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ABSTRACT: Success of the Medicare prescription drug benefit depends on private
organizations offering beneficiaries appropriate access to medications while control-
ling costs. There is limited guidance, however, as to what constitutes best practice in
benefit and formulary design. This issue brief examines Medicare stand-alone pre-
scription drug plans in the four most populous Medicare states—California, Florida,
New York, and Texas.While there are similar offerings in all four states, there is wide
variation in the amount of drugs covered, how drugs are accessed by beneficiaries,
and prior authorization requirements. Plans with lower premiums are more likely to
have additional formulary tiers and no coverage in the “doughnut hole”—the gap
faced by many beneficiaries between $2,250 and $5,100 in costs. Given the many
choices facing beneficiaries, the Centers for Medicare and Medicaid Services should
monitor experiences to determine whether plans are meeting the needs of Medicare
beneficiaries, particularly the frail and disabled.

*    *    *    *    *

INTRODUCTION
The success of the new Medicare prescription drug benefit, known as
Medicare Part D, depends on private organizations offering Medicare bene-
ficiaries appropriate access to medications while controlling costs. Congress
and the Centers for Medicare and Medicaid Services (CMS) allow private
organizations—stand-alone prescription drug plans (PDPs) and Medicare
Advantage prescription drug plans (MA–PDs)—to develop their own benefit
structures and formularies within the guidelines set in law.

Under this design, most Medicare beneficiaries can choose to enroll in
a Part D plan in their state and pay a monthly premium.1 However, in order
to maintain continuity of care for the most vulnerable Medicare beneficiaries,
CMS auto-enrolled those dually eligible for both Medicare and Medicaid—
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“dual-eligibles”—into Part D plans that have a
monthly premium less than the average, or “bench-
mark,” premium for the plans in that region.

Part D plans may offer a variety of benefit
designs for beneficiaries.2 While all plans must at
least be actuarially equivalent to the standard bene-
fit established by Congress, Part D plans have the
discretion to use modified cost-sharing and
employ utilization management tools, such as prior
authorization (a procedure requiring the prescrib-
ing clinician to obtain authorization from the
insurer before prescribing a medication) and step
therapy (a prescription regimen that requires cer-
tain medications to be tried—and deemed unsuc-
cessful—before approval for another products may
be given) to manage medication use for enrollees.3

Plans must balance the use of such mechanisms
with appropriate access to medications to attract
and maintain enrollment.

Congress has recognized the potential
adverse consequences exposure to cost-sharing
may have on low-income beneficiaries, especially
dual-eligibles. Consequently, dual-eligibles and
other low-income individuals will receive addi-
tional assistance through a subsidy that limits their
cost-sharing by reducing or eliminating premiums,
deductibles, and copayments for medications. In
addition, the low-income subsidy maintains cover-
age of drugs throughout the doughnut hole—the
coverage gap many beneficiaries face after reaching
prescription drug costs of $2,250 until they reach a
catastrophic limit of $5,100. Eligible beneficiaries
only receive full premium subsidies if they enroll
in Part D plans with premiums below the bench-
mark premium in their region.Those who enroll
in plans above the benchmark will be required to
pay the difference between their premium and the
benchmark premium.

In addition to the low-income subsidy, states
have stepped in to assist dual-eligibles and other
low-income beneficiaries through state pharmacy
assistance programs (SPAPs), which may offer
“wrap-around” drug coverage for assistance with

cost-sharing and premiums.4 Finally, dual-eligibles
can change Part D plans each month through a
special enrollment period, which allows them the
flexibility to find a new plan if their current plan
does not meet their needs.

Managing the complex needs of the
Medicare population is challenging, given the
complex needs of this population and its high
reliance on prescription drugs.5 Consequently, it is
increasingly important to understand which Part D
plans—among the many available to Medicare
beneficiaries—can effectively use benefit designs
and formularies to balance costs with access to
medications.This issue brief will assist policymak-
ers in understanding the potential impact that Part
D formularies and benefit designs have on
enrollees’ access and compliance with prescribed
medications. It also recommends ways to use this
information to improve the overall Part D benefit
and performance of Part D plans.

Formulary Structure and Beneficiary Access
Recent studies of health plans and Medicaid pre-
scription drug benefit designs indicate that cost-
sharing, placement of drugs on formulary, and
prior authorization rules can significantly affect
medication use in covered populations.6 In some
cases, beneficiaries with chronic conditions or
fixed incomes might forgo needed medications
because of barriers imposed by copayments and
formulary tiers, which group covered drugs into
categories with different copayment requirements.
This can potentially lead to adverse outcomes,
such as emergency room visits.7 By varying their
formulary structures and benefit designs, Part D
plans can directly affect medication access for
enrollees and have the potential to affect other
medical costs, such as emergency room visits or
other costs due to foregone medication.

Despite the importance of developing
appropriate benefit designs and formularies for
Medicare beneficiaries, there is limited knowledge
as to what constitutes best practices in formulary
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management for the Medicare population.
Research suggests that benefit management tools,
including generics-only policies and caps on pre-
scription drugs, can have an impact on utilization
and outcomes.8 CMS’s formulary guidance for the
2006 benefit year required plans to provide access
to medically necessary drugs and relied on best
practices of existing drug benefits for seniors and
people with disabilities to ensure non-discriminat-
ing, appropriate access for Medicare beneficiaries.9

Although achieving a balance between plan cost
and access is the predominant goal, there are no
existing criteria for evaluating plan formularies for
the Medicare population.The only available guide-
lines are based on best practices, rather than well-
evaluated approaches. A review of the literature
found only one published example of an effort
to evaluate the formulary and benefit design of a
prescription drug benefit.10

In 1998, Congress requested the Institute
of Medicine (IOM) to evaluate the Department
of Veterans Affairs (VA) National Formulary.This
request was prompted by reports to members of
Congress claiming the formulary was overly
restrictive, rendering physicians unable to prescribe
appropriately for veterans.11 The IOM convened a
committee of representatives from veterans organi-
zations, along with physicians, nurses, and pharma-
cists to examine the VA National Formulary.The
IOM committee identified several dimensions of
formulary restrictiveness, including formulary size
(i.e., the number or drugs covered), coverage and
placement of drugs within therapeutic classes,
appeals and exceptions policies, and review and
appraisal of formularies.

This issue brief uses the dimensions speci-
fied by the IOM to examine Part D plans’ benefit
designs and formularies in the four most populous
Medicare states—California, Florida, New York,
and Texas—using data publicly available on the
CMS PlanFinder Web site on October 22, 2005.12

This analysis was restricted to stand-alone PDPs
because it was expected that the majority of Part

D enrollees will enroll in stand-alone PDPs and
because more information is available on PDPs
than on MA–PDs in 2006.13 Since October 22,
2005, plans have had the opportunity to update
their formularies; anecdotal information suggests
that some formulary designs have been modified.

FINDINGS
In 2006, Medicare beneficiaries in California,
Florida, New York, and Texas have the choice of
183 plans.This analysis includes 42 PDPs in
California, 37 in Florida, 38 in New York, and 40
in Texas.14 The remaining discussion examines
three IOM dimensions of formulary restrictive-
ness—the scope of drug coverage, benefit design,
and drug utilization management—for PDPs in
these four states. It was not possible to review the
complete set of IOM dimensions, including
appeals and grievance policies, because the relevant
Part D plan data are not publicly available.

This section compares the choices benefici-
aries face in the four states.There is wide variation
among plans in each state in the number of drugs
covered, benefit structure, and use of prior author-
ization. However, the variation across each factor
assessed is similar in each state. In other words, the
variation was consistent across the states and con-
sistently wide within each of the states.

Scope of Drug Coverage
Scope of drug coverage was assessed by evaluating
the number of covered drugs in the PDPs and
coverage of the top 200 Medicare drugs, which
represents the percent of the top 200 chemical
compounds commonly prescribed to Medicare
patients that a given plan covers, such as Lipitor,
Lovastatin, and Prilosec.This measure was devel-
oped by CMS and includes drugs in a variety of
therapeutic classes, such as statins and proton pump
inhibitors.The analysis found Medicare beneficiar-
ies in California, Florida, New York, and Texas face
a wide range of choices among competing plans in
terms of both the total number of drugs and the



Benefit Design
Benefit design describes the overall formulary struc-
ture in terms of formulary placement, cost-sharing
amounts associated with different formulary tiers,
the specific tier placement of drugs, and whether a
plan provides coverage in the doughnut hole.

The number of tiers on a formulary is a
measure of how well beneficiaries can access med-
ication, since cost-sharing levels typically increase
with each incremental tier level (i.e., copayments
for drugs on tier two are generally less than those
on tier three). Cost-sharing tiers are often used by
plans to influence enrollees’ selection of medica-
tions. For example, generics are often found on the
first tier and have little or no copayments. Several
studies have demonstrated that an increase in the
number of tiers and the associated cost-sharing
have a negative impact on medically necessary
health utilization and outcomes.15

Beneficiaries in each state have wide choices
in the number of formulary tiers, number of drugs
per tier, and cost-sharing structures. In addition,
systematic differences exist in benefit designs among
PDPs with premiums above and below the benchmark.

There is substantial variability in benefit designs
in plans in each of the four states. Table 1 shows the
variation across states and between above-bench-
mark PDPs and below-benchmark PDPs for a
variety of benefit design characteristics. (See
Appendix Tables 1–4 for similar variation in each
state in terms of formulary structure.) Formulary
structures range from a maximum of two tiers to
five tiers for PDPs. Beneficiaries in each state have
choices of plans with a similar average number of
tiers, formulary placement, copayments, and coin-
surance structures.

Plans offer a wide range of copayment and
cost-sharing arrangements, varying by tier. For
example, average copayments for beneficiaries in
New York range from $6 on tier one to $69 on
tier four for plans with below-benchmark premi-
ums. Plan deductibles within and across states
range from $0 to $250; the average deductible
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percent of top 200 Medicare drugs offered on the
plans’ formularies.

There is a wide range in the total number of
drugs covered by individual plans within each state; this
variation is consistent across states. PDPs were similar
in terms of the number of drugs covered (Figure
1). Across states, most plans offer between 1500 to
2000 drugs on their formularies.The average
number of drugs covered by plans ranges from
1,504 in New York to 1,547 in Florida.Within a
given state, there is a wide range in the number of
drugs covered by Part D plans.The minimum
number of drugs covered by a plan in all states is
626, while all the states examined, except Florida,
have a plan that offers at least 3,000 drugs.

Most PDPs in the four states—including plans
that charge lower premiums—cover the majority of the
most commonly prescribed drugs for the Medicare popula-
tion, but there are differences in the extent of coverage.
Beneficiaries in each of the four states are able to
choose from plans that cover a majority of the top
200 drugs. However, the extent of the coverage
ranges from 73 percent to 96 percent of the top
200 drugs on formulary.The analysis found no dif-
ferences in the coverage of top 200 Medicare
drugs by plans with premiums below the bench-
mark, compared with plans with higher premiums.
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across all states is $70.The average deductible is
lower in Florida and New York plans with premi-
ums below the benchmark. In California and
Texas, the average deductible is higher for plans
with premiums below the benchmark than for
plans above the benchmark.Therefore, moderate-
income beneficiaries who are not eligible for the
low-income subsidies in California and Texas, and
who are drawn to lower-premium plans, are more
likely to face high deductibles.

Beneficiaries enrolled in lower-premium plans will
tend to encounter formularies with more tiers than those
enrolled in higher-premium plans. Figure 2 shows the
breakdown by state for plans below and above the
benchmark premium. In the commercial employer

insurance market, 70 percent of employer health
plans provide three-tier formulary structures to
employees.16 In comparison, PDPs with premiums
above the benchmark offer a wide range of benefit
designs, including more restrictive plans (i.e., those
with more tiers) than the commercial market
three-tier standard) and plans that are equivalent to
or less restrictive than employer health plans.

In contrast, plans below the benchmark pre-
mium in three of the study states tend to have four
or more formulary tiers. For example, in Florida,
83 percent of plans below the benchmark pre-
mium have four or more formulary tiers.This
trend holds in California and New York, where
82 percent and 73 percent, respectively, of plans

Table 1. Prescription Drug Plan Offerings Below and Above
State Benchmark Premiums in Four States

California Florida New York Texas Across all
State benchmark premium ($23.25) ($29.07) ($29.83) ($31.68) four states

Below Above Below Above Below Above Below Above overall
Number of plans (11) (31) (6) (31) (15) (23) (12) (28) (157)

Basic cost-sharing elements
Average premium $19 $38 $22 $43 $23 $41 $27 $45 $36
Average deductible $73 $71 $42 $81 $37 $83 $104 $55 $70

Tier 1
Average number of drugs 592 663 521 705 601 665 688 665 658
Average copay $5 $5 $5 $5 $6 $5 $5 $5 $5
Average coinsurance — 0% — 0% — 0% — 0% 0%

Tier 2
Average number of drugs 410 489 273 508 416 538 342 500 470
Average copay $26 $25 $24 $24 $26 $23 $26 $24 $25
Average coinsurance — 25% — 25% 25% 27% 25% — 26%

Tier 3
Average number of drugs 363 351 305 403 355 346 392 366 366
Average copay $57 $51 $59 $49 $64 $48 $57 $49 $52
Average coinsurance 25% 33% 25% 36% 25% 43% 30% 35% 33%

Tier 4
Average number of drugs 163 83 92 78 150 75 92 68 99
Average copay $69 $40 $66 $65 $69 $55 $62 $65 $58
Average coinsurance 26% 28% 27% 28% 27% 28% 27% 28% 27%

Tier 5
Average number of drugs 87 62 39 59 87 59 39 53 61
Average copay — — — — — — — — —
Average coinsurance 29% 30% 31% 30% 28% 30% 33% 28% 29%

Note: A more detailed breakout of plan characteristics in each state broken out by plan formulary structure is available in Appendix Tables 1–4.

Source: Avalere analysis of October 2005 DataFrame.
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below the benchmark have four or more tiers.
Only in Texas were beneficiaries who enroll in
higher- and lower- premium plans equally likely
to have formularies with four or more tiers.The
analysis identified significant differences in the
percent of plans with many tiers (more than three)
for offerings above and below the benchmark
premiums (Table 2).

Few plans offer prescription coverage in the
doughnut hole.Very few PDPs offer benefit struc-
tures that provide coverage in the Part D dough-
nut hole. Beneficiaries in each state encounter a
similar range of options for PDPs that do offer
doughnut hole coverage, with the number of plans
offering generic-only coverage ranging from five,
in New York and Texas, to six, in California and
Florida. Each state has one plan, offered by

Humana, that provides generic and brand drug
coverage in the gap.The analysis found that no
plans with below-benchmark premiums offer cov-
erage throughout the doughnut hole. However,
beneficiaries qualifying for the low-income subsidy
or those who receive SPAP assistance likely have
drug coverage in the doughnut hole.

Drug Utilization Management
CMS permits plans to use a wide array of benefit
management tools, including step therapy, dosing
limitations, and prior authorization. Due to the
limitations of available data, only the use of prior
authorization policies could be used as a measure
of drug utilization management.

On average, 11 percent of drugs on plan formula-
ries are subject to prior authorizations. This percentage
is similar across plans regardless of the premium
amount. PDPs in New York had higher overall use
of prior authorization policies. New York plans
apply this benefit management tool to an average
of 205 drugs, followed by California (192 drugs),
Florida (173 drugs) and Texas (153 drugs).The
average number of drugs requiring prior authori-
zation is higher in plans with premiums above the
benchmark than for plans with premiums below the
benchmark (186 drugs compared with 167 drugs),
but this difference is not statistically significant.

There is wide variation of prior authorization use
among plans. There is tremendous variation among
specific PDPs. For example, in Texas, the percent-
age of drugs on formularies subject to prior
authorization ranges from plans requiring prior
authorization on 0.3 percent of drugs to those
requiring it on 39 percent of drugs (Table 3).

POLICY IMPLICATIONS AND
RECOMMENDATIONS
Although there are more similarities than differ-
ences in the Part D options, the analysis did find
broad variability within states. Specifically, it
revealed wide variation among plans in a given
state in terms of the amount of drugs covered,
how drugs are accessed by beneficiaries, and prior

Table 2. Restrictive Tiering Structures
by Plan Benchmark Across Four States*

Three tiers More than
or less three tiers

Part D plans

Below benchmark (n) 30% (13) 70% (31)

Above benchmark (n) 55% (62) 45% (51)
* California, Florida, New York, and Texas.
Note: Chi-square statistically significant at the .01 level.
Source: Avalere analysis of October 2005 DataFrame.



authorization requirements.The analysis also
showed that plans with lower premiums are more
likely to have restrictive formulary structures and
no coverage in the doughnut hole, compared with
those with higher premiums.

CMS and Congress have allowed for a wide
range of variation in PDPs’ benefit structures and
designs to offer a range of choices for enrollees
and to foster competition among plans.This varia-
tion may be a particularly important issue for ben-
eficiaries enrolled in lower-premium plans and
Medicare beneficiaries with multiple chronic ill-
nesses, who average 22.7 prescriptions per year.17

With a large number of plans to choose from,
some Part D beneficiaries may not discover until
after they are enrolled that their medications may
not be on the first tier of the formulary or that
there are significant copayments associated with
filling their current prescriptions.

CMS and the states have implemented sev-
eral protections for dual-eligible and lower-income
beneficiaries, such as the low-income subsidy, assis-
tance through SPAPs, and the ability for dual-eligi-
ble beneficiaries to enroll and disenroll in plans on
a monthly basis. In addition, CMS has established
several oversight mechanisms to protect beneficiary
access, particularly for the most vulnerable benefi-
ciaries—dual-eligibles and those with chronic con-
ditions like diabetes or schizophrenia. For instance,
in June 2005, the agency issued guidance urging
plans to cover “all or substantially all” the medica-
tions in six therapeutic classes used by vulnerable
beneficiaries (i.e., antidepressants, antipsychotics,
anticonvulsants, antiretrovirals, immunosuppres-
sants, and antineoplastics).18 Despite these protec-
tions, wide variations exist.Thus, dual-eligibles and

other beneficiaries may encounter challenges in
selecting plans.19

CMS has taken steps to strengthen guidance
around the Part D benefit, specifically around plan
formularies.The agency continues to adjust the
Part D benefit structure to respond to concerns
that beneficiaries may not have access to necessary
medications.20 For example, in its 2007 Medicare
Part D formulary guidance to plans, CMS upheld
its protection of the aforementioned six classes of
drugs. In addition, CMS prohibits plans from dis-
continuing or reducing coverage of drugs benefici-
aries are currently using, except in cases where
there are additional scientific and cost reasons,
including the availability of a generic version or
new FDA clinical information.

There has been debate about standardizing
the Medicare Part D benefit structure. Senator
Max Baucus (D–Mont.) recently introduced the
Medicare Prescription Drug Simplification Act of
2006, which is intended to: simplify beneficiary
choice in plans by developing uniform types of
benefit packages; strengthen formularies by making
them more consistent, stable, and transparent across
all drug plans; protect and inform consumers by
increasing marketing guidelines; and improve qual-
ity by making Part D plan performance measures
available to beneficiaries.

In these early stages of the Medicare Part D
benefit, an opportunity exists for CMS to better
understand the health care experience of benefici-
aries and respond to potential access problems.
One approach could involve developing and
reporting performance and quality measures for
Part D. CMS is already deeply invested in assessing
and reporting the performance and the quality of
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Table 3. Number of Drugs on Formulary Requiring Prior Authorization in Four States

California Florida New York Texas Overall
Average number of drugs 192 173 205 153 181
Percent of total drugs (range) 2%–39% 2%–39% 2%–39% 0.3%–39% 0.3%–39%
Average percent of total drugs 11.2% 10.7% 11.8% 10.0% 10.9%

Source: Avalere analysis of October 2005 DataFrame.
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care delivered by its other health care providers.
For example, all Medicare Advantage plans are
required to report outcomes to CMS on the
Health Employer Data and Information Set
(HEDIS) maintained by the National Committee
for Quality Assurance (NCQA), the Medicare
Advantage Consumer Assessment of Healthcare
Providers and Systems (MA-CAHPS) survey, and
the Health Outcomes Survey.

In a recent assessment of implementation
activities, the Medicare Payment Advisory
Commission (MedPAC) emphasized the impor-
tance of collecting information about beneficiary
access in Part D.21 MedPAC’s survey of health plans
and employers providing prescription drug benefits
in the commercial market suggested access meas-
ures such as enrollee refill adherence, average rate
of prior authorization requests and approvals, per-
centage of appeals overturned, and average out-of-
pocket spending for enrollees are important to
benefit management.The concept of beneficiary
access measures is also supported by NCQA’s
HEDIS, the Agency for Healthcare Research and
Quality, and the IOM report. CMS should review
and consider these recommendations carefully.

CMS is currently in the process of defining
Part D performance measures. Early activities indi-
cate that these measures will focus on prescribing
safety, disease-specific therapies, appropriateness of
therapy measures, cost-effectiveness, quality assur-
ance, fraud, waste, and abuse. However, there does
not appear to be an explicit focus on understand-
ing beneficiary access to medications. It may be
possible for CMS to require PDPs to report their
performance on access metrics as well as cost,
quality, and safety measures through Part D plan
performance measures. In addition to measuring
performance, it will be important to develop a
research agenda to evaluate the impact of PDP
formulary designs on drug utilization and benefici-
ary outcomes.

The diversity in benefit structure and for-
mularies found in this analysis underscores the

need for CMS to identify ongoing processes to
understand beneficiaries’ access to medications.
Although this analysis was limited to the structure
of the Part D offerings, rather than data on utiliza-
tion, the variations identified suggest potential
problems for beneficiaries accessing medications.
Evaluating access, along with other Part D perform-
ance measures, could help CMS and other federal
policymakers improve appropriate access to care,
increase competition among plans, and help CMS
improve its Part D regulations and guidelines to
protect beneficiaries.
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METHODOLOGY

Analysis of the Part D plan offerings in California, Florida, New York, and Texas was performed using
Avalere’s DataFrame database, a self-funded survey of the nearly 3,000 Medicare Part D plans.The
DataFrame data are a “snapshot-in-time,” based on data obtained from Part D plan data publicly avail-
able on the CMS PlanFinder Web site, October 22, 2005.This DataFrame analysis compared the bene-
fit designs and formularies of PDPs in the sample and examined differences in benefit design between
stand-alone PDPs with premiums below and above the benchmark premium in each sample state. Of
the 183 PDPs in the DataFrame database for the four states in the sample, 26 were dropped from the
analysis because the database contained insufficient information on formulary placement structures,
bringing the total sample of PDPs across all four states to 157 PDPs. Using the IOM restrictiveness
dimensions as guidelines, 11 elements of benefit design were examined: premiums, deductibles, number
of formulary tiers, number of drugs, brand name drug coverage, generic drug coverage, drugs fre-
quently used by Medicare beneficiaries, coverage in the doughnut hole, prior authorization, copay-
ments, and coinsurance.

After producing descriptive analyses of across-state and above- and below-benchmark PDP variation,
Chi-square tests were employed to determine if there were significant differences in the number of
medications requiring prior authorization among PDPs, the level of copayments, and the number of
formulary placement tiers used by PDPs. However, due to sample size, the testing did not result in any
statistically significant findings for the measures of formulary restrictiveness across states. Any significant
results noted in the analysis were conducted across the entire combined sample of PDPs (157) in the
four states.

DataFrame data reflect the limitations of publicly available data on the CMS Web site. CMS’s Web site
does not list the exact copayment/coinsurance structure per tier for 151 PDPs and for 326 MA–PDs.
Also, certain drugs are listed twice, presumably because different dosages or dosage forms are covered.
However, these dosages and forms are not clearly listed.This is important to note, as it will possibly
affect the tier assignment, and ultimately, the cost of the drug to the consumer. It is critical to note
that the Part D marketplace is not static, and plan offerings captured in the DataFrame dataset are only
its first iteration as captured in October 2005.

Several national PDPs operate in all four states, providing offerings with similar benefit structures
(deductible and number of tiers), but with regional variation in premiums and cost sharing. Because
the main unit of analysis was the state, these national plans were left in the analysis to display the com-
plete universe of choices available to individual beneficiaries in each of the four states. However, this
attributed to the overall lack of variation in the findings across states since national plan offerings gen-
erally use the same formulary in plans in each state.
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