 2013, and many saw strong
returns. Fifty-three percent of sponsors had margins
of 10 percent or more after risk-corridor payments to
Medicare, and they accounted for 75 percent of the
total revenues for basic benefits that we examined and
75 percent of total enrollment months.
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Strategies for controlling growth in plan
premiums

Plan sponsors decide how many drugs to list on their
formulary and whether to apply utilization management,
such as requiring prior authorization to fill prescriptions.
Sponsors also set differential copayments to encourage
enrollees to use preferred medicines or a subset of
pharmacies.

In their formulary designs, plan sponsors attempt to strike
a balance between providing enrollees with access to
medications and controlling growth in drug spending.

Part D sponsors rely on clinicians (typically, physicians
and pharmacists who serve on pharmacy and therapeutics
committees) when deciding which drugs to list, subject to
CMS regulations. Sponsors also select the cost-sharing tier
for each listed drug (if using a tiered formulary structure)
and determine whether to apply utilization management
tools.

Sponsors use formularies to structure competition among
drug therapies and to shift utilization toward certain
products, such as lower cost generics and preferred brand-
name drugs. Traditionally, plan sponsors have not received
rebates from manufacturers of generic drugs. However,
market competition from generics can, over time, lower
spending by 80 percent or more, and so promoting the

use of generics can play a central part in controlling drug
spending (Kesselheim 2014).

Most enrollees are in plans that use a five-tier
formulary structure

Nearly all plans have used cost-sharing tiers for their
formularies since the start of Part D, but over time, plans
have moved toward more tiers. Most plans now use a
five-tier formulary—including preferred generic and other
generic tiers, preferred and nonpreferred brand-name drug
tiers, and a specialty tier. Plans charge higher copayments
for other generics relative to preferred generics to
encourage use of less costly medicines. In 2015, 80
percent of PDP enrollees and 76 percent of MA—-PD
enrollees were in plans with five cost-sharing tiers (Figure
13-5).

Mixed changes to formularies and continued use
of utilization management

Although imperfect measures, the number of drugs
listed on a plan’s formulary and utilization management
strategies are metrics to gauge the generosity of plans’

coverage.'® Under contract with the Commission,
researchers from Social & Scientific Systems analyzed
Part D formulary data for 2016. For this analysis, drugs are
defined at the level of chemical entities—a broad grouping
that encompasses all of a chemical’s forms, strengths, and
package sizes—that combine brand and generic versions
of the same specific chemical entity (Medicare Payment
Advisory Commission 2008).

The number of drugs in the formulary reference file,
which is used as a denominator to calculate the share of
all distinct chemical entities listed on plan formularies,
increased by about 2 percent between 2015 and 2016.
Meanwhile, some of the largest PDPs tightened their
formularies between 2015 and 2016, while others kept
their formularies nearly the same (Table 13-9, p. 388).
For example, two of UnitedHealth Group’s plans, AARP
Medicare Rx Preferred plan and AARP MedicareRx
Saver Plus, had 5 percentage point and 4 percentage
point reductions, respectively, in the share of drugs listed
on their formularies. WellCare Classic also tightened

its formulary by 4 percentage points. Meanwhile, the
formularies of CVS Health’s SilverScript Choice plan and
other popular plans offered by Humana kept the breadth
of their formularies about the same as in 2015. Cigna-
HealthSpring Rx Secure widened its formulary by 2
percentage points.

The application of utilization management tools in Part
D—including quantity limits, step therapy, and prior
authorization—has grown over the years. Sponsors use
such tools for drugs that are expensive, potentially risky,
or subject to abuse, misuse, and experimental use. These
tools are also intended to encourage the use of lower cost
therapies.

In 2016, the average enrollee in a PDP faces some form
of utilization management for 42 percent of drugs listed
on a plan’s formulary, up from 38 percent in 2015 (Table
13-9, p. 388). Among the top PDPs, those operated by
Humana have the highest share of drugs with utilization
management. UnitedHealth Group’s two largest plans
(AARP Medicare Rx Preferred and AARP MedicareRx
Saver Plus) had the largest increases in the shares of
formulary drugs to which utilization management applies:
8 percentage point and 7 percentage point increases,
respectively (Table 13-9, p. 388). Other popular PDPs
had more modest increases, usually on the order of 1 or
2 percentage points. The most common strategy that plan
sponsors use to manage enrollees’ drug use is to apply a
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TABLE
13-9

Percent of drugs
on formulary

2016 formularies for stand-alone PDPs with highest 2015 enrollment

Percent of formulary
drugs with any
utilization management*

Stand-alone PDPs with

the highest 2015 enrollment 2015 2016 2015 2016
All PDPs 81% 77% 38% 42%
AARP MedicareRx Preferred 89 84 36 44
SilverScript Choice 74 74 40 40
Humana Preferred Rx Plan 81 81 45 46
Humana Walmart Rx Plan 83 83 45 46
AARP MedicareRx Saver Plus 83 79 36 43
Humana Enhanced 89 89 47 47
Cigna-HealthSpring Rx Secure 77 79 44 45
WellCare Classic 74 70 37 39

Note:  PDP (prescription drug plan). Figures reflect the average of all PDPs offered under the same plan name, weighted by 2015 enrollment. Employer plans and U.S.
territories are excluded. For 2015, the number of drugs in the formulary reference file, which is used as a denominator to calculate the share of all distinct chemical

entities listed on plan formularies, was 1,253; for 2016, the number is 1,316.

*Utilization management includes prior authorization, quantity limits, and step therapy requirements.

Source: NORC/Social & Scientific Systems analysis for MedPAC of formularies submitted to CMS.

prior authorization requirement. In 2016, about 24 percent
of formulary drugs are subject to prior authorization.

Pharmacy networks

In addition to their formulary structure, Part D plan
sponsors can use pharmacy networks to obtain competitive
prices by differentiating among pharmacies in two ways:
(1) designating a pharmacy network, and (2) within that
network, designating some pharmacies as preferred.

By law, plan sponsors must do business with all
pharmacies that are willing to accept the plan sponsors’
terms of contract, and all such pharmacies are considered
to be in the plan’s network. However, some pharmacies
may choose not to contract with certain plans because they
do not like the terms and conditions the plans offer. Plan
sponsors are not obligated to cover prescriptions at an out-
of-network pharmacy, except under certain circumstances.

Today, most sponsors use tiered pharmacy networks

that encourage enrollees to fill prescriptions at certain
pharmacies by offering preferred (lower) cost sharing. Plan
sponsors negotiate additional price concessions, incentive
payments, or both with that subset of pharmacies. Thus,

the use of tiered pharmacy networks has the potential to
lower costs to the Medicare program and to enrollees.

A Commission-sponsored analysis of pharmacy networks
among 2015 Part D plans highlighted two emerging
strategies (NORC at the University of Chicago 2015):

*  Some PDPs moved toward tighter pharmacy networks
than in previous years. For example, 20 percent of
PDPs listed 90 percent or fewer pharmacies in their
service area(s) as being in their network. Two large
national plans—First Health Part D Value Plus and
Aetna Medicare Rx Saver—Ilisted, on average, less
than 70 percent of pharmacies as in-network. In
previous years, the vast majority of plans included
over 90 percent of pharmacies in their networks.

* Between 2014 and 2015, the percentage of PDPs
designating a subset of pharmacies within their
networks as preferred pharmacies increased from 70
percent to 86 percent. As of February 2015, about
81 percent of PDP enrollees were in a plan with a
preferred pharmacy network, up from 74 percent in
2014.
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m Cost-sharing differentials at preferred versus other pharmacies for selected plans, 2015
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Beneficiaries’ access to a preferred pharmacy varies
considerably across plans. In 2015, among the largest plans
that used tiered networks, the percentage of pharmacies
designated as preferred ranged from 10 percent among
Humana plans to about 70 percent for one of the Blue
Cross Blue Shield plans.'® Variation in the share of
pharmacies that are designated as preferred also occurs
across geographic regions. For example, in AARP Medicare
Rx Preferred and AARP Medicare Rx Saver Plus plans

for 2015, 18 percent of pharmacies were preferred in the
Pennsylvania—West Virginia region, while 74 percent of
pharmacies were preferred in the Colorado region.

Plan sponsors typically charge lower cost sharing to
encourage enrollees to fill prescriptions through their
plans’ preferred pharmacy networks. Differences between
cost sharing at preferred pharmacies and other network
pharmacies can vary substantially among plans, with some

plans providing much stronger incentives to use preferred
pharmacies. For example, in Region 17 of the 2015

Aetna Medicare Rx Saver plan, enrollees paid $2 less for
generic prescriptions filled at preferred pharmacies but no
difference for brand-name prescriptions. In comparison,
the Humana Walmart Rx plan charged $9 less for preferred
generics and $29 less for other generics at preferred
pharmacies (Figure 13-6).

The use of tiered pharmacy networks may allow plan
sponsors to better manage Part D spending if it encourages
enrollees to use pharmacies with lower costs (Federal
Trade Commission 2014, Kaczmarek et al. 2013).
However, preferred networks have been controversial
because of concern that some enrollees may not have
convenient access to preferred pharmacies with lower

cost sharing. While the share of pharmacies on plans’
preferred lists varies from one plan offering to another,
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most preferred networks include less than half of the
pharmacies in their networks (Medicare Payment Advisory
Commission 2014d, NORC at the University of Chicago
2015).

CMS has noted concern that lower cost sharing offered

to beneficiaries at preferred pharmacies could come at

the expense of higher Medicare program spending. For
example, some plans might encourage beneficiaries to

fill prescriptions at pharmacies (including mail-order
pharmacies) owned by the same parent organization at
prices that are not necessarily lower, or, in some cases,
lower cost sharing offered at preferred pharmacies might
simply shift more benefit costs to the program. Because
of these concerns, CMS conducted a study to examine the
implications of the use of preferred pharmacies. The study
found that costs at preferred pharmacies were, on average,
lower than at other pharmacies (Centers for Medicare &
Medicaid Services 2013). However, for a subset of plans,
average costs were higher at preferred pharmacies. These
findings led CMS to propose a rule that would allow plans
to offer lower cost sharing at preferred pharmacies only
when the approach does not raise Medicare payments
(Centers for Medicare & Medicaid Services 2014d). That
rule was not finalized due to comments CMS received
from many stakeholders opposing the policy (Centers for
Medicare & Medicaid Services 2015d).

A further concern is that if LIS enrollees have less
opportunity to use preferred pharmacy networks or choose
other pharmacies over a preferred one, Medicare will not
realize the “savings” that could have resulted had this
management strategy been effective (since the LIS covers
most or all of these enrollees’ cost sharing).

To participate in Part D, plan sponsors must set up
pharmacy networks that meet access requirements. '’
Access standards apply to a plan’s entire network rather
than to its preferred network. In 2014, CMS examined
access to preferred networks with somewhat surprising
results: On average, enrollees living in urban (rather than
rural) areas were less likely to have convenient access

to preferred pharmacies that offered lower cost sharing
(Centers for Medicare & Medicaid Services 2014a).'8
Certain plan sponsors had substantially tighter preferred
networks. For the 2016 benefit year, CMS conducted close
reviews of “tighter network™ plans in areas where potential
access appeared low and required plan sponsors to inform
enrollees more clearly of their options with respect to
preferred cost sharing (Centers for Medicare & Medicaid
Services 2015g).

The Commission has expressed support for plan
innovations that increase efficiency, and we agree with
CMS that the competition created by preferred pharmacy
networks should result in lower costs for the program and
for Part D enrollees. However, we noted in our comment
letter to CMS that a separate pharmacy access standard
may be required to ensure that plan enrollees have
reasonable access to preferred cost sharing (Medicare
Payment Advisory Commission 2014a). In addition, the
Commission is concerned that because cost sharing for
LIS enrollees is set statutorily, plans may be limited in
their ability to encourage individuals with the LIS to use
preferred pharmacies.

To examine this issue further, we looked at patterns of
pharmacy use for plans offered by the same sponsor in
two regions. We found that, in both regions, non-LIS
enrollees were twice as likely as LIS enrollees to fill their
prescriptions at preferred pharmacies (see online Appendix
13-A, available at http://www.medpac.gov, for more
detail). Although this finding may not be generalizable,

it suggests that plan sponsors may be less successful at
encouraging LIS enrollees to fill their prescriptions at a
lower cost setting using financial incentives.

In its March 2012 report, the Commission recommended
that the Congress give the Secretary authority to provide
stronger financial incentives for LIS enrollees to use
lower cost generics when available (Medicare Payment
Advisory Commission 2012). At the time, a key rationale
for the recommendation was that LIS enrollees made up
the majority of beneficiaries who reached the catastrophic
phase of the Part D benefit. Encouraging LIS enrollees

to use lower cost generics could reduce the number of
individuals who reach the catastrophic phase of the benefit
and thereby reduce the amount Medicare pays to plans in
individual reinsurance.

Since 2012, larger numbers of plans have added tiers

to their formularies (e.g., put in place two generic tiers)
and now most also use tiered pharmacy networks. Given
these changes and the potential for other innovations in
how plan sponsors manage prescription drug benefits,
the Commission may modify the language of its 2012
recommendation in the future.

Specialty pharmacies

Another strategy most commercial health plans have
adopted to manage the use of high-cost medicines is to
require that enrollees fill prescriptions through a limited
network of specialty pharmacies.'” PBMs and health
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plans contend that specialty pharmacies can lead to better
patient education and improved adherence. Manufacturers
and payers may prefer to use specialty pharmacies to
prevent diversion of expensive drugs or the distribution of
counterfeits. Specialty pharmacies can reduce waste by,
for example, initially dispensing a 7-day or 14-day supply
and observing the patient for side effects before providing
a 30-day supply. Also, these pharmacies can help
prescribers navigate the clinical documentation needed

to meet prior authorization requirements. The largest
specialty pharmacies are owned by PBMs, and in some
cases, they may be able to negotiate lower prices with drug
manufacturers.

A variety of business models fall under the term “specialty
pharmacy,” and the interests served by some specialty
pharmacies may not be aligned with those of payers or
patients.?’ For example, Philidor Rx Services, a specialty
pharmacy affiliated with Valeant Pharmaceuticals
International, “functioned almost as a direct seller for it
[Valeant Pharmaceuticals International]” (Nisen 2015).
Another specialty pharmacy, Linden Care, is accused of
“pushing a single manufacturer’s products” and keeping
sales from going to generic drugs “by offering to do
paperwork, reimburse patients’ out-of-pocket costs, and
fight with insurers for doctors and patients” (Nisen 2015).

Unlike the commercial sector, Medicare guidance
prohibits Part D plan sponsors from limiting where
beneficiaries fill their prescriptions, so long as the
pharmacy selected by the enrollee is in the plan’s
network.2! An exception is if a manufacturer of a specialty
medication has limited the distribution of its product to
certain authorized pharmacies. In this situation, the Part D
enrollee would be able to fill that prescription at only one
of the designated (specialty) pharmacies.

Since the start of Part D, plans’ use of differential cost
sharing across formulary tiers, combined with the
fortuitous timing of an unusually large number of patent
expirations on widely used brand-name drugs, has led to

a dramatic shift toward the use of generics. Between 2010
and 2013, 30 blockbuster drugs with combined annual
sales of about $100 billion went off patent, and the market
for generic drugs expanded rapidly (Galliard Capital
Management 2011, Myshko 2012). As a share of total
Part D prescriptions, generics rose to about 84 percent in

2013 (the latest year of claims data available), up from
81 percent in 2012. At the same time, the introduction of
new generics is slowing and the drug pipeline contains
larger numbers of biologic products and specialty drugs.
Plan sponsors have had less success at stemming growth
in prices of drugs with few or no substitutes in their
therapeutic class.

Plan sponsors negotiate substantial rebates on certain
brand-name drugs, particularly those that face competition
from other brands or generics in the same therapeutic
class. Across all types of Part D drugs, the Medicare
Trustees estimated that, in 2015, plan sponsors obtained
rebates amounting to 16.6 percent of total prescription
drug costs, averaged across all prescription drugs (even
though plans do not receive any rebates for some drugs)
(Boards of Trustees 2015). This estimate is a significant
increase from rebates of about 9.6 percent of total
prescription drug costs for 2007, 12.9 percent in 2013, and
14.4 percent in 2014. CMS Office of the Actuary attributes
the 2015 increase to “the intensified competition in the
hepatitis C drug market.”

To track drug prices, the Commission contracted with
Acumen LLC to construct a series of volume-weighted
price indexes. The indexes do not reflect retrospective
rebates or discounts from manufacturers and pharmacies,
but rather the prices sponsors and beneficiaries pay to
pharmacies at the point of sale (including ingredient costs
and dispensing fees).

In 2013, price increases more than offset the
effects of generic use

Measured by individual national drug codes (NDCs) and
excluding manufacturers’ rebates, between 2006 and
2013, Part D drug prices rose by an average of 47 percent
cumulatively (Figure 13-7, p. 392).?> As measured by

a price index that takes the substitution of generics for
brand-name drugs into account, Part D prices increased by
just 2 percent cumulatively.??

Generic substitution has played a key role in constraining
growth in Part D’s average price of drug therapy. However,
a closer look at the changes in the price index for 2013
reveals cause for concern. First, between December 2012
and December 2013, our index of Part D prices that
accounts for generic substitution grew by 6.6 percent—
the highest rate observed since the program began.

Before 2012, annual growth rates ranged between —2.7
percent and 2.8 percent. In 2012, the Part D price index
experienced its largest ever decline (—7.5 percent) as a
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FIGURE
13-7

Availability of generics, rather than protected status,

is key to slower price growth under Part D
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Source: Acumen LLC analysis for MedPAC.

result of the so-called “patent cliff.” Second, the 2013
increase in the price index occurred even as the share of
generic prescriptions rose from 81 percent in 2012 to 84
percent (see text box on the increase in generic use). The
changes between 2012 and 2013 suggest a strong uptick
in prices of medicines taken by Part D enrollees that more
than offset the price-moderating effects of switching to
generic medications.

For most therapeutic classes, CMS requires plan
formularies to cover at least two drugs, unless only one
drug is approved for that class. This policy is intended
to protect beneficiaries who need a drug that is the only
one available to treat a certain condition and allows
competition in classes with multiple products. For six
drug classes, CMS requires Part D plans to cover “all

or substantially all” drugs in the class. These classes

are antineoplastics, antidepressants, antipsychotics,
antiretrovirals, anticonvulsants, and immunosuppressants
used by transplant patients.>* Plans can charge higher
cost sharing for drugs in these classes—for example, by
placing them on tiers for nonpreferred brands—but plans
may have limited ability to influence utilization of these
classes of drugs.

As measured by individual NDCs, prices for drugs in

the six protected classes showed a trend between 2006
and 2013 similar to that for all Part D drugs, rising by a
cumulative 38 percent (Figure 13-7). When protected-
class drugs were grouped to take generic substitution into
account, their prices fell by a cumulative 16 percent over
the eight-year period.
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Generic use has risen, varies across plan types and enrollees

in moderating Part D spending growth. Between

2007 and 2013, the average generic dispensing rate
(GDR)—defined as the share of Part D prescriptions
dispensed that are generic drugs—increased from 61
percent to 84 percent (Table 13-10). During this period,
some of the most popular brand-name drugs lost patent
protection, affording more opportunities for generic
substitution.

Increased use of generics has played a major role

GDRs vary across categories of beneficiaries. For
example, Medicare Advantage—Prescription Drug
plan (MA-PD) enrollees are more likely to use
generics than stand-alone prescription drug plan (PDP)
enrollees. Between 2007 and 2013, average GDRs
for MA-PD enrollees consistently exceeded those of
PDP enrollees by 4 percentage points to 6 percentage
points. Low-income subsidy (LIS) enrollees have had
a consistently lower GDR than non-LIS enrollees,
and that difference has remained stable at about 4
percentage points to 5 percentage points since 2008.%°

In both PDPs and MA—-PDs, LIS enrollees are less
likely to use generic drugs than non-LIS enrollees. For
example, among PDP enrollees in 2013, the GDR for
LIS enrollees was 2 percentage points below that of

non-LIS enrollees. Among MA—-PD enrollees in the
same year, the GDR for LIS enrollees was 8 percentage
points lower.

Multiple factors likely contribute to the higher or lower
GDRs among groups of beneficiaries. For example,
differences in health status may limit the opportunity
for clinically appropriate therapeutic substitutions for
some beneficiaries. There can also be differences in
prescribing behavior between physicians who are part
of a managed care organization and those who are

not. Another factor may be the difference in financial
incentives faced by LIS and non-LIS enrollees.
Because cost sharing for LIS enrollees is set statutorily,
that factor may limit how well plan sponsors can
manage drug spending for their LIS enrollees.

The Commission’s March 2012 recommendation was
intended to encourage LIS enrollees to use generics
when they are available (see p. 390 for the discussion
of the recommendation). This strategy, in turn, would
likely reduce the amount Medicare spends for the LIS.
In addition, because about three-fourths of enrollees
who reach the catastrophic phase of the benefit receive
the LIS, greater use of generics could also reduce the
amount Medicare pays in individual reinsurance. B

TABLE
13-10 Generic dispensing rate by plan type and LIS status, 2007-2013
2007 2008 2009 2010 2011 2012 2013
All Part D 61% 67% 70% 74% 77% 81% 84%
By plan type
PDP 60 66 69 72 75 80 82
MA-PD 66 71 74 77 80 84 86
By LIS status
LIS 60 65 68 71 74 78 81
Non-LIS 62 69 72 76 79 83 85

Note:

LIS (low-income subsidy), PDP (prescription drug plan), MA-PD (Medicare Advantage-Prescription Drug [plan]). Shares are calculated as a percentage

of all prescriptions standardized to a 30-day supply. “Generic dispensing rate” is the proportion of Part D prescriptions dispensed that are generic

prescriptions.

Source: MedPAC analysis of Medicare Part D prescription drug event data and Part D denominator file from CMS.
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These trends are influenced heavily by three classes

of drugs: antidepressants, antipsychotics, and
anticonvulsant medications, which accounted for over
90 percent of the volume of prescriptions in the six
classes. With the exception of antiretroviral drugs,

many drugs in the six classes now have generic versions
available. In 2013, between 80 percent and 90 percent
of prescriptions dispensed for protected-class drugs
other than antiretrovirals were generic. This trend has
translated into a modest growth in prices even when
measured at individual NDCs: Between 2006 and 2013,
average prices grew by 3 percent for antidepressents and
decreased by 5 percent for anticonvulsants. Recent entry
of generics has also slowed growth in price indexes for
immunosuppressants and antipsychotics.

In the case of anticancer drugs, however, growth in prices
for very expensive brand-name medications has likely
driven overall growth in the category. Our price index for
antineoplastics (measured at individual NDCs) grew by
more than 90 percent between 2006 and 2013. This level
of growth far exceeds the price index growth observed for
other protected-class drugs, even antiretrovirals, which
consists almost entirely of brand-name drugs.?® The
growth in our price index for antineoplastics is especially
striking given that generic drugs accounted for 90 percent
of the prescriptions dispensed for that class in 2013.

Overall, when a drug has protected status, plan sponsors
have had success at moving enrollees toward generics
when available. However, the extent to which increases
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in the use of generics help to keep prices stable varies by
drug class. In addition, the drugs’ protected status may
limit the amount of rebates plan sponsors are able to
obtain from manufacturers for drugs in these classes. We
lack rebate information to test this hypothesis.

Prices of brand-name drugs and biologics
have grown aggressively

Patterns of price growth across classes of drugs suggest
that prices for drugs with few or no generic substitutes
have grown rapidly. Our index of prices for drugs with

no generic substitutes (single-source, brand-name drugs)
grew between 2006 and 2013 by a cumulative 114 percent
(Figure 13-8). By comparison, our price index for generic
drugs decreased to just 30 percent of the average index
value observed at the beginning of 2006.

Among biologic products covered by Part D, few (if any)
today have follow-on products on the market that compete
with them through price. Our price index for biologic
products grew between 2006 and 2013 by a cumulative
129 percent—even higher than that observed for single-
source brand-name drugs (Figure 13-8). However, the
rapid increase in our biologics index for 2012 bears further
examination.?’

Several analysts have noted that certain generic medications
now have high prices or have experienced sharp price
increases (Alpern et al. 2014, Fein 2014, Kesselheim

2014). Overall, the Commission’s generic price index
decreased at a slower rate (about —4 percent between
December 2012 and December 2013) compared with
double-digit declines in nearly every year between 2006
and 2012. Because of growing reliance on generics, the
price increases have drawn the attention of policymakers
(Rosenthal 2014). The high price of some generics may be
one motivation for Part D plan sponsors to move toward

a five-tier formulary structure, with two generic tiers. A
number of factors explain price increases for generics,
including drug shortages, disruptions in the supply of drugs,
and consolidations among manufacturers of generic drugs
(Alpern et al. 2014). Factors associated with decreased
market competition can lead to high and rising prices.

Evidence on program spending gives a mixed picture
about the success of Part D plans at containing costs.
Consistent with what the Commission observed in its

June 2015 report to the Congress, spending for the
competitively derived direct-subsidy payments on which
sponsors bear the most insurance risk has continued to
grow slowly, while benefit spending on which sponsors
bear no insurance risk (low-income cost sharing) or
limited risk (the catastrophic portion of the benefit,

for which Medicare provides 80 percent reinsurance)
has grown much faster (Medicare Payment Advisory
Commission 2015c).

Program subsidies and costs

Medicare pays plan sponsors three major subsidies on
behalf of each enrollee in their plans:

¢ Direct subsidy—Medicare pays plans a monthly
amount set as a share of the national average bid
for Part D basic benefits, adjusted for the risk of the
individual enrollee.

®  Reinsurance—Medicare reimburses plans for 80
percent of drug spending above an enrollee’s annual
OOP threshold.

e LIS—Medicare pays plans to cover expected cost
sharing and premiums for enrollees eligible for the
low-income subsidy.

Combined, the direct subsidy and reinsurance cover
74.5 percent of basic benefits, on average. Beneficiary
premiums cover the remainder.

Between 2007 and 2014, program spending (including
the retiree drug subsidy (RDS)) rose from $46.2 billion
to $73.3 billion (Table 13-11, p. 396). In 2014, Medicare
paid $19.6 billion for direct subsidies, $27.8 billion for
individual reinsurance, $24.3 billion for the LIS, and $1.6
billion for the RDS (Boards of Trustees 2015). Payments
to plans for the three subsidies combined with RDS
payments grew by an average of 6.8 percent per year.

In 2014, for the first time since the program began,
payments for individual reinsurance exceeded payments
for the LIS to become the largest component of Part D
spending. Medicare payments for individual reinsurance
have grown faster than other components of Part D
spending, increasing between 2007 and 2014 at an annual
average of 19.5 percent (Table 13-11). This growth
appears to have accelerated in recent years, in part due
to the gradual phase out of the coverage gap that began
in 2011. Since 2010, there has been a double-digit
increase in the number of non-LIS enrollees who reach
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Medicare’s reimbursement amounts for Part D

Calendar year Average
annual
growth rate
2007 2009 2011 2012 2013 2014 2007-2014
Reimbursement amount (in billions):
Direct subsidy* $17.6 $18.2 $19.2 $19.7 $19.6 $19.6 1.5%
Reinsurance 8.0 10.1 13.7 15.5 19.2 27.8 19.5
Low-income subsidy 16.7 19.6 22.2 22.5 23.2 24.3 5.5
Retiree drug subsidy 3.9 3.9 3.6 3.0 1.8 1.6 -12.0
Total 46.2 51.8 58.7 60.7 63.8 73.3 6.8

Note:  Numbers above reflect reconciliation. Most enrollees paid premiums directly to plans, and those amounts are not included. On a cash basis, the Boards of Trustees
estimate that premiums paid by enrollees were $4.1 billion in 2007, $5.0 billion in 2008, $6.1 billion in 2009, $6.7 billion in 2010, $7.3 billion in 2011, $7.8
billion in 2012, $9.3 billion in 2013, and $10.5 billion in 2014. Components may not sum to stated totals due to rounding.

*Net of risk-sharing payments using Part D’s risk corridors.

Source: MedPAC based on Table IV.B10 of the 2015 annual report of the Boards of Trustees of the Medicare trust funds.

the catastrophic phase of the benefit, which, in turn,
triggers Medicare’s individual reinsurance (see text box

on beneficiaries who reach the coverage gap or OOP
threshold, pp. 398-399, and Table 13-12, p. 399). Between
2010 and 2014, payments for individual reinsurance grew
by about 26 percent per year compared with 12 percent for
2007 through 2010 (data not shown).

Changes in the national average bid also reveal higher
growth in individual reinsurance. Between 2007 and 2016,
expected total benefit spending per member per month has
grown at a modest rate of 3 percent annually, from $103
to $134 (Figure 13-9). During that period, the monthly
amount that plans expect to receive through the direct
subsidy has fallen 5.4 percent annually, from about $50 to
$31. Over the same period, the amount per member per
month that sponsors expect to receive in reinsurance has
grown 11.3 percent annually, from $26 to about $69.

In the Commission’s June 2015 report to the Congress,
we observed regular patterns in Medicare’s reconciliation
payments with plans (Medicare Payment Advisory
Commission 2015¢). First, many plan sponsors have bid
too low on the amount of benefit spending they expected
above Part D’s catastrophic threshold relative to their
enrollees’ actual catastrophic spending. Second, plan
sponsors have bid too high on the rest of benefit spending
other than catastrophic benefits. Between 2009 and 2013,
about three-fourths of parent organizations returned a
portion of their prospective payments to Medicare through

risk corridors. Actuaries interviewed by Commission staff
suggested that there is significant uncertainty behind the
assumptions they make when projecting drug spending

for their bids. At the same time, we suggested Part D’s
risk-sharing mechanisms may provide incentives to bid too
low on catastrophic spending and too high on spending for
the remainder of the Part D benefit. When plan sponsors
underbid on the amount of individual reinsurance they
will ultimately receive, Medicare pays an overall Part D
subsidy higher than the 74.5 percent specified in law. We
estimate this higher subsidy has occurred in each year
between 2007 and 2014.

For benefits delivered in 2014, 81 percent of plan sponsors
received additional individual reinsurance payments from
Medicare at reconciliation, much of which was likely due
to higher than anticipated spending on new hepatitis C
therapies. Ultimately, however, 62 percent of Part D plan
sponsors made risk-corridor payments to Medicare for 2014
benefits. In the aggregate, those payments totaled less than
$100 million, much lower than risk-corridor payments from
plan sponsors to Medicare in previous years.

A growing share of program spending is for
high-cost enrollees

The share of spending accounted for by high-cost
enrollees—those who reach the catastrophic phase of the
benefit—has grown in recent years, from about 40 percent
of the gross spending before 2011 to 44 percent in 2011,
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National average plan bid for basic Part D benefits
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and to about 47 percent in 2013. This growth has occurred,
even as these high-cost enrollees’ share of Part D enrollees
has decreased (see text box, pp. 398-399).

Increase in prices per prescription drove growth in
spending for high-cost enrollees

Between 2007 and 2013, per capita spending for all Part
D enrollees grew an annual 2.2 percent, compared with an
annual 8.4 percent for high-cost enrollees (Table 13-13,

p- 400). On average, growth for all Part D enrollees was
driven by an increase in the number of prescriptions filled,
which grew by an average annual 2.2 percent, while the
average price for each prescription remained nearly flat
(an annual growth rate of less than 0.1 percent).

By comparison, the pattern is very different for high-cost
enrollees. Between 2007 and 2013, prices per prescription
for high-cost enrollees grew an annual 6.9 percent, while
the number of prescriptions filled per enrollee per month
grew an annual 1.4 percent (Table 13-13, p. 400). That is,
the growth in prices explains much of the spending growth
(8.4 percent) for high-cost enrollees during this period.

The higher growth in prices of drugs taken by high-cost
enrollees can be explained by their tendency to use more
brand-name drugs. For example, in 2013, the average
generic dispensing rate (GDR) among high-cost enrollees
was slightly over 70 percent, or about 13 percentage points
below the overall Part D average. This lower GDR is due,
in part, to the fact that most of the high-cost enrollees are
individuals who receive the LIS. The cost-sharing subsidy,
while helping these beneficiaries to afford medications,
also minimizes or eliminates the financial incentives plans
employ to encourage the use of lower cost drugs. At the
same time, for certain classes of drugs, generic substitution
is not available. Prices of many drugs (e.g., specialty
drugs) that do not have generic substitutes are typically
much higher and grow more rapidly compared with other
drug products.?®

Use of higher cost drugs poses challenges
for Part D

Drugs with very high prices pose a particular challenge
for Part D. As more expensive therapies become available,
larger numbers of beneficiaries will reach the catastrophic




Beneficiaries who reach the coverage gap or out-of-pocket threshold

n 2013, a quarter of Part D enrollees incurred

spending high enough to reach the coverage gap

(Figure 13-10). Of those, about 2.9 million, or
about 8 percent of all Part D enrollees, had spending
high enough to reach the catastrophic phase of the
benefit, up from 2.6 million in 2012.2° We refer to
individuals who reach the catastrophic phase as high-
cost enrollees.

Most high-cost enrollees received the LIS
in 2013

In 2013, slightly over 2.1 million, or three-quarters
of high-cost enrollees, received Part D’s low-income

subsidy (LIS). Because LIS enrollees are more likely
to be enrolled in prescription drug plans (PDPs),

a larger share of high-cost enrollees was in PDPs
compared with other enrollees (78 percent compared
with 63 percent, respectively). High-cost enrollees
were also more likely to reside in an institution, be
disabled beneficiaries under age 65, and be non-White
compared with other enrollees (data not shown).

High-cost enrollees without the LIS
increased faster than those with the LIS

Even though non-LIS enrollees made up just 25 percent
of high-cost enrollees in 2013, their proportion has
been rising. Between 2010 and 2013, the number of

(continued next page)

m Part D enrollees with spending in the coverage gap and catastrophic phase, 2013

Spending between ICL
7% and OOP threshold

1N

11%

75%
Spending
below ICL

Non-LIS

8%
Spending above

OOP threshold
(2.9 million)

25%
Non-LIS
(0.7 million)

75%
LS
(2.7 million)

Note:  ICL (initial coverage limit), LIS (low-income subsidy), OOP (out-of-pocket). Enrollees with spending in between the ICL and the OOP threshold fall within
Part D's coverage gap. LIS enrollees do not face a coverage gap. In 2013, Part D enrollees reached the ICL at $2,970 in gross drug spending. With no
supplemental coverage, an enrollee reached the threshold at $4,750 of OOP spending or qualifying drug spending made on behalf of the beneficiary,
including the 50 percent discount paid for by pharmaceutical manufacturers for brand-name drugs. Some non-LIS enrollees who reached the catastrophic
phase of the benefit may have had some gap coverage. Components may not sum to stated totals due to rounding.

Source: MedPAC analysis of Part D prescription drug event data and Part D denominator file from CMS.
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Beneficiaries who reach the coverage gap or out-of-pocket threshold (cont.)

non-LIS enrollees who reached the catastrophic phase
of the benefit increased noticeably, with a more than 27
percent increase between 2010 and 2011 and a nearly
33 percent increase between 2012 and 2013 (Table 13-
12). Much of this increase is likely a result of changes
made by the Patient Protection and Affordable Care
Act of 2010 (PPACA). Specifically, PPACA called for
a 50 percent manufacturer discount on brand-name

drugs in the coverage gap and allowed that discount
to count toward the out-of-pocket spending threshold.
However, the increase also reflects higher enrollment
growth among non-LIS enrollees between 2007 and
2013—over 8 percent per year compared with less
than 3 percent per year among LIS enrollees (data not
shown). B

Part D enrollees reaching the benefit’s out-of-pocket threshold, 2007-2013

drug event data.

2007 2008 2009 2010 2011 2012 2013
In millions
LIS 1.9 2.0 2.0 2.0 2.1 2.1 2.1
Non-LIS 04 0.4 0.4 0.4 0.5 0.5 07
All 2.3 2.4 2.4 2.4 2.6 2.6 2.9
Annual percentage change
LIS 4.6% -0.5% -0.1% 9.0% -3.4% 4.0%
Non-LIS 4.9 -6.2 -3.9 27.6 6.8 32.7
Al 4.6 -1.6 -0.8 12.1 -1.4 9.9
Note: LIS (low-income subsidy). Growth rates calculated using figures before rounding was applied. Components may not sum to stated totals due to rounding.

Source: Data from 2007 and 2008 are based on published figures from CMS. Data from 2009 to 2013 are based on MedPAC analysis of Part D prescription

phase of the benefit, when Medicare pays for 80 percent
of the costs through individual reinsurance. We are already
beginning to observe this trend with biologic products.
Between 2009 and 2013, the share of high-cost enrollees
who filled at least one prescription for a biologic product
grew from 8 percent to 12 percent. During the same
period, the share of spending accounted for by biologic
products grew from 6 percent to 10 percent. According
to data released by CMS, spending for new hepatitis C
therapies has led to a large spike in Part D spending in
2014 (see text box, pp. 402-403).

Part D enrollees’ use of high-cost drugs has thus far made
up a limited share of total drug spending (see Medicare
Payment Advisory Commission (2015d) for a more
detailed discussion). One likely reason for the limited use

of high-cost drugs in Part D so far is that nearly all plans
have specialty tiers, which typically carry 25 percent to

33 percent cost sharing. High cost-sharing amounts may
discourage some non-LIS enrollees from initiating or
completing high-cost treatment. In addition, under Part

D rules, enrollees may not appeal cost-sharing amounts

for specialty-tier drugs. A similar strategy would not be
effective for enrollees whose cost sharing is paid by the LIS.

For the future, the high and increasing cost of specialty
drugs poses a big challenge in Part D because these drugs
are concentrated in drug classes that treat conditions

such as rheumatoid arthritis and inflammatory diseases,
multiple sclerosis, cancer, and HIV, which are more
prevalent among the Medicare population (Express
Scripts 2014). Major PBMs and insurers uniformly




Increase in prices drove growth in per capita
spending for high-cost enrollees, 2007-2013

Average annual
growth rate,

2007 2013 2007-2013

All Part D enrollees

Average price per 30-day prescription $54 $54 <0.1%

Prescriptions per enrollee per month 3.9 4.5 2.2

Gross drug spending per enrollee per month $212 $242 2.2
High-cost enrollees

Average price per 30-day prescription $97 $145 6.9%

Prescriptions per enrollee per month 8.9 9.7 1.4

Gross drug spending per enrollee per month $868 $1,410 8.4

Note:  Spending includes all payments to pharmacies, including payments by drug plans, Medicare’s low-income subsidy, and beneficiary out of pocket.

Source: MedPAC analysis of Part D prescription drug event data and denominator file from CMS.

project that growth in price and use of specialty drugs

will continue to drive trends in spending.*” In the drug
pipeline, fewer blockbuster drugs are losing patent
protection, and more than half of the FDA’s approvals of
new drugs in 2013 were for specialty drugs (CatamaranRx
2014). Because many of these therapies have limited
therapeutic substitutes, prices for specialty drugs tend to
be high, affording PBMs and insurers less ability to exert
downward pressure on price.

As the use of specialty drugs increases, Part D enrollees
and the Medicare program will face increasingly higher
costs. Plans will likely continue to require 25 percent to
33 percent coinsurance on high-priced medicines. If larger
numbers of beneficiaries begin to use specialty drugs just
as the coverage gap is growing smaller, the number who
reach Part D’s OOP threshold could rise significantly. In
turn, Medicare spending for individual reinsurance and
low-income cost sharing also will rise.

Beneficiaries’ access to prescription
drugs

Implementation of the Part D program in 2006 increased
the share of beneficiaries with drug coverage from 75
percent to nearly 90 percent.?! In general, Part D has

improved Medicare beneficiaries’ access to prescription
drugs, with plans available to all individuals. Surveys
indicate that beneficiaries enrolled in Part D continue to
be generally satisfied with the Part D program and their
plans (Healthcare Leadership Council 2015a, Healthcare
Leadership Council 2015b, KRC Research 2013).

Enrollee cost sharing

Cost-sharing requirements have generally been rising over
the years. This trend is primarily the result of a provision
in the law that requires a constant generosity of the Part
D’s benefit over time, which means that an increase in
average total drug expenses requires a commensurate
increase, on average, in benefit parameters.

To measure how the beneficiary’s share of the drug costs
has changed over time, we contracted with researchers

at Acumen LLC to calculate the average cost-sharing
amounts for different intervals of spending. Table 13-14
shows cost-sharing amounts for beneficiaries with annual
total drug spending that falls within different phases of the
benefit (e.g., below the 2013 defined-standard benefit’s
deductible of $324).3? Cost-sharing amounts shown are
for a hypothetical enrollee with average spending in each
spending range based on actual spending in 2013. For an
LIS enrollee, we also show the combination of Medicare’s
low-income cost-sharing subsidy and the LIS beneficiary’s
OOP spending.
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TABLE
13-14

Examples of cost sharing paid by Part D enrollees in 2007 and 2013

Beneficiary OOP* Medicare’s low-income
cost-sharing subsidy
combined with
Percent Percent Non-LIS LIS LIS enrollee OOP
of of
Gross drug enrollees spending Change Change Change
spending per in in 2007- 2007- 2007-
beneficiary 2013 2013 2007 2013 2013 2007 2013 2013 2007 2013 2013
$0 7% 0% $0 $0 $0 $0 $0 $0 $0 $0 $0
$1-$324 20 1 83 93 10 12 19 7 97 124 27
$325-$2,969 47 22 460 440 -20 62 68 6 527 573 46
$2,970-$6,954.51 17 27 1,988 1,480 -509 160 130 -29 2,419 2,429 10
$6,954.52-$9,999 4 11 3,863 2,932 -931 173 148 -25 4,651 4,805 154
>$10,000 5 39 4,357 4,388 31 88 113 25 5,043 5,619 576
Note:  OOP (out-of-pocket), LIS (low-income subsidy). The dollar amounts for 2007 are adjusted by the consumer price index for all urban consumers into 2013 dollars.

*Beneficiary OOP includes all payments made by or for a beneficiary (excluding low-income cost sharing) that would be treated as OOP for the purpose of
determining when he or she has reached the catastrophic phase of the benefit. Average spending per beneficiary was $146 for enrollees with spending between

$1 and $324, $1,276 for enrollees with spending between $325 and $2,969, $4,426 for enrollees with spending between $2,970 and $6,954.41, $8,272 for
enrollees with spending between $6,954.52 and $9,999, and $22,073 for enrollees with spending at or greater than $10,000.

Source: MedPAC based on Acumen LLC analysis for MedPAC.

In general, the amounts Part D enrollees paid OOP
remained relatively stable or decreased between 2007
and 2013. Cost-sharing amounts for non-LIS enrollees
generally decreased, with larger decreases for those who
had spending high enough to reach the coverage gap or
catastrophic phase of the benefit (ranges $2,970-$6,954.51
and $6,954.52-$9,999, respectively). The decrease is
primarily due to the closing of the coverage gap (i.e., an
increase in generosity of the Part D benefit) that began in
2011. For LIS enrollees, changes in the amounts paid out
of pocket were relatively small (less than 1 percent) with
the exception of those in the lowest spending category
($1-$324), which grew by $7 (from $12 to $19).%3

In contrast, Medicare’s low-income cost-sharing subsidy
combined with the OOP amount paid by LIS enrollees
grew across all spending ranges. This amount depends on
many factors—such as the disease burden of enrollees,
whether the enrollee is in a plan with a deductible, the tier
placement of the enrollee’s drugs, whether the enrollee
chose brand-name drugs or generics, and whether the
enrollee filled his or her prescriptions at a preferred
pharmacy. Comparing the average amounts of LIS cost
sharing to averages for non-LIS enrollees is complicated
because the relative generosity of the Part D benefit

has differed over time for these two groups. While LIS

enrollees generally have never faced a coverage gap, since
2011, the coverage gap for non-LIS enrollees has become
smaller (i.e., coverage has become more generous). Still,
the average combined low-income cost-sharing subsidies
and LIS OOP amounts grew more than did average non-
LIS cost sharing (Table 13-14). Some of this growth is
likely due to the fact that LIS OOP amounts, set by law,
make LIS enrollees less likely to be influenced by their
plans’ benefit designs, which use cost sharing to encourage
the use of lower cost medications and pharmacies. In

turn, this effect may lead to higher growth in spending for
Medicare’s low-income cost-sharing subsidy in the Part

D program compared with cost-sharing amounts paid by
non-LIS enrollees.

Exceptions and appeals process

The number of drugs listed on a formulary or the use

of utilization management tools—prior authorization,
quantity limits, and step therapy requirements—can
provide a measure of beneficiaries’ access to prescription
drugs. However, for individuals whose prescription
medications are not covered by their plans or are covered
but have relatively high cost sharing, a well-functioning
exceptions and appeals process is crucial to ensuring
access to needed medications.
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Part D spending for new hepatitis C medicines

epatitis C is a blood-borne virus that causes
Hinﬂammation of the liver.>* The hepatitis C

virus (HCV) can remain asymptomatic for
years, even decades, but can also lead to cirrhosis, liver
failure, and higher risk of liver cancer. An estimated 3
million people in the United States have HCV, many
without realizing it, and the virus is disproportionately
concentrated among baby boomers (Centers for
Disease Control and Prevention 2015). As of January
2015, about 363,000 Medicare beneficiaries (1.7
percent of the fee-for-service population) had been
diagnosed with HCV (Segal 2015). Prevalence rates
for low-income subsidy (LIS) enrollees in Part D are
six times higher than for non-LIS enrollees: 3.7 percent
versus (.6 percent, respectively.

Olysio, Sovaldi, Harvoni, and Viekira Pak are examples
of new oral therapies that offer significant promise

for patients with HCV; they substantially reduce or
eliminate viral load, may halt progression of disease,
and are much more tolerable than older treatments.
However, prices for the new drugs are very high:
Sovaldi was first offered in December 2013 at $84,000
per treatment regime, or $1,000 per pill. More recently,
the FDA approved other HCV therapies, and Gilead
(Sovaldi’s manufacturer) began offering rebates that

lowered the price by about 40 percent (Loftus 2014).
Initial data show that new HCV drugs can substantially
increase the number of patients achieving a sustained
virologic response compared with previous therapies.
However, a 2014 comparative clinical and cost-
effectiveness analysis of Olysio and Sovaldi found
that, even though newer agents may prevent more liver
events such as cancer or transplantation, over a 20-year
period, those fewer events would offset only three-
quarters of the incremental cost of the new drugs. If

a large number of patients were treated, “the clinical
advantages of newer treatment regimens would come
with a substantial potential impact on health care
budgets” (Loftus 2014, Tice et al. 2014).

The use of new hepatitis C therapies has had a very
significant impact on Part D spending. Medicare
Trustees estimate that in 2014, Part D program
payments increased by nearly 15 percent, and they
attribute the size of the increase to the use of new
hepatitis C drugs (Boards of Trustees 2015). As of
January 2015, about 57,000 Medicare fee-for-service
beneficiaries (only 16 percent of those identified as
having HCV) had filled at least 1 prescription for
an HCV drug (Segal 2015). Nevertheless in 2014,
gross Part D spending for new HCV drugs before

(continued next page)

Part D’s exceptions and appeals process is complex,
involving multiple levels (Medicare Payment Advisory
Commission 2014d). It begins either when an enrollee’s
prescription is denied at the pharmacy because of a plan’s
utilization management or cost-sharing requirements or
because the drug is not listed on the plan’s formulary. To
initiate a request for an appeal, the enrollee, prescribing
physician, or authorized representative must ask the plan
for a redetermination.

In 2013, we examined Part D’s appeals data that pertained
to the second of five levels of the appeals process, for
which plans’ adverse coverage determinations were
reviewed by an independent review entity. However, the
data did not provide information sufficient for us to assess
the effectiveness of the exceptions and appeals process

in ensuring access to needed medications (Medicare

Payment Advisory Commission 2014d). Subsequently,
CMS released data on the exceptions and appeals process
at the plan level. Our analysis of that data showed low
rates of claims rejections and appeals (Medicare Payment
Advisory Commission 2015d). We were unable to
determine whether those findings were cause for concern
because claims can be rejected for valid reasons, such as
exceeding the quantity limits based on FDA labeling. In
other cases, beneficiaries may work with their physicians
to find alternative medications or obtain samples. A low
appeals rate could be cause for concern if it reflects a lack
of transparency in the process or excessive administrative
burden imposed on enrollees and prescribers that
discourages them from submitting an appeal.

At the same time, CMS audits continue to find that
plans have difficulties in the areas of Part D coverage
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Part D spending for new hepatitis C medicines (cont.)

rebates was $4.8 billion, and as of June 30, 2015, the
comparable figure had reached $4.6 billion (Committee
on Finance 2015). Part D plan sponsors did not fully
anticipate the spending effects of new HCV drugs when
they submitted their plan bids for 2014, and in 2015,
Medicare paid plans an additional $11 billion in 2014
reconciliation payments.*> Since all Part D enrollees
with HCV must have reached the out-of-pocket
threshold and many likely had assistance with cost
sharing through the LIS, the Medicare program paid for
the vast majority of new HCV spending.

Several factors account for why the higher spending

in 2014 was not anticipated accurately. Physicians

who treat HCV knew that more tolerable medicines
would soon become available, and some of these
physicians “warehoused” patients (delayed treatment) in
anticipation of newer therapies (Committee on Finance
2015). A further reason is that once the FDA approved
the first two breakthrough therapies, Part D plans were
obligated to cover them; plans had little negotiating
leverage over the drugs’ prices until the introduction of
additional HCV therapies. The only prior authorization
Part D plans could require was to clinically document
that the enrollee had one of the HCV indications listed
on the drug’s label. By comparison, 33 state Medicaid
programs used tighter utilization management—covering

new HCV treatment only for patients with more
advanced liver disease (Ward and Mermin 2015).

New HCV drugs pose difficult challenges for public
payers, including Medicare. One challenge is the
issue of opportunity costs: steep increases in spending
for HCV drugs leave fewer resources available for
other important uses. A competing issue is whether
public programs may restrict care when effective
treatments are available. In a November 2015 notice
to state Medicaid programs, CMS cautioned that

the programs should not deny access to clinically
appropriate HCV treatments (Centers for Medicare

& Medicaid Services 2015¢). At the same time, CMS
encouraged manufacturers of HCV drugs to disclose
how they might use value-based pricing agreements.
A further challenge is that new HCV infections have
risen significantly in the United States, fueled by the
use of injected drugs (Ward and Mermin 2015). Some
public health analysts contend that broader treatment
with new HCV drugs may reduce the rate of new
infections (Van Nuys et al. 2015), while others voice
concern that without measures to reduce illicit drug
use, some treated HCV patients may become reinfected
and the virus could potentially become drug resistant
(Wilkerson 2015). m

determinations, appeals, and grievances (Centers for
Medicare & Medicaid Services 2015a). In beneficiary
focus groups convened for the Commission during

2015, we continued to find limited experience with the
exceptions and appeals process (Hargrave et al. 2015).
Some of the beneficiaries we spoke with were aware

of the appeals process, but many chose not to appeal

the plans’ (negative) coverage determinations. Many
reported working with their physicians to find alternative
medications instead of appealing plans’ coverage
decisions. In our focus groups, many providers reported
that it was time consuming and frustrating to speak with
insurance companies on behalf of a patient for a particular
prescription.

CMS collects quality and performance data to monitor
sponsors’ operations. A subset of these data is used to rate
plans on a 5-star system, which is used to determine MA
quality bonus payments and is made available to the public
to help beneficiaries evaluate their plan options during
Part D’s annual open enrollment. CMS also requires Part
D plans to implement medication therapy management
(MTM) programs to improve the quality of the
pharmaceutical care for high-risk beneficiaries. Although
the Commission supports CMS’s goal of improving
medication management, we have been concerned with
the effectiveness of plans’ MTM programs. In September
2015, CMS announced that it would test a new MTM

MECIpAC

Report to the Congress: Medicare Payment Policy | March 2016 403



model. We plan to examine the effectiveness of the new
MTM program once additional information becomes
available.

Measuring plan performance

CMS collects Part D plan quality and performance data
from several sources—the Consumer Assessment of
Health Providers and Systems® survey, agency monitoring
of plans, data furnished by plan sponsors, and claims
information (Centers for Medicare & Medicaid Services
2015f). Selected performance measures are available on
the Plan Finder at www.medicare.gov to help beneficiaries
evaluate their plan options during Part D’s annual open
enrollment. The lowest rated plans are flagged to caution
beneficiaries about choosing those plans. The highest
rated plans can enroll beneficiaries outside the annual
open enrollment period. In addition, for MA—PDs, Part D
performance data affect the MA program’s overall plan
ratings to determine the amount of bonus payment.

For 2016, Part D plan ratings are based on up to 15 metrics
that measure plan performance on intermediate outcomes,
patient experience, access, and process. Four measures

of intermediate outcomes receive twice as much weight

as the seven metrics that reflect patient experience and
access. Two new measures have been added for 2016:
MTM completion rate for comprehensive medication
reviews and beneficiary access and plan performance
problems, a measure reflecting any CMS sanctions,

civil monetary penalties, or compliance actions (Centers
for Medicare & Medicaid Services 2015f). These new
measures receive relatively less weight, as do other
process measures. Finally, drug plan quality improvement,
a measure reflecting changes in drug plans’ performance
from one year to the next, is assigned the highest weight
(5). Most MA-PDs are rated on up to 32 measures that
assess the quality of medical services provided under Part
C (i.e., the MA program), in addition to the 15 measures
used to assess the quality of prescription drug (Part D)
services provided. CMS aggregates individual scores for
each measure (15 measures for PDPs and 47 measures

for MA—PDs) on the Plan Finder under a 5-star system; 5
stars reflect excellent performance, and 1 star reflects poor
performance.

The average star rating (weighted by 2015 enrollment)

for 2016 is 3.40, down from 3.75 in 2015. CMS noted
changes in the PDP scores because of the discontinuation
of one measure and the introduction of three new measures
(Centers for Medicare & Medicaid Services 2015b). For

MA-PDs, the average is 4.03, up from 3.92 in 2015 (see
Chapter 12 for a discussion of stars ratings for MA plans
and MA-PDs.). In general, changes in the composition of
the measures CMS uses to rate plans over the years makes
it difficult to use the star rating system to measure changes
in quality of services provided by plans across years.

Medication therapy management programs

Part D plans are required to implement MTM programs
to improve the quality of the pharmaceutical care for
high-risk beneficiaries. These programs are intended to
improve medication use and reduce adverse drug events
for beneficiaries who have multiple chronic conditions,
take multiple medications, and are likely to have annual
drug spending that exceeds the annual cost threshold
($3,507 for 2016). Our earlier review of MTM programs
revealed wide variations in eligibility criteria and the kinds
of interventions provided to enrollees (Medicare Payment
Advisory Commission 2009).

CMS has been tightening criteria for MTM programs
since 2010 and has used multiple guidances to specify
MTM requirements. For example, under CMS MTM
criteria, plan sponsors cannot require beneficiaries to have
more than three chronic conditions or use more than eight
medications to be eligible for their MTM programs. Plan
sponsors are required to offer all MTM-program-eligible
enrollees a comprehensive medication review (CMR) at
least annually and a targeted medication review (TMR) at
least quarterly for ongoing monitoring and follow-up of
any medication-related issues.*®

Although the Commission supports CMS’s goal of
improving medication management, we have been
concerned with the effectiveness of Part D’s MTM
programs. As CMS has noted in the past, plans are
unable to contact many eligible beneficiaries, and many
beneficiaries refuse the service. MTM program data
released by CMS showed that, in 2010 and 2012, only
10 percent of MTM participants (about 1 percent of
Part D enrollees) completed a CMR (Marrufo et al.
2013, Medicare Payment Advisory Commission 2015d).
In addition, physicians may be reluctant to accept
recommendations from drug plans with which they
have no direct relationship. Evidence suggests that the
effectiveness of the MTM services currently offered by
Part D plans “fall[s] short of their potential to improve
quality and reduce unnecessary medical expenditures”
(Centers for Medicare & Medicaid Services 2015h,
Marrufo et al. 2013).
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In September of 2015, CMS announced that it would
test whether providing payment incentives and greater
regulatory flexibility in designing the MTM programs
would “achieve better alignment of PDP sponsor and
government financial interests, while also creating
incentives for robust investment and innovation in better
MTM targeting and interventions” (Center for Medicare
& Medicaid Innovation 2015). The regulatory flexibility
combined with the financial incentives provided under
the model test have the potential to address some of

the Commission’s concerns regarding coordination

with a beneficiary’s care team and a plan’s incentive

to offer MTM programs (Medicare Payment Advisory
Commission 2014a) (see text box, p. 406). We plan to
continue to monitor how well the current MTM program is
working and report on the new enhanced MTM model as
more information becomes available.

Medicare does not set drug prices administratively for Part
D; prices are determined through negotiations between
private plan sponsors, pharmacies, and pharmaceutical
manufacturers. The law that created Part D included

a clause that explicitly prohibits the Secretary from
“interfer[ing] with the negotiations between drug
manufacturers and pharmacies and PDP sponsors.
The law also prohibits the Secretary from requiring a
particular formulary or instituting a price structure for
reimbursement. This reliance on market-based prices

was premised on the notion that competition among Part
D plans that bear insurance risk would provide a strong
incentive for plan sponsors to manage drug use and keep
spending in check. Plan sponsors and their PBMs carry
out this responsibility by developing and maintaining
formularies, using differential cost sharing to encourage
enrollees to use lower cost options, and negotiating
rebates and discounts from manufacturers and pharmacies.
However, for medicines with limited therapeutic
substitutes or for which coverage is required, plan
sponsors have less bargaining leverage to exert downward
pressure on price.

537

This chapter describes the growing effects of high-cost
enrollees (those who reach Part D’s OOP threshold) on
program spending. In 2013, about three-fourths of high-
cost enrollees received the LIS, and past research by the
Commission has shown consistently that plan sponsors
are less successful at encouraging LIS enrollees to use

generics. Encouraging LIS enrollees to use lower cost
generics could reduce the number of individuals who
reach the catastrophic phase of the benefit and thereby
reduce the amount Medicare pays to plans in individual
reinsurance. Meanwhile, the numbers of non-LIS enrollees
who reach Part D’s OOP threshold are growing faster
than those with the LIS. Phased closure of the coverage
gap combined with the pipeline shift toward drugs with
very high prices have contributed to this trend and pose a
particular challenge because Medicare pays for 80 percent
of catastrophic costs through individual reinsurance.

Going forward, the Commission will continue to evaluate
policy options that could improve the efficiency of Part
D within the context of the program’s market-based
approach. For example, plan sponsors could be asked to
shoulder more insurance risk for their Part D enrollees
while, at the same time, plans could be allowed greater
flexibility around formulary tools. Such steps could

be designed to increase plans’ incentives and ability to
manage benefit spending. Policy changes would need to be
accompanied by well-functioning appeals and grievance
procedures to ensure that enrollees maintain good access
to appropriate medications.

It would also be important to consider medication use
within the context of broader Medicare spending. For
example, we may want to consider Medicare policies
that encourage the use of medications that improve
health outcomes and reduce the use of other health care
services. Our previous research on this topic highlighted
the difficulty of measuring the effects of medication

use (adherence) on the use of other health care services
among Medicare beneficiaries (Medicare Payment
Advisory Commission 2014c). A related issue is that
harmful effects can result from polypharmacy (use of
multiple medications), especially among Medicare
beneficiaries, who tend to have multiple chronic
conditions (Medicare Payment Advisory Commission
2015¢).%® Thus, in contemplating policy interventions to
encourage appropriate medication use, we need a better
understanding of how the effects of medication use vary
by condition and by population. We plan to revisit these
issues in the future. ®
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Part D Enhanced Medication Therapy Management Model test

( jMS plans to implement the new program called
the Part D Enhanced Medication Therapy
Management Model in selected prescription

drug plan (PDP) regions through the Center for

Medicare and Medicaid Innovation with a proposed

five-year performance period, from 2017 through

2021.% Part D’s program requirements related to

uniformity of benefits and cost sharing will be waived

for participating PDPs, which would provide them with
the ability to offer medication therapy management

(MTM) interventions tailored to an individual’s needs,

including cost-sharing assistance to financially needy

beneficiaries (Centers for Medicare & Medicaid

Services 2015h).

CMS’s stated goal is for the participating PDPs

to explore different communication strategies to
improve beneficiary, pharmacist, and medical provider
coordination and engagement. To aid that effort, CMS
can provide participating PDPs with their enrollees’
Part A and Part B claims data and information on
beneficiaries’ participation in integrated care models,
such as accountable care organizations.

Because stand-alone PDPs may not necessarily benefit
financially from providing MTM services that could
improve enrollees’ health outcomes and lower costs
for the Medicare program, the model test also includes
financial incentives for participating PDPs:

e aplan-specific prospective payment for MTM
services that is outside the annual Part D bid and
would not therefore affect plan premiums, and

e aperformance-based payment in the form of an
increased beneficiary premium subsidy (in a future
year) for plans that successfully achieve a 2 percent
reduction in expected beneficiary fee-for-service
expenditures (net of model prospective payments).

PDPs participating in the enhanced MTM model

will be required to collect and submit MTM-related
encounter data for both monitoring and evaluation
purposes. The MTM encounter data will also be used
to construct certain quality metrics that reflect clinical
significance and outcomes (Center for Medicare &
Medicaid Innovation 2015). m
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Endnotes

This amount includes reconciliation payments made during
2014 between Medicare and plan sponsors for benefits
delivered in previous years.

Part D benefit parameters for 2016 reflect an increase of
nearly 12 percent over 2015 due to a more than 6 percent
increase in average spending and a revision to prior-year
adjustments of over 5 percent (Centers for Medicare &
Medicaid Services 2015g).

In 2016, the Part D benefit provides gap coverage of 5 percent
for brand-name drugs, in addition to a 50 percent discount
provided by drug manufacturers, reducing cost sharing in

the gap to about 45 percent. Cost sharing for brand-name
drugs filled depends on the dispensing fee charged since the 5
percent covered by Part D applies to both the ingredient cost
and the dispensing fee, while the 50 percent manufacturer
discount applies only to ingredient costs.

If an employer agrees to provide primary drug coverage to
retirees with an average benefit value equal to or greater

than Part D (called creditable coverage), Medicare provides

a tax-free subsidy to the employer for 28 percent of each
eligible retiree’s drug costs that fall within a specified range of
spending. Under PPACA, employers still receive the RDS tax
free, but as of 2013, they can no longer deduct drug expenses
for which they receive the subsidy as a cost of doing business.
However, they can still deduct prescription drug expenses not
covered by the subsidy.

Other sources of coverage include the Federal Employees’
Health Benefits Program, TRICARE for Life, and the
Department of Veterans Affairs.

CMS is conducting demonstration projects in which certain
beneficiaries who are eligible for both Medicare and Medicaid
receive all of their care through a single health plan, known

as a Medicare-Medicaid Plan (MMP). The number of
beneficiaries enrolled in MMPs rose from 17,000 in 2014

to about 320,000 in 2015. They are included in the MA-PD
category.

Under the Part C payment system, a portion of the difference
between the plan’s benchmark payment and its bid for
providing Part A and Part B services is referred to as Part C
rebate dollars. The rebate dollars can be used to supplement
benefits or lower premiums for services provided under Part C
or Part D.

MA-PD premiums reflect Medicare Advantage plans’ total
monthly premium attributable to Part D benefits for plans that
offer Part D coverage and are net of rebate dollars that were
used to offset Part D premium costs.

9
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These figures are based on CMS’s estimate as of December
2015. Cubanski and Neuman (2015) provide a similar
estimate.

CMS allows sponsors to offer multiple plans in a given
service area only when the plans are substantially different
from one another. To be considered “substantially different”
for 2016, a beneficiary’s expected monthly OOP costs
between basic and enhanced PDPs must differ by at least $18
per month. If a sponsor is offering two enhanced PDPs in

the same service area, the second enhanced plan must have a
higher value than the first, with a difference of at least $30 in
a beneficiary’s expected monthly OOP costs between the two
enhanced plan offerings.

Information on the extent of coverage plans provide in the
gap phase is not available for 2015 or 2016. However, in

the past, plans often provided limited coverage in the gap.
For example, in 2014, about one-fourth of PDPs with some
additional coverage in the gap included fewer than 10 percent
of formulary drugs in that coverage (Hoadley et al. 2014a).

Plan sponsors do not submit Part D bids for EGWP plans, and
so we do not have bid information about their administrative
costs. For that reason, we excluded EGWP plans from this
analysis. We also excluded the Program of All-Inclusive Care
for the Elderly and low-income new enrollment transition
plans, which allow individuals who are eligible for the LIS but
not yet enrolled in a Part D prescription drug plan to obtain
immediate prescription drug coverage.

For 2013, plan sponsors were able to negotiate rebates

and discounts that reduced total gross benefit spending by
about 13 percent. The net benefit spending is calculated by
allocating those rebates and discounts in proportion to the
gross spending amounts incurred across different phases of
the benefit.

In 2014 and thereafter, Part D contracts are subject to

“medical loss ratio” requirements that they spend at least
85 percent of revenues on benefit costs. Because the data
analyzed here are from 2013, those requirements did not

apply.

The measure needs to be used with caution because it can
be misleading in some circumstances. For example, some
plan sponsors list relatively few drugs on their formulary but
have an exceptions process that permits good access to other
medications. Alternatively, other sponsors list most drugs on
their formulary but require prior authorization for relatively
larger numbers of drugs.

Report to the Congress: Medicare Payment Policy | March 2016 407



16

17

18

19

20

21

22

23

24

408 status report on Part D

The average share of pharmacies is not weighted by
enrollment.

The minimum standard for pharmacy network access, based
on the TRICARE standard, is as follows: urban areas—at least
90 percent of Medicare beneficiaries in the sponsor’s service
area reside within 2 miles of a network retail pharmacy;
suburban areas—at least 90 percent of Medicare beneficiaries
in the sponsor’s service area reside within 5 miles of a
network retail pharmacy; rural areas—at least 70 percent of
Medicare beneficiaries in the sponsor’s service area reside
within 15 miles of a network retail pharmacy.

Beneficiaries had access to preferred pharmacies in 46 percent
of plans in urban areas, 87 percent in suburban areas, and 95
percent in rural areas.

Sixty-six percent of commercial health plans mandate that
self-administered specialty drugs be dispensed by a specialty
pharmacy, and about three-quarters of health plans require
beneficiaries to use designated specialty pharmacy providers
(Fein 2015).

Specialty pharmacies can be operated by PBMs, retail
drugstore chains, health plans, pharmaceutical wholesalers,
physician practices, and hospital systems (Fein 2015).

CMS regulations state that Part D plans may not restrict
access to certain Part D drugs to “specialty” pharmacies
within their Part D network in such a manner that contravenes
the convenient access protections of §1860D—4(b)(1)(C) of
the Social Security Act and 42 CFR §423.120(a).

An individual NDC uniquely identifies the drug’s labeler,
drug, dosage form, strength, and package size. Typically, the
same drug has many different NDCs.

For this index, Acumen grouped NDCs that are
pharmaceutically identical, aggregating prices across drug
trade names, manufacturers, and package sizes. As a result,
brand-name drugs are grouped with their generics if they
exist, and the median price more closely reflects the degree to
which market share has moved between the two.

In a proposed rule published January 6, 2014, CMS suggested
removing three classes—antidepressants, antipsychotics, and
immunosuppressants for transplant rejection—from protected
status. In a comment letter, the Commission was supportive
of CMS’s approach in applying objective criteria to determine
drug categories or classes of clinical concern while balancing
the goals of beneficiary access and welfare with Part D plans’
tools to manage the drug benefit and appropriately constrain
costs. The Commission also shared CMS’s concerns about
antipsychotics and supported CMS’s move to proceed slowly
(Medicare Payment Advisory Commission 2014a). However,
CMS did not include the proposed action in its final rule.
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Differences in GDRs vary by therapeutic classes. In 2012,
for some of the most commonly used classes of drugs, the
average GDR for LIS enrollees was from 5 percentage points
to 13 percentage points lower than that of non-LIS enrollees.
We observed this finding in both PDPs and MA—PDs.

The price index for antiretrovirals grew by 46 percent between
2006 and 2013.

In 2012, our price index for biologic products rose steeply
by about 30 percent, a rate much higher than was observed
in previous years. The increase was due in part to a change
in how prescription quantities were reported for Avonex,

a self-injectable biologic used to treat multiple sclerosis.
Spending for Avonex accounted for a relatively high share of
total expenditures for the market basket of biologic products
used to calculate the price index. We are exploring this issue
further.

The industry does not have one consistent definition of
specialty drugs, but these drugs tend to be characterized

as high cost (e.g., the Medicare threshold described by the
Centers for Medicare & Medicaid Services (2015¢) of $600
or more per month) and are used to treat a rare condition,
require special handling, use a limited distribution network,
or require ongoing clinical assessment. Most biologics

are a subset of specialty drugs. See http://www.ajmc.com/
payer-perspectives/0213/The-Growing-Cost-of-Specialty-
PharmacyIs-it-Sustainable.

The share of Part D enrollees who reach the catastrophic
phase of the benefit decreased between 2007 and 2013 (from
8.8 percent to 7.6 percent), due to the influx of relatively
younger and healthier cohorts of enrollees associated with
the retirement of baby boomers and employer group waiver
plans (EGWPs). Much of the growth in EGWPs is likely
attributable to the changes made by the Patient Protection
and Affordable Care Act of 2010 (PPACA) that increased
the generosity of Part D coverage. (See http://www.medpac.
gov/documents/payment-basics/part-d-payment-system-15.
pdf?sfvrsn=0 for more detail on changes made by PPACA to
phase out the coverage gap, and see endnote 4 in this chapter
for changes to the tax treatment of the retiree drug subsidy.)

Among pharmacy benefit managers (PBMs), growth in price
and use of specialty drugs has been driving the overall trend
in spending. Across their entire non-Medicare and Medicare
books of business, PBMs’ spending on specialty drugs has
reached about 30 percent in 2012 and may reach 50 percent of
total spending by 2018 (Roberts 2013).

The prescription drug coverage that beneficiaries had before
2006 may or may not have been as generous as the Part D
benefit. Since implementation of Part D, nearly 90 percent of
beneficiaries have drug coverage that is as generous as Part
D’s basic benefit.
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We first estimated the share of drug costs that were paid by
beneficiaries (OOP share) by annual spending levels in $100
increments for both 2007 and 2013. We then calculated the
average spending by benefit phase, using 2013 data on drug
spending, and multiplied those amounts by the OOP shares
that would have applied in 2007 and 2013 to obtain the
hypothetical cost-sharing amounts that would have applied for
a beneficiary with average spending in each spending range
(benefit phase) in 2007 and 2013.

The maximum OOP amounts for LIS enrollees are set by law,
with the majority paying nominal copays that are indexed to
the consumer price index for all urban consumers. Because
the law requires the copays to be indexed in this manner, the
OOP amounts would not be expected to follow the patterns
observed for average total program spending or the cost-
sharing amounts set by plan sponsors.

Today, the most common way people become infected with
hepatitis C is by sharing needles or equipment to inject drugs,
but the virus can also be transmitted through contact with
infected blood (e.g., needle sticks in health care settings or,
before 1992, blood transfusions) or less commonly through
sexual contact.

The $11.1 billion was for all drugs provided through Part

D, not just HCV drugs. The amount was made up of $2.2
billion in additional low-income cost-sharing subsidies and
$8.9 billion in additional individual reinsurance subsidies for
enrollees who reached Part D’s out-of-pocket limit, but net of
$0.1 billion in risk-corridor payments from plans to Medicare
(data provided to Commission staff by CMS as of October
29, 2015). Two billion dollars of the $8.9 billion in additional
reinsurance payments were to EGWPs, which receive all of
their reinsurance subsidies as a lump sum at reconciliation
rather than through prospective payments during the benefit
year.
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CMRs must include an interactive, person-to-person, or
telehealth consultation performed by a pharmacist or other
qualified provider and a written summary of the review that
includes a medication list and action plan, if any, provided
to beneficiaries in CMS’s standardized format. A TMR

is distinct from a CMR because it is focused on specific
medication-related problems, actual or potential. A TMR can
be person-to-person or system generated, and interventions
can be delivered by mail or faxed to the beneficiary or the
prescriber, as appropriate (Centers for Medicare & Medicaid
Services 2014b).

Section 1860D—-11 [42 U.S.C. 1395w—111].

There is no consensus on what constitutes polypharmacy.
Some researchers identify polypharmacy in terms of the
number of drugs taken concurrently by a patient. Most
commonly, researchers describe polypharmacy as a situation
in which a patient takes five to seven drugs concurrently.

A Request for Application for the model test was released

in early November 2015 to sponsors of basic stand-alone
PDPs in the following five regions: Region 7 (Virginia),
Region 11 (Florida), Region 21 (Louisiana), Region 25 (Iowa,
Minnesota, Montana, Nebraska, North Dakota, South Dakota,
Wyoming), and Region 28 (Arizona) (https://innovation.cms.
gov/initiatives/enhancedmtm/).

Report to the Congress: Medicare Payment Policy | March 2016 409



References

Alpern, J. D., W. M. Stauffer, and A. S. Kesselheim. 2014. High-
cost generic drugs—Implications for patients and policymakers.
New England Journal of Medicine 371, no. 20 (November 13):
1859-1862.

Boards of Trustees, Federal Hospital Insurance and Federal
Supplementary Medical Insurance Trust Funds. 2015. 2015
annual report of the Boards of Trustees of the Federal Hospital
Insurance and Federal Supplementary Insurance Trust Funds.
Washington, DC: Boards of Trustees.

Bray, C., and R. Abelson. 2015. Aetna agrees to acquire Humana
for $37 billion in cash and stock. New York Times, July 3.

CatamaranRx. 2014. Informed trends: Moments of opportunity.
Schaumburg, IL: CatamaranRx. http://www.catamaranrx.com/
Insights/Trend-Report/.

Center for Medicare & Medicaid Innovation, Department of
Health and Human Services. 2015. Announcement of Part D
Enhanced Medication Therapy Management Model. https://
innovation.cms.gov/Files/x/mtm-announcement.pdf.

Centers for Disease Control and Prevention. 2015. Hepatitis C
FAQs for the public. http://www.cdc.gov/hepatitis/hcv/cfaq.htm.

Centers for Medicare & Medicaid Services, Department of
Health and Human Services. 2015a. The 2014 Part C and

Part D program audit and enforcement report. Report issued
by the Medicare Parts C & D Oversight and Enforcement
Group. Baltimore, MD: CMS. https://www.cms.gov/Medicare/
Compliance-and-Audits/Part-C-and-Part-D-Compliance-and-
Audits/Downloads/2014_Part_C_Part_D_Program_Audit_
Annual_Report.pdf.

Centers for Medicare & Medicaid Services, Department of Health
and Human Services. 2015b. 2016 Part C and D plan ratings.
Fact sheet. Baltimore, MD: CMS.

Centers for Medicare & Medicaid Services, Department of Health
and Human Services. 2015¢. Advance notice of methodological
changes for calendar year (CY) 2016 for Medicare Advantage
(MA) capitation rates, Part C and Part D payment policies and
2016 call letter. February 20. http://www.cms.gov/Medicare/
Health-Plans/Medicare AdvtgSpecRateStats/Downloads/
Announcement2016.pdf.

Centers for Medicare & Medicaid Services, Department

of Health and Human Services. 2015d. Announcement of
calendar year (CY) 2016 Medicare Advantage capitation rates
and Medicare Advantage and Part D payment policies and

final call letter. http://www.cms.gov/Medicare/Health-Plans/
MedicareAdvtgSpecRateStats/Downloads/Announcement2016.
pdf.

Centers for Medicare & Medicaid Services, Department of Health
and Human Services. 2015e. Assuring Medicaid beneficiaries
access to hepatitis C (HCV) drugs. Medicaid drug rebate program
notice, release no. 172. https://www.medicaid.gov/Medicaid-
CHIP-Program-Information/By-Topics/Benefits/Prescription-
Drugs/HCV-Communication.html.

Centers for Medicare & Medicaid Services, Department of Health
and Human Services. 2015f. Medicare 2016 Part C & D star
rating technical notes. August 5. Baltimore, MD: CMS.

Centers for Medicare & Medicaid Services, Department of
Health and Human Services. 2015g. Memo to all Medicare
Advantage organizations, prescription drug plan sponsors,

and other interested parties regarding the announcement of
calendar year (CY) 2016 Medicare Advantage capitation rates
and Medicare Advantage and Part D payment policies and final
call letter. April 6. http://www.cms.gov/Medicare/Health-Plans/
MedicareAdvtgSpecRateStats/Downloads/Announcement2016.
pdf.

Centers for Medicare & Medicaid Services, Department of
Health and Human Services. 2015h. Part D Enhanced Medication
Therapy Management Model fact sheet. https://www.cms.gov/
Newsroom/MediaReleaseDatabase/Fact-sheets/2015-Fact-sheets-
items/2015-09-28.html.

Centers for Medicare & Medicaid Services, Department of
Health and Human Services. 2014a. Convenient access to retail
pharmacies—Analysis on preferred cost-sharing pharmacy
networks. Baltimore, MD: CMS.

Centers for Medicare & Medicaid Services, Department of Health
and Human Services. 2014b. CY 2015 Medication Therapy
Management Program guidance and submission instructions.
Memo from Jennifer R. Shapiro, MPH, Acting Deputy Director,
Medicare Drug Benefit and C & D Data Group. May 7.

Centers for Medicare & Medicaid Services, Department of Health
and Human Services. 2014c. Medicare health & drug plan quality
and performance ratings 2014 Part C & Part D technical notes.
Baltimore, MD: CMS.

Centers for Medicare & Medicaid Services, Department of Health
and Human Services. 2014d. Medicare program; contract year
2015 policy and technical changes to the Medicare Advantage and
the Medicare prescription drug benefit programs. Proposed rule.
Federal Register 79, no. 7 (January 10): 1918-2073.

410 status report on Part D



Centers for Medicare & Medicaid Services, Department of Health
and Human Services. 2013. Part D claims analysis: Negotiated
pricing between preferred and non-preferred pharmacy networks.
April 30. Baltimore, MD: CMS. http://www.cms.gov/Medicare/
Prescription-Drug-Coverage/PrescriptionDrugCovGenln/
Downloads/PharmacyNetwork.pdf.

Committee on Finance, United States Senate. 2015. The price of
Sovaldi and its impact on the U.S. health care system. Committee
print, S. Prt. 114-20. Washington, DC: United States Senate.
http://www.finance.senate.gov/imo/media/doc/1%20The %20
Price%200f%20Sovaldi%20and %201Its %20Impact%200n%20
the%20U.S.%20Health%20Care %20System%20%28Full%20
Report%29.pdf.

Cubanski, J., and T. Neuman. 2015. Medicare’s income-related
premiums: A data note. Issue brief. Washington, DC: Kaiser
Family Foundation. http://kff.org/medicare/issue-brief/medicares-
income-related-premiums-a-data-note/.

Express Scripts. 2014. The 2013 drug trend report. Tempe, AZ:
Express Scripts. http://lab.express-scripts.com/~/media/7f14884da
6ef434dbf30abd82dd7e655.ashx.

Federal Trade Commission. 2014. Comment on CMS’s proposed
rule entitled “Contract year 2015 policy and technical changes

to the Medicare Advantage and the Medicare prescription drug
benefit programs.” March 7. https://www.ftc.gov/system/files/
documents/advocacy_documents/federal-trade-commission-
staff-comment-centers-medicare-medicaid-services-regarding-
proposed-rule/140310cmscomment.pdf.

Fein, A. 2015. 2014-15 economic report on retail, mail, and
specialty pharmacies. Philadelphia, PA: Pembroke Consulting
Inc. and Drug Channels Institute.

Fein, A. 2014. Retail generic drug inflation reaches new heights.
Drug Channels blog, August 12. http://www.drugchannels.
net/2014/08/retail-generic-drug-inflation-reaches.html.

Galliard Capital Management. 2011. Desk talk: The
pharmaceutical patent cliff. Minneapolis, MN: Galliard Capital
Management. http://www.galliard.com/_literature_66302/The_
Pharmaceutical_Patent CIiff.

Hargrave, E., L. Summer, D. Liffmann, et al. Forthcoming.
Findings from focus groups and interviews on access to care,
choosing a plan, and the organization and coordination of health
care. Report prepared by staff from NORC at the University

of Chicago for the Medicare Payment Advisory Commission.
Washington, DC: MedPAC.

Hargrave, E., L. Summer, D. Liffmann, et al. 2015. Findings from
Socus groups and interviews on access to care, coverage choices,
the organization of care and urgent care. Draft final report
prepared by staff from NORC at the University of Chicago for
the Medicare Payment Advisory Commission. Washington, DC:
MedPAC.

Healthcare Leadership Council. 2015a. Morning Consult

national tracking poll. http://www.hlc.org/wp-content/
uploads/2015/08/150703_Medicare-Today-National-Seniors-Poll-
TOPLINE.pdf.

Healthcare Leadership Council. 2015b. Nearly nine of 10 seniors
satisfied with Medicare Part D prescription drug coverage,
national survey finds. https://www.hlc.org/2015/08/nearly-nine-
of-10-seniors-satisfied-with-medicare-part-d-prescription-drug-
coverage-national-survey-finds/.

Herman, B. 2015. Anthem acquiring Cigna in largest ever health
insurance deal: $54.2 B. Modern Healthcare, July 24.

Hoadley, J., J. Cubanski, and T. Newman. 2015a. A first look at
Part D plan offerings in 2016. Washington, DC: Kaiser Family
Foundation.

Hoadley, J., J. Cubanski, and T. Neuman. 2015b. Medicare Part
D at 10 years: The 2015 marketplace and key trends, 2006-2015.
Washington, DC: The Henry J. Kaiser Family Foundation.

Hoadley, J., L. Summer, E. Hargrave, et al. 2015c. To switch or
be switched: Examining changes in drug plan enrollment among
Medicare Part D low-income subsidy enrollees. Washington,
DC: Kaiser Family Foundation. http://kff.org/medicare/report/
to-switch-or-be-switched-examining-changes-in-drug-plan-
enrollment-among-medicare-part-d-low-income-subsidy-
enrollees/.

Hoadley, J., J. Cubanski, E. Hargrave, et al. 2014a. Medicare Part
D: A first look at plan offerings in 2015. Washington, DC: The
Henry J. Kaiser Family Foundation.

Hoadley, J., L. Summer, E. Hargrave, et al. 2014b. Medicare Part
D in its ninth year: The 2014 marketplace and key trends, 2006—
2014. Washington, DC: The Henry J. Kaiser Family Foundation.

Kaczmarek, S., A. Sheldon, and D. Liner. 2013. The impact of
preferred pharmacy networks on federal Medicare Part D costs,
2014-2023. Windsor, CT: Milliman.

Kesselheim, A. 2014. Why are some generic drugs skyrocketing
in price? Hearing testimony before the United States Senate,
Committee on Health, Education, Labor, and Pension,
Subcommittee on Primary Health and Aging. November 20.

Report to the Congress: Medicare Payment Policy | March 2016 411



KRC Research. 2013. Seniors’ opinions about Medicare
prescription drug coverage: 8th year update. Presentation
prepared for Medicare Today. http://www.medicaretoday.
org/MT2013/KRC%?20Survey%200f%20Seniors%20for%20
Medicare%20Today %20%20FINAL.pdf.

Loftus, P. 2014. Special sale price: Docs divided over discount on
AbbVie’s hepatitis C drug. Wall Street Journal, December 22.

Lyons, K. 2015. E-mail message to the authors, December 5.

Marrufo, G., A. Dixit, D. Perlroth, et al. 2013. Medication therapy
management in a chronically ill population: Interim report.
Prepared for the Centers for Medicare & Medicaid Services by
Acumen, LLC. Contract # HHSM-500-2011-00012I/TOT0001.
Baltimore, MD: CMS.

Medicare Payment Advisory Commission. 2015a. A data book:
Health care spending and the Medicare program. Washington,
DC: MedPAC.

Medicare Payment Advisory Commission. 2015b. Payment
basics: Part D payment system. Washington, DC: MedPAC.

Medicare Payment Advisory Commission. 2015¢. Report to
the Congress: Medicare and the health care delivery system.
Washington, DC: MedPAC.

Medicare Payment Advisory Commission. 2015d. Report to the
Congress: Medicare payment policy. Washington, DC: MedPAC.

Medicare Payment Advisory Commission. 2014a. Letter to

Ms. Marilyn Tavenner, Administrator, Centers for Medicare

& Medicaid Services, regarding request for comments on the
“Medicare program; contract year 2015 policy and technical
changes to the Medicare Advantage and the Medicare prescription
drug benefit programs, proposed rule.” February 28.

Medicare Payment Advisory Commission. 2014b. Payment
basics: Part D payment system. Washington, DC: MedPAC.

Medicare Payment Advisory Commission. 2014c¢. Report to
the Congress: Medicare and the health care delivery system.

Washington, DC: MedPAC.

Medicare Payment Advisory Commission. 2014d. Report to the
Congress: Medicare payment policy. Washington, DC: MedPAC.

Medicare Payment Advisory Commission. 2013.Report to the
Congress: Medicare payment policy. Washington, DC: MedPAC.

Medicare Payment Advisory Commission. 2012. Report to the
Congress: Medicare payment policy. Washington, DC: MedPAC.

Medicare Payment Advisory Commission. 2009. Report to the
Congress: Medicare payment policy. Washington, DC: MedPAC.

Medicare Payment Advisory Commission. 2008. Report to the
Congress: Medicare payment policy. Washington, DC: MedPAC.

Myshko, D. 2012. Generics: Front and center. PharmaVOICE,
February. http://www.imshealth.com/deployedfiles/ims/Global/
Content/Corporate/Press %20Room/IMS %20in%20the %20News/
Links/PharmaVOICEO0212-IMS-Generics.pdf.

Nisen, M. 2015. Fighting the drugstore cowboys. Bloomberg
Gadlfly. http://www.bloomberg.com/gadfly/articles/2015-11-17/
specialty-pharmacy-crackdown-benefit-managers-conflicted-but-
right.

NORC at the University of Chicago. 2015. Memo from NORC
staff to MedPAC regarding network and preferred pharmacies in
2015 Part D plans. October.

Roberts, J. 2013. Succeeding in the evolving PBM marketplace.
Presentation by the CEO of CVS Caremark Pharmacy

Services at CVS Caremark analysts’ day. December 18. http://
investors.cvshealth.com/~/media/Files/C/CVS-IR/corporate-
governance/18-12-2013-docs/04-CVS-Caremark-2013-Analyst-
Day-Jon-Roberts-Presentation.pdf.

Rosenthal, E. 2014. Lawmakers look for ways to provide relief
for rising cost of generic drugs. New York Times, November 24.

Segal, M. 2015. Medicare Part D utilization and spending on
hepatitis C medications. Presentation during session of CMS
research findings at Academy Health Annual Research Meeting.
http://academyhealth.org/Events/events.cfm?ItemNumber=11317
&navltemNumber=529.

Tice, J., D. Ollendorf, and S. Pearson. 2014. The comparative
clinical effectiveness and value of Simeprevir and Sofosbuvir

in the treatment of chronic hepatitis C infection. Boston, MA:
Institute for Clinical and Economic Review. http://ctaf.org/sites/
default/files/assessments/CTAF_Hep_C_Aprl4_final.pdf.

Van Nuys, K., R. Brookmeyer, J. W. Chou, et al. 2015. Broad

Hepatitis C treatment scenarios return substantial health gains,
but capacity is a concern. Health Affairs 34, no. 10 (October):

1666-1674.

Ward, J. W., and J. H. Mermin. 2015. Simple, effective, but out
of reach? Public health implications of HCV drugs. New England
Journal of Medicine 373, no. 27 (December 31): 2678-2679.

Wilkerson, J. 2015. Relapse rate in Hep C patients suggests
patients should overcome addiction before getting pricy

drugs, doctor says. Inside Health Policy, November 13. http://
insidehealthpolicy.com/providers-no-longer-expect-cms-propose-
aco-rule-soon-1.

412 status report on Part D





