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EXECUTIVE SUMMARY

Although the Medicare Part D program has provided beneficiaries with coverage for
pharmaceutical care since 2006, Medicare Part B still covers some drugs, generally those
furnished “incident to a physician’s service,” administered using durable medical equipment
(DME), and specifically covered by statute. As a result, a drug may be covered by Part B or Part
D depending on the beneficiary’s health condition or form of the drug. This report focuses on
four drug categories that may have overlapping coverage in both programs:

Oral anticancer and antiemetic drugs: Part B covers oral anticancer and antiemetic drugs if they
are associated with cancer treatment. Part D plans may cover these drugs in all other

circumstances.

Vaccinations: Part B covers vaccinations for influenza and pneumonia for all beneficiaries and
Hepatitis B for medium and high-risk beneficiaries. Part B covers other immunizations only if
the beneficiary has been exposed to the relevant disease. Part D plans are required to provide

coverage for many other vaccinations.

Insulin: The Medicare program that covers insulin depends on the form in which the drug is
dispensed. Insulin solution is typically provided in a vial, which is then transferred to either a
syringe or a pump. If the insulin is injected with a syringe, it is covered by Part D. Ifit is

dispensed via a pump, Part B is the covering program.

Inhalants: Like insulin, coverage for inhalants depends on form. Metered Dose Inhalers (MDIs)
are covered by Part D, while drugs dispensed via nebulizers are covered by Part B.

The overlapping coverage of these and other drugs by the Part B and Part D programs
leads to two main problems. First, due to the programs’ different payment structures, beneficiary
out-of-pocket costs can vary drastically for the same or similar drug, which raises questions
about whether prescribing decisions are affected by payment incentives. Second, these coverage
rules can cause considerable administrative burden. Pharmacies must determine which program
to bill; the Part B program and Part D plans must maintain systems edits to reject inappropriate
claims; and beneficiaries may not receive important medications in a timely manner due to

process complications.

These problems could be eliminated by consolidating drugs with coverage in Part B and
Part D under one Medicare program. In 2007, Acumen LLC was contracted by CMS to study
the financial impact of consolidation on Medicare, beneficiaries, Part D plans, and Medicaid. To
this end, Acumen built a simulation framework to calculate prices and cost shares under both
Part B and Part D, as well as changes in enrollment in Part D. Then, Acumen conducted



sensitivity analyses on the simulation to incorporate behavioral effects such as plan switching

and drug substitution.

Comparison of Part B and Part D Benefit Structure

The financial impact of transitioning a drug from Part B to Part D, or vice versa, depends
on differences in the Part B and Part D pricing models and benefit structures. These differences
are quite substantial. In the Part B fee-for-service (FFS) program, Medicare decides what
services should be covered and how much beneficiaries should pay and providers should be
reimbursed for these services. As a result, pricing and benefit structures remain relatively
consistent across beneficiaries. Part B employs two main strategies to price a drug, which are
defined by a Healthcare Common Procedure Coding System (HCPCS) code. Prices are either
106 percent of the Average Sales Price (ASP) or, for DME-infused drugs (including insulin),
95% of the Average Wholesale Price (AWP). ASP and AWP do not vary by region or
pharmacy; therefore, at a given point in time for a given drug, all pharmacies and physicians are
reimbursed the same amount by the Part B program. Part B out-of-pocket costs for the
beneficiary are also consistent across regions, pharmacies, and for the most part, beneficiaries.
Once a deductible is met, Medicare covers 80 percent of Medicare-approved charges, and the
beneficiary pays the remaining 20 percent.! Low-income beneficiaries have their deductible
and their 20 percent share covered by Medicaid, as long as they see providers who accept
Medicaid. Beneficiaries pay monthly premiums, which combined are required to cover 25

percent of Part B costs. Individual premiums vary by beneficiary income.

Part D benefits are administered by private health care organizations through stand-alone
Prescription Drug Plans (PDPs) or Medicare Advantage Drug Plans (MA-PDs). Part D
beneficiaries can select from a variety of plans with varying premiums, copayments, drug
coverage and pharmacy networks. Part D plans are able to negotiate prices for drugs, as defined
by National Drug Codes (NDCs), with networked pharmacies, based on manufacturer rebates
and discounts. In addition,the structure of beneficiary cost-sharing for Part D point-of-sale costs
is designed by the beneficiary’s plan, which can be a standard plan or one of three types of non-
standard plans. For the standard plan, beneficiary cost for a given drug is strictly decided by the
cost of the drugs and the benefit phase in which the drug falls. Benefit phase, in turn, is
determined by the beneficiary’s previous drug utilization. The standard plan has four benefit
phases with different copayment amounts. Generally, the beneficiary pays 100 percent in the
deductible phase, 25 percent in the initial coverage phase (ICP), 100 percent in the coverage gap,
and 5 percent in the catastrophic coverage phase. Each phase has a threshold of utilization that

must be hit before the beneficiary moves to another phase. For non-standard plans, the amount

" Influenza and pneumonoccal vaccines are covered by Medicare at 100 percent; deductibles and cost-sharing do not
apply.



the beneficiary pays at the point of sale for a given drug is determined not only by drug cost and

benefit phase, but also by drug tier, pharmacy type and status, and days supply. Beneficiaries

who are eligible for low-income subsidies also receive some or all of their point of sale costs

covered by Medicare. Beneficiaries pay plans monthly premiums, which are supplemented by

Medicare’s Reinsurance Subsidy to cover all beneficiary pharmaceutical costs. Premiums are

determined by the plan’s bid and thus, vary by beneficiary. Low income beneficiaries have their

premiums covered by Medicare through the Low Income Premium Subsidy (LIPS).

Simulation Model

This analysis simulates the financial impacts of consolidating drugs under either the Part

B or Part D program, using 2007 data. Through the simulation, we apply new coverage rules to

the drug being consolidated. However, because the cost share of a Part D drug depends on

previous drug utilization, removing or adding a drug to Part D affects the cost share ofall

subsequent drugs. Therefore, we must simulate the cost share of all Part D drugs given the

additional or eliminated drug. We simulate the impact of consolidation for each drug

individually and combined by program (for example, all drugs to be consolidated under Part D

are combined). The below table summarizes the simulation model.

Simulation Steps for Each Drug in the Analysis

Phase Step PartB to Part D Part D to Part B
Each cohort is composed of beneficiaries who took the analysis drug or any
Select cohort ! combination of analysis drugs in the originating program in 2007.
For each beneficiary in the cohort, we For each beneficiary in the cohort,
calculate the Part B costs of the analysis we calculate the Part D costs
Calculate pre- drugs to the beneficiary, Medicare, and incurred by Medicare, the
o . Medicaid. We also observe Part D costs | beneficiary, and plans for all Part D
consolidation point-of- 2 . . .
sale costs incurred by Medicare, the beneficiary, drugs.
and plans for all Part D drugs. We
construct pre-consolidation costs by
summing these amounts.
Project Part B Prices: We map the
active ingredient of each analysis
drug to a HCPCS code and define
Construct post- Project Part D Prices: We map each the price using the CMS Part B fee
consolidation point-of- analysis drug’s active ingredient to aset | schedule. If the fee schedule does
3 of National Drug Codes (NDCs) and not indicate a price, we use the

sale costs

define the median per unit price using
Prescription Drug Event (PDE) data. .

median cost reported in Part B
claims. If neither are available, we
use the per unit median price of
NDCs that map to that active
ingredient across all PDEs.




Phase Step PartB to Part D Part D to Part B

Construct Post-Consolidation Costs for
Part D enrollees: Using information on
drug utilization, drug prices and Part D
benefit schedules, we insert the Part B
analysis drug claims into each
beneficiary’s sequence of PDE records
and simulate the cost sharing amounts of

each drug. -
o Compute Post-Consolidation Costs:
Construct Post-Consolidation Costs for We remove analysis drugs from a

Beneficiaries Not Enrolled in Part D: beneficiary’s sequence of Part D
We predict total pre-consolidation Part D drugs and apply the Part B cost
costs of these beneficiaries based on sharing rules to those drugs.

diagnoses and demographic information.
For beneficiaries with creditable
coverage, we apply the standard benefit
to simulate post-consolidation costs. We
assume that beneficiaries without
creditable coverage have lower
expenditures and fit the distribution under
an “enrollment indifference” threshold.

Calculate Financial Impacts: By subtracting pre-consolidation costs from post-
5 consolidation costs at the beneficiary level, we calculate the average change in
cost for the beneficiary, Medicare, Medicaid and the Part D plan.

Calculate changes in By aggregating the financial impact across beneficiaries, we calculate the change
plan bids and 6 in average Part D costs and plan liability. These estimates are then used to
premiums calculate the impact on premiums.

We calculate the change in total Medicare costs with two main inputs: 1)
7 changes in point of sale costs, calculated in steps 1-5, and 2) changes in
Medicare’s capitated monthly payments, calculated in step 6.

Calculate impact on
total Medicare costs

We incorporate two sensitivity analyses into the simulation. First, we explore the impact
of plan switching. Beneficiaries may respond to consolidation by changing Part D plans if
consolidation changes the relative attractiveness of alternative plans. Second, we examine the
possibility that beneficiaries substitute drugs after consolidation, based on changes in relative
price.

Limitations

This analysis has several limitations. First, it does not take into consideration all potential
effects of consolidation. Legislation mandates that certain drugs are covered under Part B with
specific payment rules and that other drugs are excluded from the program. New legislation
would need to pass in order to allow for consolidation under certain scenarios. In addition, we
do not address the administrative costs of any systems changes needed to implement
consolidation, such as adding drugs to or removing drugs from payment calculation methods or




disseminating information about changes to providers. We also do not take into consideration

costs incurred by providers in adopting new coverage rules.

We also faced limitations related to drug pricing for MDIs and injectable insulin. Our
simulation for moving MDIs from Part D to Part B uses Part D prices to impute the prices that
would be paid in Part B. Because there are no claims for MDIs in Part B under current rules,
Part D prices are the best available source of information. However, if post-consolidation Part B
prices for MDIs were significantly different from those currently paid in Part D, the effects on
beneficiaries, Medicare, and Part D plans would differ from those presented in the simulation
findings. In addition, under current law, prices for insulin are significantly higher in Part D than
in Part B. Ifinjectable insulin moved to Part B with no increase in the allowable payment limit,
providers may refuse to dispense the drug, creating access problems for beneficiaries. This may
place pressure on Medicare to increase the reimbursement amount for insulin in Part B — for both
injectable and pumped insulin. If the payment limit for insulin increased, the net increase in

Medicare’s costs resulting from consolidation under Part B would rise as well.

Findings
The key findings from this study are summarized as follows:
Part B and Part D per unit prices vary, affecting the financial impact of consolidation.

Consolidation results in a significant change in total cost for insulin drugs because the
Part D per unit drug price is roughly 52 percent higher than the Part B price, due to the fact that
Part B prices are set at the AWP in effect on October 1,2003. Nebulizers in Part D also cost
substantially more than in Part B, with a 16 percent difference. Therefore, by moving pumped
insulin and nebulizer inhalants from Part B to Part D, holding coverage rules constant, total cost
would rise significantly. Costs for anticancer drugs and vaccines are comparable across the two
programs. Because Part D prices are used to impute Part B prices for MDIs, costs for MDIs are

very similar in the two programs by construction.
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Table ES1: Comparison of Point-of-Sale Part B and D Costs, by Drug Type

Cohort ot ggftt sBunder To;zlrfgs;srzjcr::er Part D/Part B

B to D Drugs
Anticancer $169,253,702 $174,146,877* 1.03
$10,864,039 $16,466,355%* 1.52
Nebulizer Inhalant $1,227,000,468 $1,424,907,959* 1.16

D to B Drugs
Vaccine $56,769,278* $54,205,827 0.95
Injectable Insulin $686,682,816* $1,059,800,751 1.54
MDI $2,334,224,423* $2,354,910,321 1.01

*Simulated prices
On average, beneficiaries lose with B to D consolidations and gain with D to B consolidations.

The average increase in beneficiary out-of-pocket costs with B to D consolidation for all
relevant drugs (i.e. anticancer, MDIs, and injectable insulin) is $267 (See Table ES2).
Beneficiaries are adversely affected by B to D consolidation for two reasons. First, Part D cost
sharing is less favorable compared to Part B. Second, beneficiaries would spend more with Part
D consolidation because Part D prices are often higher than Part B reimbursement rates, as
mentioned above. D to B consolidations (i.e. vaccines, pumped insulin, and nebulizer inhalants)
reduce beneficiary burden because Part B drugs tend to cost less than the same drugs in Part D
and beneficiaries enjoy more generous costsharing in Part B. On average, beneficiaries would

spend $60 less if their drugs were moved to Part B.
Beneficiaries in the catastrophic phase experience the opposite effect.

Beneficiaries in the catastrophic coverage phase pay less with B to D consolidation
because instead of paying the 20 percent coinsurance amount in Part B, they pay a 5 percent
coinsurance amount in Part D. As demonstrated in Table ES3, which uses anticancer drugs as an
example, the beneficiary in the catastrophic coverage phase pays $166 less, while a beneficiary
in the ICP pays $454 dollars more. Conversely, beneficiaries in the catastrophic coverage phase
are worse off under D to B consolidations. For example, beneficiaries with MDIs who end in the
catastrophic phase pay an additional $10, while their counterparts who end in the gap see
reductions of $138.



Table ES2: Average Change in Point-of-Sale Costs for Beneficiaries, Medicare,
Medicaid, and Plans

Cohort Num_be_:r (.)f Beneficiary Medicare Medicaid PEN COVEITEe
Beneficiaries Payments
Combined BtoD 1,177,717 $267* -$296* -$97* $296%*
Combined DtoB 4,695,441 -$60* $165* $59* -$252%

Medicaid’s cost is an overestimation because we assume that the program covers all costs. In actuality, the program pays
the less of the 20 percent coinsurance amount or the state’s reimbursement rate. Reported Medicaid payments are averaged
across all beneficiaries, but the program makes payments for dual-eligible beneficiaries only.

Additional costs imposed on Part D plans would in turn impact Medicare’s and beneficiaries’ overall costs because they
would be passed on through higher premiums.

Cost statistics for all cohorts are based on samples.

* Statistically significant at a 95% confidence level.

Table ES3: Average Change in Point-of-Sale Costs for Beneficiaries, Medicare, and
Plans Based on Drug Utilization

Beneficiary Characteristics

Plan
REIag;e:nE%|?§;:iEn§Pre- Bl:;]](re?itt):?;r(i):s Beneficiary Medicare Medicaid Covered
Payments
Anticancer (B to D)
Ended in Deductible 2,177 $326 -$911 -$176 $873
Ended in ICP 21,816 $454 -$938 -$123 $703
Ended in Gap 12,910 $353 -$403 -$169 $299
Ended in Catastrophic 7,936 -$166 $150 -$304 $382
MDIs (D to B)
Ended in Deductible 2,049 -$6* $9* $6* -$9*
Ended in ICP 58,565 $0* $226* $18* -$244*
Ended in Gap 51,695 -$138* $371* §55%* -$293*
Ended in Catastrophic 28,431 $10* -$57* $163* -$138*

Medicaid’s cost is an overestimation because we assume that the program covers all costs. In actuality, the program pays
the less of the 20 percent coinsurance amount or the state’s reimbursement rate. Reported Medicaid payments are averaged
across all beneficiaries, but the program makes payments for dual-eligible beneficiaries only.

Additional costs imposed on Part D plans would in turn impact Medicare’s and beneficiaries” overall costs because they
would be passed on through higher premiums.

Cost statistics for MDIs are based on a sample.

* Statistically significant at a 95% confidence level.

Consolidation slightly affects bids, with D to B consolidations having a greater impact.
Adding drugs to or removing drugs from Part D would lead to changes in plan costs, which

would be passed onto Medicare and beneficiaries through an increase or decrease in plan bids.

However, because such a small percentage of Medicare beneficiaries would be affected by

vii
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consolidations, the impact is low. Only one percent of beneficiaries are affected by B to D
consolidations, resulting in a $0.76 increase in Part D bids (Table ES4). About 27 percent of all
Part D beneficiaries are affected by D to B consolidations, but the average decrease in plan
covered payments is only $252. Even in this case, the average national bid changes relatively

little; it declines by just under $3, a change of four percent.

Table ES4: Expected Part D Premium Changes

Average Plan Average Plan

Cohort Cost for Cost for P;f: Percent Post- Chanae in
ohor Beneficiaries Beneficiaries Change Consolidation ge
Average . . Average Bid
Pre- Post- Costs M Costs Average Bid
Consolidation Consolidation
Combined BtoD ¢4 509 $1,764  $264*  1.0% $76.33 $0.76*
CombinedDtoB  $1,589 $1,337 -$252*%  -3.6% $72.84 -$2.73*

Cost statistics for both cohorts are based on a sample.
* Statistically significant at a 95% confidence level.

Beneficiaries currently do not react to financial incentives by substituting drugs.

CMS is considering drug consolidation in part to reduce inappropriate prescribing
incentives. For example, a beneficiary in the catastrophic coverage phase may request a
prescription for an MDI to be covered by Part D instead of a nebulizer to be covered by Part B to
reduce his coinsurance amount. However, we do not find evidence supporting substitution
between nebulizer inhalants and MDIs, or pumped and injectable insulin, in response to changes
in relative cost sharing rates across the two Medicare programs. First, beneficiaries are not more
likely to use these drugs in their Part B form when they hit the coverage gap. Second, they are
not more likely to use these drugs in their Part D form when they hit the catastrophic coverage
phase. Third, non-LIS beneficiaries have similar consumptions patterns as Medicaid-eligible

beneficiaries.
Consolidation does not substantially increase incentives for plan switching.

On average, beneficiaries could save about $140 by switching to a lower cost plan even
before consolidation, and most beneficiaries would not save significantly more money by
switching plans after consolidation. The largest impact was found in the anticancer B to D
consolidation, where only ten percent of beneficiaries experience an increase in potential savings

of $20 or more as a result of consolidation.




Overall, Medicare gains with B to D consolidation and loses with D to B consolidation.

Despite an increase in prices under Part D, Medicare gains with B to D consolidation

because Part D has less generous coverage rules. In the combined simulation for all three drugs

consolidated under Part D, consolidation reduces Medicare’s total payments by $150 million,

which is 0.4% percent of total Part D drug costs®. Almost 90 percent of eliminated Part B cost

sharing is offset by the increased cost sharing for consolidated drugs in Part D. Inthe D to B

simulation, Medicare’s net payments increase by $52 million (See Table ES5). Almost all of the

reduction in Part D costs from moving drugs to Part B is offset by the increase in Part B costs

for consolidated drugs.

Table ES5: Total Financial Impact of Consolidation on Medicare

Change in Medicare Payments (in thousands)

Part D
Direct
Cohort Part B LICS Reinsurance  Subsidy LIPS Total
C‘I’;glged $1,140,230  $226,699*  $565,069* | $182,050* = $17,017%  -$149,395*
Cc}))mtt())n];ed $2,368,991 -$793,389*  -$802,357*  -$652,675* -$68,693* = $51,877*

Cost statistics for both cohorts are based on a sample.
* Statistically significant at a 95% confidence level.

% In 2007, Medicare spent $42,158,957,140 in Part D costs.
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1 INTRODUCTION

Since its inception in 2006, the Medicare Part D program has provided beneficiaries with
coverage for pharmaceutical care. However, Medicare Part B still covers certain types of
prescription drugs, generally those furnished “incident to a physician’s service,” drugs
administered using durable medical equipment (DME), and drugs specifically covered by statute,
such as oral anticancer drugs and blood-clotting factors. These drugs were covered under Part B
before the creation of Part D and have remained there since.

In some cases, the same drug is covered by Part B under certain circumstances and
covered by Part D at all other times. This is the case for oral anticancer and antiemetic drugs.
For instance, an antiemetic drug prescribed to a patient for use immediately following
chemotherapy treatment would be covered by Part B. However, the same drug prescribed to the
same patient one month after the conclusion of chemotherapy would be covered under Part D.
The same is true for the hepatitis B vaccine. Ifthe patient is considered “high risk”, these
vaccines are covered under Part B; in all other cases, they are covered under Part D. For other
drugs, route of administration drives the covering program. For example, asthma medication
dispensed in a metered dose inhaler (MDI) is covered under Part D, while the same medication
dispensed through a nebulizer is covered under Part B. Finally, drugs within the same group can
be split between the two programs. For example, influenza and pneumococcal vaccines are
covered by Part B, while the herpes zoster vaccine is covered by Part D.

There are several potential problems with the overlapping coverage of drugs. First, drugs
covered under Part B have different price determinations and payment structures than those
covered under Part D. Therefore, the total cost of the drug and the beneficiary out-of-pocket cost
share can vary drastically for the same drug depending on the program. In addition,
administration fees may differ by program. This raises questions about whether prescribing
decisions are affected by payment incentives and cost sharing impacts. Second, the rules
governing coverage of these drugs can cause considerable administrative complexity.

Navigating the system to correctly dispense and bill these overlap drugs is burdensome for the
Centers for Medicare and Medicaid Services (CMS), claims adjudicators, pharmacists,
physicians, plans, and beneficiaries. Third, quality of care is also a concern, especially regarding
vaccinations. Because more beneficiaries are enrolled in Part B than in Part D and vaccinations
are an important public health safeguard, advocates argue for coverage of all vaccines under Part
B.

Some of these problems could be eliminated by consolidating coverage of the overlap
drugs under one Medicare program. In some cases, drugs would move to Part D, while in other
cases, they would move to Part B. In 2007, Acumen LLC was contracted by CMS to study the



financial impact of consolidation, in addition to assessing administrative impacts. This report
does not include all drugs with overlapping coverage; instead it focuses on oral anticancer and
antiemetic drugs, vaccines, insulin, and inhalants. A follow-up report will include findings for
immunosuppressive drugs and parenteral nutrition. We present the baseline simulation of the
financial impact of consolidating these drugs under one or both programs on beneficiaries, Part
D plans, Medicare, and Medicaid. We also perform a sensitivity analysis to examine how the
results would be affected by behavioral responses, as beneficiaries may switch Part D plans
based on drug formulary placement or change patterns of drug consumption based on beneficiary

cost share amounts.

In Section 2 of this report, we compare the Part B and Part D programs, including
differences in drug pricing, premiums, and point of sale beneficiary cost share. Section 3
describes the Part B versus Part D determination process for the four drug categories. In Section
4, we explore the current utilization of these drugs under Part B and Part D. Section 5 explains
the approach for our baseline simulation. Section 6 presents the financial impact of
consolidation for drugs that move from Part B to Part D. Section 7 does the same for drugs that
move from Part D to Part B. Section 8 discusses our methodology and findings of the sensitivity
analyses, describing how beneficiaries and plans might respond to consolidation and how those
behavioral changes affects simulation results on post-consolidation costs.



I 2 COMPARISON OF PART B AND PART D BENEFIT STRUCTURES

The financial impact of transitioning a drug from Part B to Part D, or vice versa, on
Medicare, beneficiaries, and plans depends on differences in the Part B and Part D pricing
models and benefit structures. These differences are quite substantial. In the Part B fee-for-
service (FFS) program, Medicare decides what services should be covered and how much
beneficiaries should pay and providers should be reimbursed for these services. As a result,
pricing and benefit structures remain relatively consistent across beneficiaries. Part D benefits,
on the other hand, are administered by private health care organizations through stand-alone
Prescription Drug Plans (PDPs) or Medicare Advantage Drug Plans (MA-PDs). Part D plans are
able to negotiate prices with networked pharmacies, based on manufacturer rebates and
discounts. In addition, they enjoy some flexibility in expanding coverage beyond the basic Part
D benefits defined by Medicare, setting premiums, and determining point of sale beneficiary cost
sharing amounts. Because Part D beneficiaries can choose from hundreds of plans with varying
premiums, copayments, drug coverage and pharmacy networks, they would face different
tradeoffs when Part B drugs are moved to Part D. In this section, we describe in detail Part B
and Part D price-setting mechanisms and benefit structures.

2.1 Pricing

While the Part B program uses the Average Sales Price (ASP) to set drug prices,
individual Part D plans base prices on negotiations and contractual agreements with pharmacies
and drug manufactures. In the following discussion, we outline how each of these Medicare
programs determines drug prices.

2.1.1 Part B Pricing Structure

The Part B pricing structure has changed significantly over the last several decades. In
1992, the program set outpatient drug prices to 100 percent of the Average Wholesale Price
(AWP). Instead of corresponding to actual prices paid to drug manufacturers, AWP is more
3 After criticism from the Office of the
Inspector General (OIG) that Part B was paying significantly more for drugs than other health

similar to a “manufacturer’s suggested list price.

insurance programs, the program began paying 95 percent of AWP starting in 1997. In 2004,
payments were decreased to 85 percent of AWP for most drugs. Part B pricing was modified
once again in 2005 when the Average Sales Price (ASP) became the new mechanism for
payment. The ASP more accurately reflects what medical and pharmaceutical providers pay for

drugs because it represents actual payments made by purchasers to drug manufacturers,

? Chapter 9, “Medicare Payments for Outpatient Drugs Under Part B,” in MedPAC’s “Report to Congress: Variation
and Innovation in Medicare,” at http://medpac.gov/documents/June03 Entire Report.pdf



http://medpac.gov/documents/June03_Entire_Report.pdf�

accounting for rebates and discounts. The ASP pricing schedule is also timelier, as data are
updated on a quarterly basis when manufacturers submit price data to Medicare. Part B currently
pays providers 106 percent of the ASP. Drugs infused through DME, including insulin, are an
exception; payment for DME-infused drugs is set at 95% of the AWP that was in effect on
October 1, 2003.

Although the ASP changes over time, it does not vary by region or pharmacy. At a given
point in time for a given drug, all pharmacies and physicians are reimbursed the same amount by
the Part B program. For reimbursement, physicians submit the Healthcare Common Procedure
Coding System (HCPCS) code on a Part B claim. Drugs within the same HCPCS code share the
same active ingredient and strength, and each HCPCS is assigned a price. Pharmacies, on the
other hand, typicallysubmit a National Drug Code (NDC), which uniquely identifies the drug by
its active ingredient, strength, manufacturer, and packaging size. Because unit Part B prices are
established for individual HCPCS codes, CMS maps the NDC code submitted by the pharmacy
to a HCPCS code. CMS’ HCPCS to NDC crosswalk is updated quarterly as new drugs enter the
market and are approved for coverage by CMS.

2.1.2 Part D Pricing Structure

The pricing structure under Part D is similar to that of the commercial prescription drug
plan industry. There are three components to the price of a drug: 1) the cost of the drug itself, or
the “ingredient cost” charged by the manufacturer or wholesaler, 2) the dispensing fee charged
by the pharmacy for its services, and 3) sales tax. The price of an individual drug can vary
across Part D plans, as each independently negotiates costs with drug manufacturers and
pharmacies. A plan typically negotiates two forms of discounts with manufacturers: 1) a flat per-
unit percentage reduction of a drug’s AWP that is given at the point of sale and 2) a rebate that is
a varying percentage discount of AWP given at the end of the year and based on the volume sold
through the plan’s pharmacy network. Regulations allow plans to decide on their own how to
pass on the savings from their negotiations; for example, they may do so directly through
reductions in costs at the pharmacy counter or indirectly through reduced monthly premiums.*
On the pharmacy side, plans may negotiate discounts on the dispensing fees by agreeing to
include the pharmacy in its network.’ Benefit Structure

For Part B and Part D benefits, beneficiaries pay monthly premiums and
copayment/coinsurance amounts at the point of drug purchase. Whereas Medicare sets these

* The law requires that plans report the total amount of the savings they achieved through the negotiated discounts with
manufacturers. Medicare’s payments to plans for enrollees in the catastrophic phase are adjusted by the amount received
by plans in the form of manufacturer rebates.

> If enrollees do not fill their prescriptions at pharmacies within their plan’s network, their drugs may not be covered by
the plan or beneficiaries may pay a higher copayment.



amounts for the Part B program, Part D plans can design their own cost sharing models with
Medicare regulation. The structure of these premiums and point of sale costs within each

Medicare program is described below.
2.1.3 Premiums

Part B and Part D benefits are financed through a combination of federal funding and
beneficiary premiums. Unlike the premiums for the Part D program, which are set by private
Part D plans, the amount of the Part B monthly premium is calculated each year by Medicare.

Part B

The law requires that funds collected during the year from monthly premiums are
sufficient to cover 25 percent of all Part B program costs for beneficiaries, with the federal
government covering the remaining 75 percent. Until 2007, Part B beneficiaries paid the same
standard monthly premium amount regardless of their income. This changed with the passage of
the Medicare Modernization Act (MMA), which mandated that beneficiaries in higher income
brackets pay the standard 25 percent premium plus an adjustment amount, bringing their total
premiums to range between 35 percent and 80 percent of Part B costs. As a result, in 2007,
Medicare began a three-year process of phasing in premium increases for single beneficiaries
with annual incomes over $80,000 and married beneficiaries with combined incomes over
$160,000. This affected an estimated four percent of Part B beneficiaries. Beneficiaries would
be responsible for paying 1/3 of the adjustment amount in 2007, 2/3 in 2008 and the full amount
in 2009.° See Table 2-1 for a breakdown of the fully-implemented adjusted premium amounts by

income level in 2009.

% SocialSecurityHop.com, Description of Medicare Part B Income-Related Monthly Adjustment Amount (IRMAA),
http://socialsecurityhop.com/en/handbook/25/2500-description-of-medicare-part-b-income-related-monthly-
adjustment-amount-irmaa
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Table 2-1: Part B Premiums by Income Level, 2009

Annual Income Total
. L. . L Monthly
Individual Beneficiaries Married Beneficiaries Premium
Not greater than $85,000 Not greater than $170,000 $96.40
Between $170,000 and
Between $85,000 and $107,000 §214,000 $134.90
Between $214,000 and
Between $107,000 and $160,000 §320,000 $192.70
Between $320,000 and
Between $160,000 and $213,000 §426.,000 $250.50
Greater than $213,000 Greater than $426,000 $308.30

Source: CMS Manual System Publication 100-01 Transmittal 56, http://www.cms.gov/Transmittals/downloads/RS6GI.pdf

Low-income beneficiaries with limited assets can receive assistance with Part B expenses
through the Medicare Savings Programs (MSPs), in which Medicaid pays their Part B premiums.

Beneficiaries can receive Part A and Part B benefits through managed care plans, referred
to as Medicare Advantage (MA) plans. Beneficiaries continue to pay the standard Part B
premium as they would under FFS Medicare (Part B).” For each beneficiary enrolled in an MA
plan, Medicare pays the plan a monthly capitation rate, which is adjusted for the beneficiary’s
demographic and health characteristics. To determine the baseline amount of the monthly
capitation rate, plans submit bids that reflect the expected costs of providing coverage to an
average beneficiary. Bids include allowances for administrative costs and profits. Medicare
compares plan bids to a CMS-determined benchmark, which is based on Part A and Part B costs
and updated annually. If a plan’s bid exceeds the benchmark, the plan is paid at the benchmark
level and enrollees pay an additional premium to cover the cost difference. Ifa plan’s bid is
below the benchmark, Medicare pays the plan the bid amount plus a rebate.

Part D

Part D plans are either standard plans or one of three types of non-standard plans. These
plans charge monthly premiums, which are determined by plan sponsors through market
competition rather than fixed by Medicare. Hence, premiums can vary across plans. For each
plan, the Part D sponsor submits a bid that reflects the expected revenues needed to cover the
beneficiaries’ drug costs under the plan’s benefit design. All bids must include a minimum level
of coverage mandated by the MMA, called the defined standard benefit. Medicare reviews each

7 For additional coverage, beneficiaries can pay a premium amount to the MA plan.
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bid and may negotiate with plan sponsors before approving them. These bids are used to
calculate the national average bid, computed by taking an average of approved PDP and MA-PD

plan bids, weighted by each plan’s enrollment in a reference month of the previous year.

For each beneficiary enrolled in a Part D plan, Medicare pays a Direct Subsidy that
covers a portion of the approved bid; the beneficiary pays the rest. Monthly premiums paid by a
beneficiary are equal to the base beneficiary premium plus the difference between the plan’s bid
and the national average bid. For a bid equal to the national average, the beneficiary premium
equals the beneficiary base premium. Plans with bids below the national average have lower
beneficiary premiums; plans with bids above the national average have proportionally higher
premiums.® A risk adjustment factor is added to increase the subsidy provided for beneficiaries
with greater health needs that are expected to yield higher drug costs. Medicare subsidizes a
portion of premium payments of low income beneficiaries,depending on their level of need,

referred to as the Low Income Premium Subsidy (LIPS).
2.1.4 Beneficiary Point of Sale Costs

In addition to monthly premiums, Part B and Part D beneficiaries also pay a share of drug
costs at the point of service. Whereas Part B cost sharing is generally consistent across all
services, providers and beneficiary utilization, Part D cost sharing relies on many factors and

varies widely.

Part B

For beneficiaries in Part B, point-of-service out-of-pocket costs come in the form of a
deductible which must be met before Medicare starts paying. In 2006, the deductible was $124,
and in 2007, it increased to $131. Once the deductible is met, Medicare covers 80 percent of
Medicare-approved charges, and the beneficiary pays the remaining 20 percent.” Beneficiaries
with MSP benefits have their deductible and their 20 percent share covered by Medicaid, as long
as they see providers who accept Medicaid. However, if the state Medicaid program’s
reimbursement rate for the drug is lower than the beneficiary coinsurance amount, Medicaid pays

its reimbursement rate. Providers must accept Medicare rates as payment in full.

To reduce their out-of-pocket expenses, beneficiaries have the option of purchasing
Medicare Supplemental Insurance—Medigap—to cover the cost of deductibles, coinsurance
payments, and provider balance billing. This coverage is sold through private health insurance

¥ A beneficiary’s premium is also adjusted by an increase for any late enrollment penalty, a decrease for MA-PD plans that
apply MA Part A and B rebates to buy down the Part D premium, and/or a decrease/elimination by a low-income premium
subsidy.

? For certain drugs, such as influenza and pneumoncoccal vaccines, Medicare covers 100 percent of costs and
beneficiaries pay no deducible or co-insurance.



companies. Standard Medigap policies must include coverage of the Part B 20 percent

coinsurance, and have the option of covering deductible and balance billing charges.

Part D

Part D point of sale costs are designed by the beneficiary’s plan, which can be a standard
plan or one of three types of non-standard plans: actuarially equivalent plans, basic alternative
plans, or enhanced plans. For the standard plan, beneficiary cost for a given drug is strictly
decided by the cost of the drugs and the benefit phase in which the drug falls. The standard
benefit has four phases: the deductible phase, the initial coverage phase (ICP), the coverage gap,

and the catastrophic coverage phase. A more detailed description of each phase is below:

1. Deductible Phase: During this phase, the beneficiary pays 100 percent of drug costs; the
plan and Medicare pay nothing. In 2007, the deductible for the standard plan was $265.

2. ICP: After paying $265 in the deductible phase, the beneficiary passes into the ICP.
During this phase, the beneficiary pays 25 percent of drug costs, and the plan 75 percent.

3. Coverage Gap: A beneficiary passes into the coverage gap when Gross Drug Costs
incurred in the ICP (paid by both the plan and the beneficiary) equal $2,400 (2007). This
phase is referred to as the coverage gap because the beneficiary pays 100 percent of the

costs; the plan and Medicare pay nothing.

4. Catastrophic Coverage Phase: A beneficiary passes into the catastrophic coverage phase
after paying costs of $3,850 in the deductible phase, ICP, and coverage gap. In the
catastrophic coverage phase, the beneficiary pays either 5 percent of drug costs or $2.15
(generic)/$5.35 (brand), whichever is greater. The plan pays 15 percent of drug costs,
while Medicare is responsible for 80 percent. The payment made by Medicare is referred

to as the Reinsurance Subsidy.

Beneficiaries can choose a plan that is actuarially equivalent to the standard plan or pay
additional costs for an enhanced plan. Actuarially equivalent standard plans maintain the
standard deductible but have a different ICP and catastrophic cost structure. Basic alternative
plans are also actuarially equivalent to the defined standard plan, but in addition to having
different ICP and catastrophic cost structures, these plans also reduce or eliminate the deductible
requirement. The value of the third plan type, enhanced alternative plans, must actuarially
exceed that of the defined standard plans. The enhanced benefits can include expanded
formularies, lower deductibles, reduced cost sharing, increase initial coverage levels, or coverage

in the gap. Enhanced alternative plans charge higher premiums, covered by the beneficiary.

For non-standard plans, the amount the beneficiary pays at the point of sale for a given

drug is determined not only by drug cost and benefit phase, but by within-phase differences in



cost sharing due to drug tier, pharmacy type and status, and days supply. Beneficiaries who are
LIS eligible also receive some or all of their point of sale costs covered by Medicare, referred to
as Low Income Cost Share (LICS) Subsidy.

In conclusion, beneficiary payments are determined very differently in Part B and Part D.
In Part B, beneficiary premiums are calculated by Medicare and point-of-sale cost share is set at
20 percent of the Medicare payment limit. Subsidies for premiums and cost-sharing for low-
income beneficiaries are the primary source of variation in the actual out-of-pocket costs paid by
beneficiaries. Higher income beneficiaries pay higher premiums; beneficiaries eligible for
Medicaid or MSPs pay no premium or point of sale costs at all. Part D beneficiary payments, on
the other hand, depend on many more factors and therefore vary greatly. For a given drug, in
addition to beneficiary income, Part D beneficiary cost share is determined by the drug’s tier, the
pharmacy in which the drug is dispensed, and the beneficiary’s plan type and previous drug

utilization.
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3 PART B VERSUS PART D DETERMINATION

Medicare is considering consolidating certain drugs under either the Part B program or
the Part D program partially because of the administrative complexity of the B versus D
determination process for pharmacies and medical providers. In the following section, we
describe the current process and how this would change as a result of consolidation for each drug
in the analysis. We have developed the following narrative based on CMS documentation and

interviews with pharmacists and medical providers.
3.1 Oral Anticancer and Antiemetic Drugs

The coverage of oral anticancer and antiemetic drugs by Part B or Part D depends on the
beneficiary’s condition and treatment. If the beneficiary has cancer, Part B covers oral
anticancer drugs. To be covered by Part B, oral antiemetic drugs must approved by the FDA for
use as an antiemetic, administered by the physician as a part of cancer treatment, prescribed for
use within 48 hours of cancer treatment, and be in replacement for IV antiemetic drugs. Part D
plans may cover oral anticancer and antiemetic drugs that do not meet the conditions for Part B
coverage; examples include anticancer drugs prescribed for non-cancer-related usage and

antiemetic drugs not for use within 48 hours of cancer treatment.
3.1.1 Current Determination Process

The anticancer B versus D determination process places a burden on pharmacies, the Part
B and Part D programs, and beneficiaries. Pharmacies must determine which program to bill;
the Part B program and Part D plans must maintain systems edits to reject inappropriate claims;
and beneficiaries may not receive important medications in a timely manner due to process

complications.

As the use of anticancer drugs became more common in the nineties, the dispensing of
these drugs shifted away from physicians’ offices and cancer treatment centers towards
pharmacies. Because relatively few prescriptions covered by Part B are filled in retail settings,
pharmacists have little experience with billing Part B and often bill prescriptions for anticancer
drugs to Part D by default. Although the Part D plan’s Plan Benefit Manager (PBM) often
rejects the claim via the use of extensive edits, some Part D plans do not have sufficient edits,
causing the claims of cancer beneficiaries to be billed to Part D instead of Part B.

If the claim is rejected by Part D, the pharmacist bills Part B, a process which pharmacies
find burdensome. Ifthe prescription does not have the appropriate ICD-9 code, the pharmacist
must call the prescribing physician to confirm that the beneficiary has cancer. This code should
be submitted with the drug information in the claim. Ifthe oral antiemetic drug will not be taken



within the permitted time period or does not fulfill the other requirements for coverage, the drug
cannot be covered by Part B. Like Part D plans, the Part B program must maintain edits to ensure
that anticancer drugs are properly approved or rejected. However, even with these edits in place,
one interviewee reported that the system does not effectively reject oral antiemetic drugs that
should not be covered by Part B. DME Medicare Administrative Contractors seldom conduct
audits to recover inappropriate payments because they are not a large enough share of total
payment to warrant this time-intensive exercise.

Perhaps the most important stakeholders in this discussion are the beneficiaries. It is
possible that a beneficiary with cancer who is undergoing treatment and thus experiencing
nausea may not receive antiemetic drugs because of the statutory and regulatory Part B
requirements. In addition, beneficiaries often do not know which program is paying for their
drugs and why. Therefore, they may have difficulty monitoring whether drugs are being
properly billed. For example, due to lack of knowledge, a beneficiary may not protest that his

anticancer drug was inappropriately covered by Part D, pushing him into the coverage gap.

Throughout the remainder of this report, oral anticancer and antiemetic drugs are

consolidated and referred to as anticancer drugs.
3.1.2 Benefits of Consolidation

Consolidating all anticancer drugs under Part D would facilitate pharmacy drug
processing and billing and eliminate the necessity of maintaining systems edits for Part D plans

and Part B, which could improve beneficiary access.
3.2 Vaccines

Part B only covers vaccinations for influenza and pneumonia for all beneficiaries and
Hepatitis B for medium and high-risk beneficiaries.'® Part B covers other immunizations only if
the beneficiary has been exposed to a disease or condition (e.g. a tetanus shot for an individual
who has stepped on a rusted nail). The MMA requires Part D to provide coverage for many
other vaccinations.

' “High risk groups currently identified include: individuals with ESRD; individuals with hemophilia who received
Factor VIII or IX concentrates; clients of institutions for individuals for the mentally handicapped; persons who live
in the same household as a hepatitis B Virus (HBV) carrier; homosexual men; illicit injectable drug abusers.
Intermediate risk groups include: staff in institutions for the mentally handicapped and workers in health care
professions who have frequent contact with blood or blood-derived body fluids during routine work.” See Medicare
Part B Versus D Coverage Issues,

http://www.cms hhs.gov/prescriptiondrugcovgenin/downloads/partbandpartddoc 07.27.05.pdf .
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3.2.1 Current Determination Process

The vast majority of vaccines are dispensed at physician’s offices, although it is more and
more common for pharmacies to offer vaccines, depending on state regulations and
administration practices. Because physicians are familiar with the Part B billing processes (just
as pharmacies are more familiar with the Part D billing processes), the current process for flu and
pneumonia vaccines is not problematic. Part B covers these vaccines in all circumstances, and

providers commonly bill Part B.

Other vaccinations are more complicated because the physician must determine whether
Part B or Part D should be billed based on the beneficiary’s health characteristics. To
demonstrate that Part B should pay for a drug typically covered under Part D, the physician must
submit diagnosis codes with the Part B claim.

More importantly, complications arise when the beneficiary is not eligible for Part B
coverage of the vaccine. Because physician offices are out of'a Part D plan’s pharmacy network,
beneficiaries receiving a vaccine covered by Part D at a doctor’s office must often pay for the
cost of the vaccine at the point of service. The beneficiary may then submit a paper claim to the
Part D plan to receive reimbursement. This applies even to low income beneficiaries, for whom
paying these extra costs at the point of service likely serves as a barrier to procuring certain
vaccinations. To improve beneficiary access, CMS promotes other reimbursement strategies.''
Physicians can prescribe the vaccine to the beneficiary, who then takes the prescription to and
receives the vaccine from a pharmacist. In cases where the state or administrative complexities
of the vaccine prohibit the pharmacist from injecting the vaccine, the pharmacy can mail (or the
beneficiary can transport) the vaccine to the prescribing physician. This may reduce the
effectiveness of vaccines such as zoster that should be kept frozen until administration. CMS
also encourages plans to mail beneficiaries a description of the process through which the
physician can bill Part D, which the beneficiary then provides to the physician. This process
involves the submission of a physician paper or electronic claim. Physicians can also use a web-
based system based on the National Council for Prescription Drugs Program (NCPDP) standard.

Pharmacies and physicians have also faced obstacles in receiving reimbursement for
administration fees, which has led to several policy changes over the years. Inthe Part B and
Part D claims data, the administration fee for vaccines is approximately $19.33 regardless of
vaccine type. After the inception of Part D, CMS decided not to reimburse physicians under Part
B for the administration costs of Part D-covered vaccines, so the burden of the administration
cost fell on the beneficiary. Therefore, Congress included a provision in the Tax Relief and

' Reimbursement strategies in the remainder of this paragraph are based on Section 60.2 in Chapter 5 (Benefit and
Beneficiary Protection) of the Prescription Drug Benefit Manual (2010), accessed at
http://www.cms hhs.gov/PrescriptionDrugCovContra/Downloads/ChapterS.pdf.
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Health Care Act of 2006 (P.L. 109-432) requiring Part B coverage of Part D vaccine
administration during 2007. Beginning in 2008, Part D plans assumed responsibility for

covering these costs.
3.2.2 Benefits of Consolidation

Due to the obstacles physicians face in billing Part D and concerns regarding beneficiary
access, MedPAC recommended in 2007 that all vaccines and administration fees be paid under
Part B. Furthermore, 22 medical organizations including the American Medical Association
(AMA) drafted a letter to members of the US House of Representatives expressing their support
for H.R. 4992, the Medicare Improvement Act of 2007, which, had it passed, would have shifted
the payment for all preventative vaccines to Part B. In addition to improving access and
reducing billing burden, consolidation under Part B would mean that the Part B program and Part

D plans would not have to maintain their systems’ edits to avoid inappropriate coverage.
3.3 Insulin

The Medicare program that covers insulin depends on the form in which the drug is
taken. Insulin solution is typically provided in a vial, which is then transferred to either a syringe
or a pump. Ifthe insulin is injected with a syringe, it is covered by Part D. If it is dispensed via

a pump, Part B is the covering program.
3.3.1 Current Determination Process

Insulin vials are typically dispensed by a pharmacy. The pharmacy must then use
information on the physician’s prescription, which indicates how the drug should be
administered, to determine whether to bill Part B or Part D. Insulin delivered through an
ambulatory pump is covered by Part B through the DME benefit, while insulin delivered through
an implanted pump is covered by Part B FFS. Part D covers insulin administered by injection,
which is statutorily excluded from coverage under Part B. If the specific delivery method is not
indicated on the prescription, the pharmacy must contact the prescribing physician for
clarification. This extra step places a burden on the pharmacies. Additionally, as discussed
above in reference to anticancer drugs, pharmacies are less familiar with and more resistant to
billing Part B.

Beneficiaries are required to have a separate prescription for the syringe (covered by Part
D) and a pump (covered by Part B). The actual syringe and pump are not considered in this
analysis.
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3.3.2 Benefits of Consolidation

Moving all insulin, regardless of dispensing form, to Part D would facilitate pharmacy
billing by removing the B versus D determination process. The pharmacy would not have to
interpret information on the prescription, nor contact the physician, to determine coverage. In
addition, the pharmacy would not have to utilize a less familiar billing process. Finally, the need
for the Part B program or Part D plans to maintain systems edits would be removed. While
moving insulin dispensed by pump to Part D would mean that insulin solution and pumps would
be covered under different programs, a beneficiary receives the pump from a separate provider,
not the pharmacy, so covering the two under separate programs should not create additional
complexity. This analysis also considers moving insulin administered via a syringe to Part B.
Because pharmacies fill prescriptions for insulin vials, however, consolidation under Part B
would not address the issues associated with pharmacy billing of Part B. In addition, the current
payment limit for insulin in Part B is significantly lower than the median price for insulin in Part
D, as discussed further below. If insulin were consolidated under Part B and the payment limit

remained unchanged, providers may be resistant to provide the drug at the lower rate.
3.4 Inhalants

There are two main routes for dispensing inhalants: Metered Dose Inhalers (MDIs) and
nebulizers. MDIs, which are statutorily excluded from coverage under Part B but may covered
by Part D, are hand-held devices that quickly dispense medication to a patient’s lungs through
inhalation. Nebulizers, which dispense a medicated mist, are typically administered in a hospital
setting for patients that are not able to use MDIs; less often, they are used at home. Generally,
Part B covers nebulizers under the DME benefit, and medication dispensed in a nebulizer is
covered under the same benefit as a supply for the effective use of the equipment.

3.4.1 Current Determination Process

The current determination and billing process for inhalants is straightforward. MDIs are
primarily dispensed in pharmacies and covered under Part D, thus facilitating pharmacy billing.
Similarly, nebulizer inhalants are typically dispensed in hospital settings, and thus are more
easily billed to Part B. In some cases, a beneficiary uses a nebulizer at home and receives the
solution from a pharmacy. In these cases, the pharmacy must bill Part B, which as mentioned
above, is more complex than the more-familiar Part D process.



3.4.2 Benefits of Consolidation

If MDIs and nebulizer inhalants were consolidated under one program, either pharmacies
or hospitals and physicians would have to use a less-familiar billing process. Overall,
pharmacies are better positioned to accommodate consolidation of MDIs under Part B because
they tend to bill Part B more than hospitals and physicians bill Part D. If nebulizer inhalants
were to move to Part D instead, hospitals and physicians would be required to adopt cumbersome
billing strategies similar to those used for vaccinations. For inhalants, there are no gains from
consolidation for Part B and Part D processing systems. MDIs and inhalants dispensed via
nebulizers are easily distinguishable by HCPCS and NDC codes and no edits are required under
the current system to reject a given code under some situations and accept it under others.

15
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In this chapter, we review pre-consolidation utilization in terms of the number of
beneficiaries potentially affected by consolidation, total drug costs, number of annual claims per
beneficiary, and annual costs per beneficiary. This section also reviews formulary placement of
Part D-covered drugs.

4.1 Overview of Pre-Consolidation Utilization and Costs

Utilization of the drugs considered in this analysis varies, with the number of
beneficiaries potentially affected by consolidation ranging from 12,000 beneficiaries taking
insulin via a pump to over 3.5 million beneficiaries taking MDIs (Table 4-1).'* Less than one
percent of beneficiaries taking drugs potentially affected by consolidation under Part D take
more than one of the drugs; the total number of beneficiaries potentially affected, adjusting for
this overlap, is 1.2 million. Six percent of beneficiaries take some combination of the three drug
types that would be moved from Part D to Part B. Overall, 4.7 million individual beneficiaries
could be affected by consolidation under Part B.

Because the per unit costs of these drugs vary considerably, a large number of
beneficiaries taking a particular drug does not necessarily imply that total costs for that drug are
high. For example, there are significantly more beneficiaries taking vaccines than anticancer
drugs in Part B, but because anticancer drugs tend to be more expensive than vaccines, total Part
B costs for these drugs are almost equal. As expected, we tend to see more costs in the program
that currently covers the drug. For example, there are no costs of MDIs in Part B because this
program currently rejects any such claims. Nebulizer inhalants and injectable insulin should
follow this same pattern, but some claims for these drugs are appearing in the inappropriate
program. Because anticancer drugs and vaccines are covered by both programs, costs are also
split.

'> The number of beneficiaries potentially affected is defined by the number of beneficiaries taking the drug covered
by the program from which the drug will be moved. For example, there are 68,082 beneficiaries taking oral
anticancer drugs under Part B.



Table 4-1: Summary of Consolidation Scenarios and Pre-Consolidation Utilization, 2007

Number of
Coverage Beneficiaries
Current After Potentially = Total Part B Total Part D
Cohort Coverage Consolidation Affected Costs Costs
B to D Drugs
Anticancer B D 68,082 $169,253,702 = $174,405,441
Pumped
Insulin B D 12,269 $10,864,039 $0
Nebulizer
Inhalant B D 1,101,622  $1,227,000,468 $101,214,796
Combined B D 1,177,717 $1,407,118,209  $275,620,237
D to B Drugs
Vaccine D B 353,158 $171,942,067 $54,205,827
Injectable
Insulin D B 1,096,140 $13,359 $1,059,800,751
MDI D B 3,516,650 $0 $2,354,910,321
Combined B B 4,695,441 $171,955,426 @ $3,468,916,899

Source: 2007 Standard Analytical Files: Carrier and DME, 2007 Prescription Drug Event Data

4.2 Part B Utilization

Table 4-2 summarizes the utilization of each type of drug in Part B, including the number
of beneficiaries with claims, the average number of claims per beneficiary, and the average cost
per beneficiary. Because Part B currently covers the influenza and pneumonia vaccines, it is not
surprising that the number of beneficiaries taking vaccines in Part B is almost 13 million. Very
few beneficiaries have claims for injectable insulin or MDIs in Part B due to coverage rules. As
the conditions treated by anticancer drugs, insulin, and inhalants tend to be chronic, beneficiaries
taking these drugs average between four and seven claims a year. Claims for vaccines, on the
other hand, average one per beneficiary per year. Beneficiaries taking anticancer drugs incur the
highest average cost, at just under $2,500 a year. Average Part B costs for beneficiaries taking
inhalants dispensed via a nebulizer and insulin dispensed via a pump are also relatively large.
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Table 4-2: Part B Utilization, 2007

Number of Average Number of
L . : Average Annual Cost
Cohort Beneficiaries Taking Claims per er Beneficiar
the Drug Beneficiary P y
B to D Drugs
Anticancer 68,082 4.1 $2,486
Pumped Insulin 12,269 5.4 $885
Nebulizer Inhalant 1,101,622 6.5 $1,114
Combined 1,177,717 6.4 $1,194
D to B Drugs
Vaccine 12,732,079 1.0 $14
Injectable Insulin 267 1.4 $50
MDI 0 0.0 $0
Combined 12,722,264 1.0 $14

Source: 2007 Standard Analytical Files: Carrier and DME

4.3 Part D Coverage and Utilization

To illustrate how formularies would need to expand if Part B drugs were moved to Part
D, Table 4-3 presents the average percentage of reference National Drug Codes (NDCs) covered
by Part D sponsors for each drug class. With the exception of nebulizer inhalants, the remaining
drug classes have coverage rates above 75 percent. Not surprisingly, enhanced plans have higher

rates of coverage across drugs.

Table 4-3: Average Percentage of Reference NDCs in Formulary by Plan Type, 2007

Cohort Standard Actyarlal Ba3|c_ Enhanced
Equivalent Alternative

B to D Drugs

Anticancer 80.4% 80.7% 81.6% 85.7%
Pumped Insulin 78.8% 84.2% 81.5% 86.4%
Nebulizer Inhalant 54.0% 58.7% 59.6% 65.4%
D to B Drugs

Vaccine 82.1% 83.5% 85.0% 87.2%
Injectable Insulin 78.8% 84.2% 81.5% 86.4%
MDI 74.8% 75.5% 78.3% 82.3%
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The number of beneficiaries taking each analysis drug in Part D, along with the average

number of claims and average annual costs, appear in Table 4-4. Of the analysis drugs, MDIs,

anticancer drugs, and injectable insulin are the most common, with over a million beneficiaries

taking each. Because antiemetics, which are grouped with anticancer drugs, are commonly used

for many other conditions, they appear in Part D even though the program does not cover them

for cancer treatment. Table 4-4 also demonstrates that the vaccines covered by Part D are utilized

by significantly fewer beneficiaries than those covered by Part B. Vaccines in Part D are

considerably more expensive than vaccines in Part B, primarily due to differences in the types of

vaccine covered by the programs. The average annual cost for vaccines per beneficiary is $153 in

Part D, where the majority of claims are for the herpes zoster vaccine, compared to just $14 in

Part B, where most claims are for the relatively inexpensive influenza and pneumonia vaccines.

Once again, because health conditions treated by insulin and inhalants tend to be chronic,

beneficiaries fill multiple claims for those drugs in a year. Injectable insulin is the most

frequently filled, with an average of seven claims per beneficiary per year.

Table 4-4: Part D Utilization, 2007

Number of Average Number of
L . . Average Annual Cost
Cohort Beneficiaries Taking Claims per or Beneficiar
the Drug Beneficiary P y
B to D Drugs
Anticancer 1,552,231 3.1 $112
Pumped Insulin 0 0.0 $0
Nebulizer Inhalant 365,360 5.2 $277
Combined 1,872,486 3.6 $147
D to B Drugs
Vaccine 353,158 1.0 $153
Injectable Insulin 1,096,140 7.0 $967
MDI 3,516,650 5.8 $670
Combined 4,695,441 6.0 $738

Source: 2007 Prescription Drug Event Data
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5 SIMULATION FRAMEWORK

We use a simulation model to assess the financial impact of consolidating the analysis
drugs under either the Part B or Part D program. For each cohort of beneficiaries taking these
drugs in 2007, the model simulates how much beneficiaries, Medicare, and Part D plans would
have paid at point-of-sale had these drugs been covered exclusively under either Part D or Part
B. To construct the differences in cost sharing amounts for a given drug as it switches from one
program to another, we use as inputs the utilization of the drug in the current program, part B
cost sharing, utilization of other drugs in Part D, and Part D plan benefit schedules. We also
calculate how the additional costs for Part D plans are passed on to beneficiaries and Medicare in
the form of higher premiums.

Figure 5-1 illustrates the simulation methodology for cost sharing under Part D. In this
example, a beneficiary enrolled in Part D has one Part B drug purchase and three Part D drug
purchases. The Part B drug is covered under Part D after consolidation. The beneficiary
receives a Part B drug immediately after the second Part D prescription. Before consolidation
(top panel), the benefit phase in which each Part D drug occurs does not depend on the Part B
drug. After consolidation (bottom panel), however, every Part D drug purchased after the Part B
drug is shifted to a higher level in the benefit schedule. In this example, the Part D drug 3 falls
into the ICP before consolidation, but would straddle the gap and catastrophic phase once the
Part B drug is integrated in the sequence. This changes the point-of-sale amounts that the
beneficiary, plan, and Medicare must pay, not only for the newly integrated Part B drug, but also
for other Part D drugs.

Figure 5-1: Effects of Consolidation on Benefit Phase, Example

Benefit Phase
Deductible Initial Coverage Phase Gap Catastrophic
Part D Drug 1
Before
Consolidation
Part D Drug 2
Part D Drug 3
Part D Drug 1
After
Consolidation
Part D Drug 2
Part B Drug 1
Part D Drug 3




Using information on the benefit structure, as captured in formulary and beneficiary cost

files from the Health Plan Management System, and drug prices, which are imputed as described

below, the simulation calculates the change in the amount that the beneficiary, the plan,

Medicare, and Medicaid pay for drugs after consolidation. We perform these simulations for

beneficiaries who took any or a combination of the drugs being assessed, exploiting realized data

on their Part D and Part B drug events. Table 5-1 presents the seven major steps of the

simulation. The following subsections discuss each step in more detail.

Table 5-1: Simulation Steps for Each Drug in the Analysis

Phase Step Part B to Part D Part D to Part B
| Each cohort is composed of beneficiaries who took the analysis drug or any

Select cohort combination of analysis drugs in the originating program in 2007.

For each beneficiary in the cohort, we For each beneficiary in the cohort,

calculate the Part B costs of the analysis we calculate the Part D costs
Calculate pro- drugs to the beneficiary, Medicare, and incurred by Medicare, the

¥ep . Medicaid. We also observe Part D costs | beneficiary, and plans for all Part D

consolidation point-of- 2

sale costs

Construct post-
consolidation point-of-
sale costs

incurred by Medicare, the beneficiary,
and plans for all Part D drugs. We
construct pre-consolidation costs by
summing these amounts.

Project Part D Prices: We map each
analysis drug’s active ingredient to a set
of National Drug Codes (NDCs) and
define the median per unit price using
Prescription Drug Event (PDE) data. .

drugs.

Project Part B Prices: We map the
active ingredient of each analysis
drug to a HCPCS code and define
the price using the CMS Part B fee
schedule. If the fee schedule does
not indicate a price, we use the
median cost reported in Part B
claims. If neither are available, we
use the per unit median price of
NDCs that map to that active
ingredient across all PDEs.
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Phase Step Part B to Part D Part D to Part B
Construct Post-Consolidation Costs for
Part D enrollees: Using information on
drug utilization, drug prices and Part D
benefit schedules, we insert the Part B
analysis drug claims into each
beneficiary’s sequence of PDE records
and simulate the cost sharing amounts of
each drug. o
L Compute Post-Consolidation Costs:
4 Construct _Post-Consolldatlpn Costs for We remove analysis drugs from a
Beneficiaries Not Enrolled in Part D: beneficiary’s sequence of Part D
We predict total pre-consolidation Part D | grygs and apply the Part B cost
costs of these beneficiaries based on sharing rules to those drugs.
diagnoses and demographic information.
For beneficiaries with creditable
coverage, we apply the standard benefit
to simulate post-consolidation costs. We
assume that beneficiaries without
creditable coverage have lower
expenditures and fit the distribution under
an “enrollment indifference” threshold.
Calculate Financial Impacts: By subtracting pre-consolidation costs from post-
5 consolidation costs at the beneficiary level, we calculate the average change in
cost for the beneficiary, Medicare, Medicaid and the Part D plan.
Calculate changes in By aggregating the financial impact across beneficiaries, we calculate the change
plan bids and 6 in average Part D costs and plan liability. These estimates are then used to
premiums calculate the impact on premiums.
Calculate impact on We calculate the change in total Medicare costs with two main inputs: 1)
7 changes in point of sale costs, calculated in steps 1-5, and 2) changes in

total Medicare costs

Medicare’s capitated monthly payments, calculated in step 6.
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5.1 Selecting the Cohort of Beneficiaries

To identify beneficiaries taking one of the six analysis drugs, we define related HCPCS

and NDC codes and extract all claims associated with those codes. We use the CMS Claims

Processing Manual " to identify the HCPCS codes associated with B to D drugs (i.e. anticancer

drugs, pumped insulin, and nebulizer inhalants) and extract all associated claims from the 2007

DME, Carrier or Outpatient (OP) claims files. We use information in Medispan and First Data
Bank (FDB) to identify NDCs related to D to B drugs (i.e. vaccines, insulin, and MDIs). For

vaccines, we identify the NDCs that correspond to the relevant therapeutic classes.'* We then

1> CMS Claims Processing Manual: https://www.cms.gov/manuals/downloads/clm104c17.pdf

' The therapeutic classes used were W7F (mumps and related virus), W7H (enteric virus), W7J (neurotoxic virus),
W7K (antisera), W7L (gram positive cocci), W7M (gram negative bacilli non-enteric), W7N (toxin producing
bacilli), W7P (rickettsial), W7Q (gram negative cocci), W7S (antivenins), W7T (antigenic skin tests), W7U



https://www.cms.gov/manuals/downloads/clm104c17.pdf�

exclude any Part D claims for influenza, pneumonia, and hepatitis B vaccines because they are
primarily billed under Part B. To identify insulin drugs, we include NDCs that are labeled insulin
by the therapeutic class or the third party restriction code (both are elements of the Generic
Product Identifier, GPI, which is defined by the active ingredient, dosage form, and
concentration). Finally, to identify MDIs, we include NDCs that have a route of administration
ofinhalation and a dosage form specifying aerosols, powder, caps, or inhaler. Appendix A lists
the HCPCS codes that correspond to each of the drug cohorts.'” Appendix B shows the active
ingredients corresponding to each drug class.

The cohorts for each of the six drug-specific simulations include all beneficiaries who
took the drug in 2007 (see Table 4-2 and Table 4-4); that is, a beneficiary may appear in more
than one drug-specific cohort. We restrict the cohort size to a maximum of 120,000 individuals
obtained by randomly sampling fractions of the population taking a particular drug. This
restriction applies to beneficiaries using vaccines, injectable insulin, nebulizer inhalants and
MDlIs.

Because beneficiaries in the drug cohorts overlap when a beneficiary takes more than one
drug, simulation results for each individual drug cohort are not additive. We therefore perform
two combined simulations: 1) for all drugs being consolidated under Part D and 2) for all drugs
being consolidated under Part B. For a given combined simulation, we create seven cohorts, one
for each of the possible combinations of the three drugs being consolidated. A beneficiary
appears in only one cohort so that total program effects can be calculated by summing effects for
each drug-combination-specific cohort. We again restrict each cohort size to a maximum of
120,000 individuals, obtained by randomly sampling fractions of the relevant population. The
populations taking combinations of drugs are generally small relative to the populations taking
any particular drug. Therefore, for the combined Part B to Part D simulation, the restricted cohort
size applies only for beneficiaries with nebulizer inhalants alone. For the combined Part D to Part
B simulation, the restriction applies to beneficiaries using vaccines, injectable insulin, and MDIs
individually as well as beneficiaries who use both injectable insulin and MDIs. These

beneficiaries were assigned sample weights for the calculation of the combined results.

5.2 Calculating Pre-Consolidation Point-of-Sale Costs

For the purpose of tracking financial impacts, pre-consolidation costs include all
payments made by beneficiaries, Medicaid, Medicare and Part D plans for: 1) Part B drugs to be
consolidated under D, 2) Part D drugs to be consolidated under B, and 3) all other Part D drugs.

(hymenoptera-derived agents), W7V (rhus extracts), W7W (allergenic extracts), and W7Z (vaccine/toxoid
preparations, combinations).

' We exclude the generic Not Otherwise Classified (NOC) HCPCS values, since they can map to multiple active
ingredients.

23



24

That is, our measure for pre-consolidation costs excludes all Part B drugs that are not being
consolidated. Because the benefit schedule in Part B is linear (the beneficiary pays 20 percent,
except for a small deductible), the cost share of other Part B drugs does not change post-
consolidation, and therefore this exclusion has no effect on cost changes. The discussion below

describes in detail the calculation of pre-consolidation Part B and Part D costs.
5.2.1 Pre-consolidation Part B Costs

For each Part B drug to be consolidated under D (anticancer, pumped insulin, and
nebulizer inhalants), we extract all simulation drug claims found in the DME, OP, and Carrier
files of the 2007 Summary Analytical Files (SAFs). The Carrier and DME files provide claim-
level information on drug quantity, which we multiply by ingredient cost per unit found in a
commercial database, First Data Bank, to establish the total ingredient cost of each claim.
However, OP claims, which make up approximately 38 percent of total Part B anticancer drug
claims, do not contain drug quantity.'® For these claims, we impute the median quantity based
on the distribution of the DME and Carrier claims under the assumption that quantity does not
vary by claim type. First Data Bank per unit prices are based on 106 percent of ASP and reflect
Medicare’ methods for calculating prices (See Section 2.1 for more details). As this file is
updated every quarter, we use the date of service on the claim to identify which price within
2007 should be used. After calculating ingredient costs, we add pharmacy supply fees when
applicable (anticancer drugs”) and administration fees (vaccines').

The total cost of each drug claim is now divided between Medicare, Medicaid, and the
beneficiary based on Medicare regulations. The beneficiary pays 20 percent of the Gross Drug
Cost (GDC), unless he/she is eligible for Medicaid, in which case Medicaid pays the full
beneficiary coinsurance amount. Medicaid’s cost is an overestimation because we assume that
the program covers all costs. In actuality, the program pays the lesser of the 20 percent
coinsurance amount and the state’s reimbursement rate. To identify which beneficiaries are
eligible for Medicaid we use the Enrollment Database (EDB). We aggregate beneficiary,
Medicaid, and Medicare claim-level costs to calculate pre-consolidation beneficiary-level costs
for each payer under Part B.

5.2.2 Pre-consolidation Part D Costs

Pre-Consolidation Part D costs are calculated from the financial information reported in
Prescription Drug Event (PDE) data. We calculate beneficiary costs for each PDE as the sum of

'® OP claims are 3% of claims for pumped insulin and 0.2% of claims for nebulizer inhalants.

' The pharmacy supply fee is found on the Part B claim. It is $24 for the first claim in a 30-day period and $16 for
subsequent claims.

¥ $19.93 for 2007.



‘patient pay amount’ and ‘other True Out-of-pocket (TrOOP) amount’. For non-catastrophic
claims, Medicare is responsible for paying Low-Income Cost Sharing (LICS) subsidy amounts,
which are also reported on the claim. For these claims, the GDC is only shared between the
beneficiary and the Part D plan; hence the liability of the plan equals the difference between
GDC and the sum of beneficiary costs and patient liability reduction due to other payer amount
(PLRO).

In the catastrophic range, the beneficiary generally pays 5 percent of GDC, with the plan
covering 15 percent, and Medicare covering 80 percent. In the cases when the beneficiaries pay
the alternative minimum amount of $2.15/$5.35, we reduce the plan’s liability first, and start

reducing Medicare’s share if the alternative minimum is greater than 20 percent of GDC.
5.3 Projecting Post-Consolidation Prices

We now must simulate what beneficiaries would have paid if the drugs had been covered
under a different program. To do so, we must first infer Part D prices for drugs currently
covered under Part B and assign Part B prices for drugs currently covered under Part D. We then
use new prices to calculate post-consolidation drug costs. Finally, we follow the corresponding

benefit structure to allocate costs across beneficiaries, Medicare and Medicaid.
5.3.1 Pricing Part B Drugs under Part D Coverage

To determine drug prices (1.e., ingredient costs) under Part D for each Part B to D drug,
we use the active ingredient and strength information for HCPCS codes and their corresponding
NDCs. Because NDC codes are more specific than HCPCS codes in certain dimensions (e.g.,
NDC:s are specific to brand/generic, manufacturer and package size), one HCPCS code generally
maps to multiple NDCs. Therefore, we must map each HCPCS to a group of NDCs that share
the same active ingredient and strength. To do so, we first map HCPCS to Generic Sequence
Numbers (GCN-SEQNO), which are unique descriptions of active ingredient, strength, route of
administration, and form. We then remove the GCN-SEQNOs that do not correspond to the
route of administration defined by the HCPCS code. We also exclude compound GCN-
SEQNOs; we require that the active ingredient in the HCPCS description be the only active
ingredient. Table 5-2 provides an example of the HCPCS to GCN-SEQNO mapping for an anti-
cancer drug. The HCPCS is originally mapped to three GCN-SEQNOs; two are removed because
they are not oral. After creating a list of GCN-SEQNOs, we use First Data Bank to map them to
individual NDCs. We then extract all 2007 PDEs with a Product Service ID corresponding to
this list.
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Table 5-2: Example of HCPCS to GCN-SEQNO Mapping

HCPCS Potential GCN- Description of Potential GCN-  Meets Inclusion
Description SEQNOs SEQNOs Criteria
J8510:
Busulfan 2 mg 008777 Busulfan Tablet Oral 2 mg yes
Busulfan Ampul (MI)
041626 Intravenous 60 mg/10 ml no
Busulfan Vial (Sdv, Mdv Or
063053 Additive) (ml) Intravenous 60 no

mg/10 Ml

Based on this mapping and information found in the Part B claims, we now assign a
Gross Drug Cost (GDC) to each Part B claim being moved to Part D based on Part D pricing as
observed in PDE data. Each claim’s GDC is calculated by summing the ingredient cost — which
is the product of the quantity, strength and unit price per milligram — with the dispensing fee.
This amount is then multiplied by 1 plus the sales tax rate.

GDC, = (quantityb *strength, * p; + df )*(1+tax)

Where

Quantity is reported in the Part B claim. For OP claims, since quantity is not reported,
we take the median quantity of Carrier and DME claims for each drug.

Strength is taken from the HCPCS description.
p;j is the median unit price per milligram obtained from PDE data.

df is the dispensing fee as reported in PDE data. Because there is practically no variation
in dispensing fee across NDCs, for every HCPCS, we take the median dispensing fee among all
PDE records within that HCPCS.

tax is the sales tax rate charged at the state level. Because sales tax is seldom charged for

these drugs, we assume a sales tax of zero.

We use the product of quantity, strength, and unit price per milligram as the ingredient
cost, instead of the one reported on the PDE record, because the HCPCS strength does not
necessarily correspond to the strength of all NDCs that are mapped to that particular HCPCS.
Therefore, we calculate the HCPCS distributions of unit price by pooling the prices per
milligram from all 2007 PDE records that correspond to each HCPCS code.



5.3.2 Pricing Part D Drugs under Part B Coverage

We construct post-consolidation prices under Part B by using the published Part B
Payment Allowance Limit for the HCPCS that corresponds to the Part D claim NDC, whenever
possible." Insulin and most vaccines are priced in this fashion. In cases where the HCPCS does
not appear in the pricing file, we construct the post-consolidation price as the observed median
price in Part B data distributions for the specific HCPCS code. This is the method used for the
Zoster vaccine, which accounts for more than 95 percent of Part D vaccine GDCs in 2007.
Because MDIs are not currently covered by Part B, neither a Payment Allowance Limit nor Part
B claims are available. In the absence of this information, we assume that Part B prices
determined after consolidation would be similar to those in Part D and price the claim at the
median per unit GDC within active ingredient, across all PDE data.

5.3.3 Post-Consolidation Pricing Effects

To assess the implications of the pricing simulation methods on total costs, Table 5-3
compares total drug costs under Part B and under Part D for all simulation drugs. For each drug
type, an asterisk indicates total costs are predicted using the pricing methods described above.
The last column in Table 5-3 shows the ratio of Part D to B costs. For example, anticancer
drugs cost three percent more under Part D compared to Part B. Except for insulin, Part D prices
are comparable to Part B rates. Insulin prices under Part D are about 52 percent higher compared
to Part B reimbursement rates, because Part B rates for all infusion drugs provided through
DME, including insulin, are set by statue at the AWP that was in effect on October 1, 2003.

Table 5-3: Comparison of Part B and D Costs, by Drug Type

Total Costs under Total Costs under
Cohort Part B Part D Prices Part D/Part B
B to D Drugs
Anticancer $169,253,702 $174,146,877* 1.03
Pumped Insulin $10,864,039 $16,466,355* 1.52
Nebulizer Inhalant $1,227,000,468 $1,424,907,959* 1.16
D to B Drugs
Vaccine $56,769,278* $54,205,827 0.95
Injectable Insulin $686,682,816* $1,059,800,751 1.54
MDI $2,334,224,423* $2,354,910,321 1.01

*Simulated prices

' ASP Pricing files for 2007 are available at
http:/www.cms.gov/McrPartBDrugAvgSalesPrice/01b 2007aspfiles.asp#TopOfPage.
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5.4 Computing Beneficiary Cost Share, Plan Covered Payments and Medicare
Costs

With the reconstructed sequence of drug events and associated prices, we compute the
new beneficiary, plan and Medicare costs for each beneficiary and drug event. For beneficiaries
enrolled in Part D this exercise involves integrating information from the benefit structure of the
Part D plan in which the beneficiary is enrolled, along with his/her LIS status, to recalculate
costs. For beneficiaries not enrolled in Part D, this exercise requires the estimation of
unobserved drug costs and assumptions about unobserved drug coverage. Because these
conjectures depend on whether a beneficiary has creditable coverage, we consider those two
groups of non-Part D beneficiaries separately. That is, we use a different method for calculating
post-consolidation cost share for each one of the following three groups: 1) Part D enrollees, 2)
not enrolled in Part D, with creditable coverage, and 3) not enrolled in Part D, without creditable

coverage. We describe each method in detail below.
5.4.1 Part D Enrollees

For the beneficiaries enrolled in Part D, the calculation of post-consolidation financial
impacts for B to D simulations is straightforward. We add the simulation drugs to the sequence
of original Part D drugs for the beneficiary. We then re-compute payments by the beneficiary,
the Part D plan, and Medicare. Appendix C provides details on our methods for using Part D
benefit structure, formulary and pharmacy data to recalculate beneficiary cost share, plan

covered payments and Medicare costs for any sequence of drug events.

The calculation of post-consolidation costs for the D to B simulations merely involves
removing the simulation claims from Part D and recalculating the cost shares of the beneficiary,
the Part D plan, and Medicare. Additionally, the PDEs that are deleted from Part D appear in
Part B, where we apply the Part B cost sharing rules between the beneficiary, Medicare, and
Medicaid. Finally, we aggregate the amounts paid under Part B and Part D to obtain total post-
consolidation for each party.

5.4.2 Beneficiaries With Creditable Coverage

For these beneficiaries, we resolve the problem of unobserved annual drug costs by
extrapolating results from an OLS regression on a sample of Part D beneficiaries who were not
eligible for LIS in 2007. More specifically, we regress the natural logarithm of annual
beneficiary gross drug costs on demographic characteristics (gender, bracketed values of age)
and diagnostic data (RxHCC indicator variables, which are included in Medicare’s Part D risk

adjustment model). We run separate regressions for each cohort. We then obtain predicted



annual GDC for the creditable coverage beneficiaries, which serves as the base for pre-
consolidation calculations for this group of beneficiaries. Since creditable coverage plans need
to be at least actuarially equivalent to the standard Part D plan, we use the standard benefit
structure to approximate the cost sharing of benefits under Part D. We further assume that
creditable coverage beneficiaries will continue to use their current health insurance instead of

enrolling into a PDP plan after B to D consolidation.
5.4.3 Beneficiaries Without Creditable Coverage

We also do not observe pre-consolidation prescription drug GDC for beneficiaries
without creditable coverage. We assume that the decision not to enroll or obtain creditable
coverage is due to very low prescription drug needs. Figure 5-2 illustrates the identification of
the maximum amount of GDC for which not enrolling is cheaper than enrolling in a standard
plan. The covered cost curve plots the relationship between GDC and TrOOP for a non-LIS
beneficiary. It is a stepwise linear function with a knot at the beginning of the initial coverage
phase, where GDC is $265. The cash prescription curve presents the linear relationship between
GDC and no-insurance out-of-pocket costs, accounting for the fact that the GDC of a
prescription is higher if the person does not have prescription drug insurance. By using the
commercial database Verispan, we found that in 2007, pharmacy prices of drugs were on average
25 percent higher in the absence of insurance. The slope of the cash prescriptions curve is
adjusted accordingly. With an annual premium of $360, the indifference point between enrolling
and not enrolling falls in the ICP at $559. We use predicted GDC values from the OLS
regression described above, rescaling them so that their distribution is bounded in the range
(0,559). This approach ensures that beneficiaries with higher risk scores are imputed to incur
higher prescription costs. After the addition of the Part B drugs under Part D, we assess whether
it is more beneficial to enroll in Part D than to remain without coverage. The costs of enrolling
also include late enrollment penalties. A beneficiary’s premium increases by one percent of the
average premium for each month of non-enrollment.
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Figure 5-2: Relationship between GDC and Beneficiary Expenses
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5.5 Calculating the Financial Impact on Beneficiaries

For each beneficiary in the simulation sample, we calculate beneficiary-level post-
consolidation cost sharing amounts by simply summing costs for the beneficiary, Medicare, and
the plan across all of the beneficiary’s drugs. By subtracting each beneficiary’s pre-
consolidation costs, calculated in Step 4, from post-consolidation costs, we calculate the change
in costs for the beneficiary, Medicare, and Part D plans.

5.6 Calculating Changes in Premiums

When drugs are consolidated under Part D, Part D plans begin to cover drugs previously
provided under Part B. We assume that plans cover the increased costs by increasing their Part
D bids. Since we do not observe manufacturer rebates to plans, which affect drug costs, we also
assume that the increase in the Part D bid for each plan is proportional to the increase in plan
liability after consolidation. The pre- and post-consolidation Part D plan expenditures for each
beneficiary are computed by our benefit administration algorithm. On the other hand, as
coverage of some drugs shifts away from Part B, Part B premiums fall. We assume that the
relative change in Part B premiums equals the relative change in total Part B costs. Analogously,
in D to B simulations, Part B premiums increase and Part D premiums fall due to the changes in

coverage.
5.7 Calculating the Overall Financial Impact on Medicare

The financial impact on Medicare is derived from changes in 1) point-of-sale costs and 2)
changes in monthly capitated payments made to Part D plans. Changes in point ofsale costs,
which are calculated in steps 1-5, refer to changes in LICS payments, reinsurance payments, and
Medicare’s cost share in Part B. Changes in monthly capitated payments include changes in

Direct Subsidies and LIPS and are based on the change in bids caused by consolidation.
5.8 Limitations

This analysis has several limitations. First, it does not take into consideration all potential
effects of consolidation. Legislation mandates that certain drugs are covered under Part B with
specific payment rules and that other drugs are excluded from the program. New legislation
would need to pass in order to allow for consolidation under certain scenarios. In addition, we
do not address the administrative costs of any systems changes needed to implement
consolidation, such as adding drugs to or removing drugs from payment calculation methods or
disseminating information about changes to providers. We also do not take into consideration

costs incurred by providers in adopting new coverage rules.
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We also faced limitations related to drug pricing for MDIs and injectable insulin. Our
simulation for moving MDIs from Part D to Part B uses Part D prices to impute the prices that
would be paid in Part B. Because there are no claims for MDIs in Part B under current rules,
Part D prices are the best available source of information. However, if post-consolidation Part B
prices for MDIs were significantly different from those currently paid in Part D, the effects on
beneficiaries, Medicare, and Part D plans would differ from those presented in the simulation
findings. In addition, under current law, prices for insulin are significantly higher in Part D than
in Part B. If injectable insulin moved to Part B with no increase in the allowable payment limit,
providers may refuse to dispense the drug, creating access problems for beneficiaries. This may
place pressure on Medicare to increase the reimbursement amount for insulin in Part B — for both
injectable and pumped insulin. If the payment limit for insulin increased, the net increase in

Medicare’s costs resulting from consolidation under Part B would rise as well.



I 6 THE IMPACT OF CONSOLIDATION UNDER PART D

In this section, we describe our findings from the simulations that move drugs from Part
B to Part D. In Section 6.1, we present the pre-consolidation costs for the beneficiary, Medicare,
Medicaid, and Part D plans. Section 6.2 discusses post-consolidation costs for each stakeholder
and the change in cost by a variety of beneficiary characteristics. The overall financial impact of
consolidation under Part D on total Medicare costs is discussed in Section 6.3.

6.1 Pre-Consolidation Costs of Beneficiaries, Medicaid, Medicare, and Part D
Plans

Part B costs for anticancer drugs, insulin dispensed by pump, and nebulizer inhalants are
split between beneficiaries, Medicare, and, for beneficiaries who are dual-eligible, Medicaid.
Table 6-1 describes how Part B average drug costs for beneficiary cohorts taking drugs currently
covered by Part B are divided among those stakeholders. Because Part B costs for non-analysis
drugs are the same before and after consolidation, they are omitted. The first three rows of the
table separate beneficiaries into cohorts based on consumption of each individual drug. The total
number of beneficiaries affected by consolidation, displayed in the final row of the table, is less
than the sum of the beneficiaries in each specific cohort because a beneficiary may take more
than one of the analysis drugs. Average costs per beneficiary in Part B are highest for
beneficiaries taking anticancer drugs; the average cost per beneficiary affected by consolidation
is $2,487. Consistent with program rules, Medicare pays about 80 percent of Part B costs for all
beneficiaries in these cohorts, with the remainder paid by the beneficiary and, for dual-eligibles,
Medicaid.

Table 6-1: Part B Pre-Consolidation Point-of-Sale Costs for Beneficiaries, Medicaid and
Medicare, by Cohort, 2007

Part B Costs
Cohort Number of
Beneficiaries Beneficiary Medicaid Medicare
Anticancer 68,082 $385 $113 $1,989
Pumped Insulin 12,269 $137 $40 $708
Nebulizer Inhalant 1,101,622 $126 $95 $886
Combined 1,177,717 $145 $97 $968

Source: 2007 Standard Analytical Files

Cost statistics for the nebulizer inhalant and combined cohorts are based on samples.

Medicaid payments are averaged across all beneficiaries, but the program makes payments for dual-eligible beneficiaries
only.
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Part D cost sharing for non-analysis drugs may change as a result of consolidation. Part D
costs for all drugs taken by the beneficiary are therefore included in Table 6-2, which describes
the breakdown of Part D point-of-sale costs for the beneficiary, Medicare, and the Part D plan.
Note that Plan Covered Payments for point-of-sale costs are ultimately covered by the premiums
paid by the beneficiary and Medicare. Medicaid does not make payments under Part D and is
omitted. Medicare Part D point-of-sale costs are separated into LICS payments (payments made
by Medicare on behalf of LIS eligible beneficiaries) and reinsurance payments for beneficiaries
who end in the catastrophic coverage phase (where Medicare covers 80 percent of the costs).
Part D average costs per beneficiary for beneficiaries in each of the specific drug cohorts fall into
a relatively narrow range between $3,049 and $3,450. Of the three specific drug groups,
Medicare pays the largest share of point-of-sale costs for beneficiaries with insulin dispensed by
pump, at 50 percent. Those beneficiaries pay 16 percent of their point-of-sale Part D costs and
the plan covers 34 percent. Medicare pays about 49 percent of pre-consolidated Part D costs for
all beneficiaries taking a drug or combination of drugs to be consolidated under Part D.

Table 6-2: Part D Pre-Consolidation Point-of-Sale Costs for Beneficiaries, Medicare, and
Plans, by Cohort, 2007

Part D Costs

Number of . . Plan
Cohort S— o . .
Beneficiaries  Beneficiary MIGRIIEEITER || WIRICETES | oo o
LICS Reinsurance
Payments
Anticancer 68,082 $678 $477 $962 $1,032
Pumped Insulin 12,269 $692 $672 $603 $1,082
Nebulizer Inhalant 1,101,622 $562 $1,001 $722 $1,165
Combined 1,177,717 $613 $964 $754 $1,161

Source: 2007 Standard Analytical Files
Cost statistics for the nebulizer inhalant and combined cohorts are based on samples.

Table 6-3 presents the combined Part B and Part D average pre-consolidation costs paid
by the beneficiary, Medicare, and the Part D plans. Total costs are highest for those who took
anticancer drugs ($5,905) and lower for beneficiaries with nebulizer inhalants ($4,748) and
pumped insulin ($4,172). Total costs covered by Medicare range from 48 percent of total drug
costs for all beneficiaries with pumped insulin to 58 percent of total drug costs for all
beneficiaries with cancer. On average, Medicare covers 55 percent of combined point-of-sale
Part B and Part D drug costs for beneficiaries potentially affected by consolidation.



Table 6-3: Combined Part B and Part D Pre-Consolidation Point-of-Sale Costs for
Beneficiaries, Medicare, Medicaid and Plans, by Cohort, 2007

Part B and Part D Pre-Consolidation Costs
Part B Creditable
Cohort BNEIEIIQIE?;I’?;S and PartB fici Medi Medicaid Pl Coverage
D Costs enericlary eailcare edical an Insurance
Plan
Anticancer 68,082  $5,905  $1,152  $3,428 $113  $1,032 $181
Pumped 12269  $4.172  $908 $1,084 $40  $1,082 $158
Insulin
Nebulizer 161 60 g4.748  $750 $2,609 $95 $1,165 $129
Inhalant
Combined 1,177,717 $4911  $821 $2,686 $97  $1,161 $147

Source: 2007 Standard Analytical Files

Creditable coverage insurance amounts reflect estimated, not actual, data.

Cost statistics for the nebulizer inhalant and combined cohorts are based on samples.

Reported Medicaid payments are averaged across all beneficiaries, but the program makes payments for dual-eligible
beneficiaries only.

The distribution of pre-consolidation Part B costs across beneficiaries is presented in
Table 6-4. Costs for beneficiaries with anticancer drugs are considerably more skewed than
those for beneficiaries with pumped insulin or nebulizer inhalants. The distribution of combined
Part B costs is also significantly skewed, which implies that the effect of consolidation will vary
considerably across beneficiaries.

Table 6-4: The Distribution of Part B Pre-Consolidation Point-of-Sale Costs for
Beneficiaries with B to D Drugs, 2007

Cohort Number of Costat 25" Cost at 50" Cost at 75" y
o . : : ean
Beneficiaries percentile percentile percentile
Anticancer 68,082 $245 $808 $2,595 $2,486
Pumped Insulin 12,269 $296 $754 $1,208 $885
Nebulizer Inhalant 1,101,622 $170 $498 $1,290 $1,108
Combined 1,177,717 $171 $519 $1,340 $1,210

Source: 2007 Standard Analytical Files
Cost statistics for the nebulizer inhalant and combined cohorts are based on samples.

6.2 Post-Consolidation Costs under Part D

After inserting Part B drug claims in each beneficiary’s Part D drug sequence, the share
of total costs attributed to beneficiaries, Medicare, and Part D plan sponsors will change. This
section presents results for post-consolidation costs for each stakeholder. It also discusses how
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the change in cost varies among beneficiaries with differen