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The Medicare Payment Advisory Commission (MedPAC) is an independent federal body
established by the Balanced Budget Act of 1997 (P.L. 105-33) to advise the U.S. Congress
on issues affecting the Medicare program. The Commission’s statutory mandate is quite
broad: In addition to advising the Congress on payments to health plans participating in the
Medicare+ Choice program and providers in Medicare’s traditional fee-for-service program,
MedPAC is also tasked with analyzing access to care, quality of care, and other issues

affecting Medicare.

The Commission’s 17 members bring diverse expertise in the financing and delivery of
health care services. Commissioners are appointed to three-year terms (subject to renewal) by
the Comptroller General and serve part time. Appointments are staggered; the terms of five
or six Commissioners expire each year. The Commission is supported by an executive
director and a staff of analysts, who typically have backgrounds in economics, health policy,

public health, or medicine.

MedPAC meets publicly to discuss policy issues and formulate its recommendations to the
Congress. In the course of these meetings, Commissioners consider the results of staff
research, presentations by policy experts, and comments from interested parties. (Meeting
transcripts are available at www.medpac.gov.) Commission members and staff also seek
input on Medicare issues through frequent meetings with individuals interested in the
program, including staff from congressional committees and the Health Care Financing

Administration, health care researchers, health care providers, and beneficiary advocates.

Two reports—issued in March and June each year—are the primary outlet for Commission
recommendations. Over the next two years, the Commission will also publish additional
reports on a variety of subjects, including payment for care in rural areas, as required under
the Balanced Budget Refinement Act of 1999. In addition to these reports, MedPAC advises
the Congress through other avenues, including comments on reports to the Congress and
proposed regulations issued by the Secretary of the Department of Health and Human
Services, testimony, and briefings for congressional staff. This volume fulfills MedPAC’s

requirement to submit an annual report to the Congress on issues affecting Medicare.
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Executive summary

The Medicare Payment Advisory Commission (MedPAC) is required by law to report to
the Congress by June 1 on issues affecting Medicare. This report meets that requirement
by analyzing a number of issues in which Medicare policies affect and are affected by
other actors in the health care system. We examine prescription drug coverage for
Medicare beneficiaries, the need to assess options to expand coverage and the impact of
these options on other federal programs, private coverage, and pharmaceutical research
and development. We also make recommendations to strengthen Medicare’s quality
assurance system, which would benefit not only Medicare beneficiaries, but all patients
using Medicare-certified providers.

This report also addresses several aspects of Medicare payment policy—normally the
focus of our March report. We recommend updates to payments for hospital inpatient
services; we chose not to make these recommendations in March because we lacked data
on payments by Medicare and other payers in the period following implementation of the
Balanced Budget Act of 1997 (BBA). We recommend ways to improve the accuracy of
payments for inpatient care and payments to teaching hospitals. The report also contains
our recommendations on the new prospective payment system for hospital outpatient
services, which the Health Care Financing Administration (HCFA) released in the spring.
Finally, this report fulfills a requirement of the Balanced Budget Refinement Act of 1999
(BBRA) that we comment on HCFA’s preliminary estimate of the payment update for
physician services.

Medicare beneficiaries and prescription drug coverage

Costs of prescription drugs have grown rapidly in recent years, sparking a debate on the
need for and type of policy response to address the impact of these cost increases. Almost
one in three Medicare beneficiaries lack insurance coverage for prescription drugs, and
many of those with coverage, whether through a former employer, a privately purchased
Medigap plan, or a Medicare+ Choice plan, are experiencing rising premiums or reduced
coverage of other services. In assessing the need for a response, policymakers should
consider the adequacy of existing sources of insurance coverage, beneficiaries’ abilities
to access needed drugs, and expected future growth in prescription drug spending.

This chapter seeks to assist policymakers in evaluating the need for a federal policy
response and identifying potential policy approaches and the technical challenges
inherent to each. Policymakers who believe that a public policy response is warranted
have several options from which to choose. They may decide that adding a prescription
drug benefit to Medicare coverage is appropriate. Alternatively, policymakers may opt
for policies—such as targeting assistance to low-income beneficiaries through a
Medicaid expansion or improving the drug coverage available through private plans—
that serve as interim solutions before enactment of an enhanced Medicare benefit or as
alternatives to adding a Medicare benefit.

Assessing the design and impact of the hospital outpatient
prospective payment system

On July 1, 2000, HCFA will implement a new prospective payment system (PPS) for
services provided in hospital outpatient departments. These services represent one of the
last major types of care to be shifted from cost-based reimbursement to prospective

payment.

MedPAC believes that the new payment system could help to achieve a number of goals.
First, paying hospitals a fixed amount known in advance will improve their incentives to
control costs. Second, the PPS will simplify a complex area of policy and make payments
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more predictable and equitable across hospitals. Finally, the new payment system carries
out policies enacted in the BBA and the BBRA that will begin to reduce the
disproportionate share of costs that beneficiaries bear for outpatient services. MedPAC
supports the broad structure of the outpatient PPS, but has concerns about specific
aspects of its design and implementation.

Payment rates for some services provided in hospital outpatient departments will differ
from those in other ambulatory settings. On the one hand, these differences could
appropriately represent underlying cost differences among settings. On the other hand,
they could simply reflect the way in which payment rates were set historically, which
might lead to shifting care among ambulatory settings for financial rather than clinical
reasons. The Commission recommends monitoring practice patterns to avoid
inappropriate shifts.

Over time, payment rates under the outpatient PPS will need to be updated to account for
changes in the costs of care and new technologies, and case-mix complexity. Evaluating
these changes is likely to be difficult, however, as the new payment system gives
hospitals an incentive they previously lacked to code visits accurately. To distinguish
changes in coding practice from actual changes in the Medicare case mix, the
Commission recommends that the Secretary study coding patterns over time and
undertake analyses similar to those done when the inpatient PPS was implemented.

The outpatient PPS carries out provisions of the BBA designed to reduce the financial
liability of beneficiaries for outpatient services. These provisions will ultimately reduce
beneficiaries’ coinsurance to 20 percent from a current average of about 50 percent.
However, because we expect this reduction to take many years, MedPAC recommends
that the Congress enact legislation to accelerate it.

Finally, moving to prospective payment will change the payments hospitals receive for
the services they deliver. Hospitals will experience changes in payments for particular
services and in aggregate Medicare revenues; some hospitals will see payments rise,
others will see payments fall. The BBRA included transition policies that will mitigate
negative financial impacts during a phase-in period, but the administrative burden on
hospitals of moving to the new system should not be underestimated. Other policies
implemented with the new payment system, such as the reduction in beneficiary
coinsurance, introduce significant changes for providers and beneficiaries. Accordingly,
we recommend that the Secretary carefully monitor implementation of the PPS to ensure
that beneficiaries’ access to high-quality care is not compromised.

Improving Medicare’s payments for inpatient care and for
teaching hospitals

In August 1999, MedPAC recommended that policymakers reorient their thinking about
the two payments Medicare now makes to teaching hospitals for graduate medical
education. Because we view these two payments as compensation for patient care, not
training, we recommended combining them into a single payment adjustment that would
better account for the systematically higher costs of inpatient care in teaching hospitals.
We also recommended refining certain elements of Medicare’s case-pricing methods to
make inpatient payments per case better match the expected costs of inpatient care in all
types of hospitals.

To make these recommendations operational, we have evaluated two sets of policy
options that might be adopted by the Congress and the Secretary of Health and Human
Services. One set pertains to improving Medicare’s case-pricing method of paying for
inpatient care in all hospitals; the other set pertains to combining the payments now
labeled as medical education into a single teaching hospital adjustment.

Executive summary
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Improving Medicare’s case-pricing methods would require action by the Secretary and
the Congress. MedPAC recommends that the Secretary adopt refinements to the
diagnosis related groups patient classification system that would more fully capture
differences in severity of illness among patients and that she revise the methods now used
to set relative weights for each category by using hospital-specific relative values. These
steps would reduce discrepancies between payments and costs by more accurately
reflecting patients’ clinical differences and by eliminating distortions in payment rates
that reflect systematic variation in hospitals’ markups of charges over costs. We also
recommend that the Congress amend the law to change how outlier payments for
extraordinarily costly cases are financed. All of these changes should be implemented
gradually, with consideration given to protective policies that would preserve access to
care for vulnerable populations. Finally, to avoid inappropriate increases in payments to
hospitals, we recommend that the Congress allow the Secretary to adjust the national
base payment amounts to account for any coding improvements that occur in response to
the refinements.

Combining Medicare’s special payments to teaching hospitals into a revised teaching
hospital adjustment would require Congressional action. MedPAC recommends that the
Congress set the new adjustment at a level that would maintain the subsidy currently paid
to teaching hospitals under long-run policy. These recommendations would not change
aggregate payments to hospitals, but would change payments to individual hospitals.
Accordingly, the Commission recommends that the changes be implemented with a
reasonable transition to limit impacts on hospitals and ensure that beneficiaries have
continued access to the services that teaching hospitals provide.

Improving quality assurance for institutional providers

MedPAC believes that Medicare’s quality assurance (QA) system needs to be
strengthened to meet its intended objectives. The current system is satisfying none of its
stakeholders: providers view it as burdensome and ill focused, beneficiary advocates
decry the lack of information about results, and policymakers are concerned that the
system may not achieve its intended effects.

The Congress and the Secretary must take several steps to address critical problems with
the system, including collecting the information needed to generate standardized,
evidence-based measures of quality; updating standards more frequently; funding the
system adequately; and strengthening sanctions. In addition, the Secretary must ensure
that new tools for measuring the quality of care providers furnish are used appropriately
and that quality improvement activities complement, rather than erode, Medicare’s QA
system.

Incorporating facility performance measures into QA requires that two conditions be
satisfied. First, Medicare must identify appropriate measures of health care quality that
are reliable at the individual facility level. Second, the program must obtain timely,
reliable data by which to measure quality. Medicare is now implementing setting-specific
systems for measuring health care quality for some types of providers, but has not yet
established standardized systems for quality measurement and reporting for most
providers, notably hospitals.

Conditions of participation (COPs), which consist primarily of structural requirements
believed to ensure the capacity of providers to furnish high-quality health care safely, are
the backbone of Medicare’s QA process. Compliance is assessed through a survey and
certification process conducted by state agencies or through a private accreditation
process. A key limitation of the COPs is their timeliness; although most were established
in the 1980s, some date to the 1970s and earlier. MedPAC recommends that the Congress
mandate review and updating of the COPs by the Secretary on a periodic basis, require
the use of negotiated rulemaking to do so, and require annual surveys of at least one-third

MEdpAC Report to the Congress: Selected Medicare Issues | June 2000 xvii



of each facility type. The Congress should also appropriate adequate funding for these
activities.

Medicare’s primary tool for enforcing compliance with the COPs is its sanctioning
process. However, use of this tool is limited in two respects. First, federal sanctions have
limited effectiveness because they do not match the scope and severity of cited
deficiencies and they do not consider a provider’s previous compliance. Second, certain
procedures limit HCFA’s ability to impose sanctions. To address these limitations, we
recommend that the Congress authorize the Secretary to develop intermediate
sanctions—penalties short of program termination—specific to each facility type that
would match deficiencies with the level of sanction and promote long-term compliance
with COPs.

Financial performance and payment update for hospitals
covered by prospective payment

Hospitals’ financial status has deteriorated significantly over the past two years. The
aggregate total margin for general, acute care hospitals covered by Medicare’s inpatient
prospective payment system is estimated at 2.7 percent for 1999, less than half its 1997
level, and the percentage of hospitals with negative total margins rose from 25.8 percent
in 1997 to 34.2 percent in 1998. Reduced Medicare payments played a role in this
decline, but shrinking payments (relative to the cost of care) from private payers
accounted for roughly three times the drop in total margin for 1998 as Medicare did.

MedPAC’s new Medicare margin, which covers hospitals’ five largest lines of Medicare
services, dropped from 9.8 percent in 1997 to 6.5 percent in 1998, reflecting hospitals’s
first year of operation under the provisions of the BBA. Excluding graduate medical
education, the margin for inpatient services fell the least, from 17.0 percent in 1997 to
14.4 percent in 1998; it remains high by historical standards. However, margins dropped
substantially for the outpatient, inpatient rehabilitation and psychiatric, home health, and
skilled nursing services that many acute care hospitals provide. For example, the margin
on outpatient services fell from —7.4 percent in 1997 to —15.9 percent in 1998, primarily
reflecting elimination of the formula-driven overpayment. The margin for home health
care services provided by hospitals declined even more, from —4.6 percent in 1997 to
—25.9 percent in 1998.

In the past, MedPAC has made recommendations each year for updates to operating and
capital payments for PPS inpatient services. This year, recommend a combined operating
and capital update for fiscal year 2001. (The change reflects a recommendation in our
March 2000 report that these payments be combined.) Our recommendation is based on
an update framework that considers anticipated changes in individual factors affecting
costs or payments. We evaluate our update recommendation in light of its probable
impact on beneficiary access to high-quality care and in light of the financial
performance of the hospital industry. However, financial performance is never our
primary consideration in setting the update.

The Commission recommends a range for the update to inpatient payments in fiscal year
2001 of 0.6 to 1.1 percentage points greater than the increase in a combined operating
and capital market basket. This increase is about 2 percentage points higher than the
update provided in law. Our recommendation reflects the cost-increasing effects of new
drugs and other technological advances, as well as a documented decline in hospitals’
overcoding of diagnosis related groups. We believe that payments in future years should
still be reduced by up to 4 percentage points to account for unbundling—shifts of care
from the latter days of inpatient stays to post-acute settings. However, to avoid
exacerbating the current level of financial stress in the industry, we are recommending a
one-year hiatus in phasing in this reduction. We anticipate continuing to phase in the
remaining portion of the unbundling adjustment for the 2002 and later updates.
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MEJPAC



Financial performance and payment update for hospitals
exempt from prospective payment

The Medicare operating margins of inpatient facilities exempt from prospective payment
dropped sharply in 1998 in response to the Balanced Budget Act of 1997. For the largest
groups of these facilities (long-term, psychiatric, and rehabilitation providers), declines
ranged from 4 to 7 percentage points. In contrast, before implementation of the BBA,
substantial drops in length of stay, along with payment rules that were less restrictive for
new facilities than for older facilities, produced large increases in exempt facilities’
margins from 1990 through 1997. The BBA not only recouped some of the financial gain
resulting from falling lengths of stay, but also narrowed the gap in margins between new
and old facilities. MedPAC recommends a range for the payment update for exempt
facilities that extends modestly beyond the expected rate of inflation in hospital input
prices, reflecting an increment for the costs of newly introduced drugs and other
technological advances.

Reviewing the estimated payment update for physician
services

Medicare payments for physician services are updated annually based on a formula
designed to control overall spending while accounting for factors that affect the cost of
providing care. As required by the BBRA, HCFA recently released a preliminary
estimate of the update for payments to physicians in 2001. MedPAC has reviewed the
preliminary update and believes it is based on an underestimate of growth in enrollment
in the traditional Medicare program. If HCFA continues to underestimate growth in
traditional Medicare enrollment in this way, the final update, to be implemented in
January 2001, will be lower than is warranted. We urge HCFA to review the data and
methods used to make the estimate and to explain how this and other estimates are
prepared as part of the release of future updates.
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Medicare beneficiaries and
prescription drug coverage

debate is evolving about how to address the growing

prescription drug costs faced by Medicare beneficiaries,

many of whom lack insurance coverage for prescription

drugs. In assessing the need for a public policy response,
policymakers should consider beneficiaries’ abilities to access needed drugs,
growth in prescription drug spending, and the adequacy of existing sources of
coverage. If policymakers believe that a public policy response is warranted, they
have several options. They may decide that adding a prescription drug benefit to
Medicare coverage is the appropriate solution. Alternatively, policymakers may
opt for policies that either serve as interim solutions before enactment of an
enhanced Medicare benefit or serve as alternatives to adding a Medicare benefit.
Some of these options would target assistance to low-income beneficiaries
through a Medicaid expansion, a new program similar to the State Children’s
Health Insurance Program, or tax credits. Other options would aim to improve the
drug coverage available through Medigap plans. This chapter seeks to assist
policymakers in evaluating the need for a federal policy response and identifying

potential policy approaches and the technical challenges inherent to each.

CHAPTER

In this chapter

*  Pressures for new public
policy to encourage coverage

* Adding prescription drugs as
an integrated Medicare benefit

* Alternative policies to expand
access to drug coverage
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At the inception of Medicare, outpatient
prescription drugs represented a relatively
small portion of beneficiary health care
spending and were excluded from the
Medicare benefit package. Over time,
prescription drugs have become an
increasingly important part of treatment
and have grown as a percent of
beneficiaries’ health care spending.
Medicare has expanded coverage to a few
outpatient drugs under specific and
limited circumstances, and supplementary
coverage has evolved to the point that
most beneficiaries have some coverage for
prescription drugs." However, growing
drug costs are increasing out-of-pocket
costs for beneficiaries, and the future of
supplementary coverage is uncertain.
Consequently, there have been calls for
federal policy solutions to assist
beneficiaries in affording and accessing
drug coverage.

This chapter begins by describing the
current pressures for new public policy to
expand coverage. It presents data on
current and projected beneficiary
spending on prescription drugs, sources of
drug coverage and trends in availability,
the importance of coverage to patient
compliance, and the potential for
prescription drugs to substitute for other
health care services and improve quality
of life. The second part of the chapter
identifies key design decisions for
policymakers to consider if they opt to
add prescription drug coverage to the
Medicare benefit package. These
decisions concern benefit design,
management and administration, and how
Medicare payment should be determined.
Lastly, the chapter identifies other policy
options that could provide either interim
solutions before an enhanced Medicare
benefit is enacted or alternatives to adding
a benefit. These options include
expanding coverage through state
insurance programs, reforming the
Medigap market, and tax credits.

Pressures for new public
policy to encourage
coverage

Are beneficiaries’ current spending
patterns and trends sustainable or
acceptable? Are the growing expenditures
for drugs the primary problem, or is the
problem one of inadequate sources of
insurance coverage? Are all beneficiaries
experiencing problems, or is a subset of
beneficiaries most in need? To answer
these questions, it is important to
understand prescription drug spending
growth and patterns, the availability and
adequacy of insurance coverage for drugs,
the relationship of coverage and
beneficiary access to drugs, and
substitutions between drugs and other
health care services. In addition, a review
of previous legislative experience with
adding a Medicare drug benefit may
provide some lessons for the future.

Prescription drug spending

Since the inception of the Medicare
program, prescription drugs have come to
play an increasingly important role in the
treatment of conditions for all people.
However, the strides in pharmaceutical
technology have had particularly
significant implications for the elderly.
Seniors are far more likely to suffer from
chronic conditions for which drug
treatments are an important part of care,
such as arthritis, diabetes, high blood
pressure, heart disease, Parkinson’s
disease, and depression. Seniors spend
more than three times as much on
prescription drugs than do those under 65;
seniors make up 13 percent of the U.S.
population, but account for more than
one-third of drug spending (HHS 2000).

Expenditures on prescription drugs for the
Medicare population have grown
dramatically. In 1968, seniors spent an
average of $64 on prescription drugs.

Prescription drug expenses not paid by
Medicare as percentage of income
for beneficiaries ages 65 and older

4.5

3.5

2.5

Percentage of income
N

Source: Esfimates by Watson Wyatt Worldwide.

1 Medicare covers the following outpatient drugs: immunosuppressive drugs following a covered organ transplant, oral anticancer drugs identical to drugs that would be
covered if not self-administered, erythropoietin for the treatment of anemia in persons on dialysis suffering from chronic renal failure, hemophilia clotting factors, and
vaccines for pneumococcal pneumonia, hepatitis B, and influenza.
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Previous legislative experience with a Medicare drug benefit

olicymakers previously
P approached the issue of adding

Medicare prescription drug
coverage: in 1988, with the Medicare
Catastrophic Coverage Act (MCCA) of
1988, and in 1994, with the Health
Security Act. Both efforts failed, but for
different reasons and under different
circumstances.

Medicare Catastrophic Coverage
Act of 1988

In 1988, Congress added a catastrophic
benefit to Medicare that would have
provided comprehensive coverage for
outpatient drug expenses greater than
$600 in 1991 with a 50 percent
coinsurance, and those greater than
$652 in 1992 with a 40 percent
coinsurance.” The coinsurance was to
be lowered to 20 percent in 1993. The
intent was to revise the deductible
annually, providing 16.8 percent of
beneficiaries with benefits each year.
The new coverage was to be entirely
financed by Medicare beneficiaries
through an increase in the Part B
premium and a supplementary
surcharge. The surcharge was to cost
higher-income beneficiaries—those
with incomes greater than about
$40,000—as much as $800 in 1989 and
$1,050 in 1993 (Congressional
Quarterly 1988, Coster 1990).

Opposition to the new benefit was
fueled by confusion about the specifics
of the financing (many lower-income
beneficiaries thought they had to pay
the full surcharge), as well as other
concerns. First, enrollment in the
program was mandatory, but many
beneficiaries would never receive any

benefits because their drug costs would
never exceed the cap. Second,
beneficiaries who already had drug
coverage, from either Medigap or an
employer-sponsored retiree plan, would
be required to pay twice for the same
benefit; these people also were the ones
most likely to pay the maximum
premium surcharge (although it is
likely that retiree insurance premiums
would either decline due to Medicare
coverage or be a wrap-around benefit).
Third, beneficiaries were required to
start paying the supplemental premium
in 1989, two years before the full
benefit began. The law was ultimately
repealed in 1989; few benefits had
taken effect by this time.

Health Security Act of 1994

The Health Security Act, which was
never enacted, proposed a new
Medicare prescription drug benefit that
would have included a $250 deductible,
20 percent coinsurance and an annual
limit of $1,000 on out-of-pocket
expenses. The deductible and out-of-
pocket limit were to be indexed to
ensure that the same proportion of
beneficiaries received the benefit each
year. It was estimated that 58 percent of
beneficiaries would use the proposed
drug benefit. The new coverage was to
be added to Medicare Part B;
approximately 75 percent of the benefit
would be financed through general
revenue and 25 percent through
beneficiary premiums.

Opposition to this benefit focused on its
complex cost-containment mechanisms
and potential for price controls that
some believed would stifle future

pharmaceutical research and
development.

For example, the Health Security Act
would have limited Medicare drug
spending by requiring manufacturers to
provide a rebate in order for their drugs
to be covered under the Medicare
program. (No rebates would be
required for generic drugs or for drugs
used by beneficiaries enrolled in
managed care.) The rebate was equal to
the greater of the difference between
average wholesale and retail prices or
17 percent of retail. An additional
rebate would have been required for
drugs with prices that increased faster
than the rate of inflation. Because new
drugs often initially have very high
prices, the Secretary was to have the
authority to negotiate special prices for
breakthrough drugs considered
overpriced and could exclude these new
drugs from coverage if a rebate
agreement could not be reached. The
Act also would have created an
Advisory Council on Breakthrough
Drugs, which would advise the
Secretary on the reasonableness of
launch prices of new drugs representing
significant advances over existing
therapies. Although the findings of the
council would not be binding, they
would influence the Secretary and the
drug payments of other entities with
purchasing power. Most of the
controversy over the Health Security
Act focused on its means of achieving
universal health insurance, but its
prescription drug provisions and other
cost-containment mechanisms
contributed to the failure of this bill to
become law. B

2 The MCCA specifically prohibited the establishment of a national drug formulary.
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Expenditures rose slower than general
inflation during 1968—1978, but have
accelerated since then. Drug expenditures
per beneficiary nearly doubled from
1988-1998, even after adjusting for
inflation. Expenditures per beneficiary
were $848 in 1998. As a percent of
income, beneficiary spending on drugs
has increased from 2.4 percent to 4.1
percent from 1968-1998° (Figure 1-1).

Several factors have driven this increase
in spending. Inflation for prescription
drugs has averaged about 3.5 percent over
the past five years. Although significant,
this is only a small part of the overall
growth.* The primary drivers have been
the introduction of new products and the
growth in prescription drug use. One
study found that 36 percent of all drug
spending in 1998 was on products
introduced in the previous six years
(Express Scripts 1999).

The introduction of new drugs to the
marketplace is the result of substantial
research and development (R&D) and a
streamlined Food and Drug
Administration (FDA) approval process.
There has been a 14 percent annual rate of
increase in R&D spending for
pharmaceuticals over the past 19 years,
with U.S. research-based companies
spending $24 billion in 1999—equal to
about 24 percent of U.S. outpatient
spending for prescription drugs that year
(HCFA 2000). Part of this increase is due
to technological advances that have
greatly increased testing capacity. Today,
some 7,500 products are now under
development—a 50 percent increase over
five years ago. There are indications that
more significant breakthroughs will occur
in the future. Although the Human
Genome Project has not yet influenced the
products in the FDA pipeline, there is
every indication that the mapping of the
human genome will allow pharmaceutical
scientists to develop more sophisticated
drugs that will target not only individual
diseases, but also individual patient
variations (Maesner 2000).

The significant investment in R&D has
been accompanied by an expedited FDA
review process for new drugs. In 1992, the
FDA implemented a program of user fees
for companies that sponsor new drug
applications, and by 1997 the new fees
had allowed the agency to add 300
reviewers. Under the Food and Drug
Administration Modernization Act of
1997, the FDA was also charged with
expediting the review of priority drugs
that offer patients significant therapeutic
gains (PhRMA 1999). The result of
expedited review has been dramatic; the
average FDA approval time for new drugs
has decreased from 23 months in 1993 to
12 months in 1998. As a result, the
number of new drugs approved each year

by the FDA has increased from 21.7 in the
1980s to 37.5 between 1995 and 1998
(Figure 1-2). Assuming that the addition
of new FDA resources was responsible for
breaking the approval bottleneck, the
approval rate should now stabilize unless
further resources are added.

Increased use has been spurred in part by
the higher therapeutic value of many
newer drugs. For example, peptic ulcers
were frequently treated with surgery, but
today, they are usually treated with drug
therapy. Other examples of chronic
conditions that can now be treated with
improved drug therapies include migraine
headaches, arthritis, depression, and
allergies.

Definitions of insurance terms

Adverse selection—Any situation
which results in a health plan, or group
of health plans, having higher expected
health costs as a result of risk selection
(see risk selection).

Coinsurance—A type of cost sharing
in which beneficiaries pay a fixed
percentage of the cost or charge for a
covered service.

Copayment—A type of cost sharing in
which beneficiaries pay a fixed dollar
amount for a covered service.

Cost sharing—Payments that health
insurance enrollees make for covered
services. Examples of cost sharing
include coinsurance, copayments,
deductibles, and premiums.

Deductible—A type of cost sharing in
which beneficiaries must pay a
specified amount for covered medical
services before their insurer assumes
liability for all or part of the cost of
subsequent covered services.

Formulary—A list of drugs
maintained by a provider or an insurer,
containing drugs deemed appropriate
for the treatment of designated
conditions for both therapeutic and cost
reasons.

Medical underwriting—The process of
using information about a beneficiary’s
health status or prior use of medical
services to determine the price of a
health insurance policy or whether to sell
a policy to a beneficiary.

Risk selection—Any situation in
which health plans differ from one
another in the health risks associated
with their enrollees because of
enrollment choices made by the plans
or the enrollees. Health plans’
expected costs vary because of
underlying differences in health of and
use of services by their enrolled
populations. H

3 This calculation of spending as a percent of income was calculated with Watson Wyatt Worldwide's PreView Medical Benefits Modeling System.

4 The higher prices for new products are not reflected in the Consumer Price Index for prescription drugs, because the Consumer Price Index is based on the price of a

fixed market basket of drug products.
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Average annual number of new molecular entity
approvals by the Food and Drug
Administration: 1960-1998

increases in both the dissemination of
valuable information and unnecessary
office visits.

Finally, substantial changes in the scope
of third-party coverage for prescription
drugs have reduced financial barriers for

— many people, allowing greater use.
35 Research by the RAND Corporation in the
1970s found that people were very
30 256 sensitive to price changes for prescription
25 drugs (Liebowitz et al. 1985). For the
g 21.7 entire U.S. population, 87 percent of
g 20 73 outpatient prescription drug expenditures
z 137 was paid out of pocket in 1968, falling to
15 28 percent in 1998. The percentage of
0 prescription drug expenses paid out of
pocket is considerably higher for the
5 Medicare population, averaging 50
percent in 1996 (Davis et al. 1999). This
oh T T T decline in patient liability for prescription
1960s 1970s 1980s 1990-94 1995-98 drug costs has been one of several factors
.................................................................................................................... that have contributed to a 200 percent
Source: Lumpkin 1997, lumpkin 1998, Lumpkin 1999. increase in total real drug spending per
.................................................................................................................... person in the same period (Figure 1-3).
Another factor influencing use is the
increased investment in marketing by
pharmaceutical manufacturers. In 1997, @ Percent paid out of pocket for prescription
the FDA loosened the advertising rules for drugs and U.S. per capita prescription
prescription drugs. Manufacturers are now spending in 1998 dollars, 1968-1998
allowed to mention a product’s name and
the condition it could treat without 100 350 ®
disclosing all of the product’s risks. 00 | 5
Previously, full disclosure was required L 300 B,
and advertisements could not fit all the 80 - _E
required information into the short-time E 70 - L 250 §
formats of television and radio ° S
commercials. In 1998, pharmaceutical - 60 - 2
1 o - 200 o
manufacturers spent $8.3 billion 5 3
promoting their products in the United _g 07 / "',:
States. Of that amount, $1.3 billion was T 40 / 150 3
spent on direct-to-consumer advertising, = a
55 percent more than in 1997 (Barents g 307 - 100 5
Group LLC 1999). However, it is unclear & | 3
whether this advertising investment L 50 ©®
reinforces sound prescribing choices by 10 7 z
alerting physicians and patients to the o . o 3
introduction of drugs offering real 1068 1078 1088 1008

therapeutic value or whether it has
encouraged inappropriate prescribing
practices. Many physicians claim that the
advertising has encouraged patients to
make unnecessary appointments and
request inappropriate prescriptions. It is
likely that increased advertising has led to

[ percent paid out of pocket

—e— per capita prescription spending

Source:  Watson Wyatt calculations based on National Health Accounts, HCFA and population

estimates from HCFA.
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Medigap insurance analysis: data and methods

ome studies based on beneficiary
S surveys, including the one by

Poisal and Chulis (2000)
presented in this chapter, have found 30
percent to 40 percent of Medigap
purchasers have coverage for
prescription drugs. MedPAC obtained
insurance company filings to state
insurance commissioners for an
analysis of drug coverage. These data
were from 1998 and had been compiled
by the National Association of
Insurance Commissioners (NAIC).
MedPAC found that of all standard
Medigap policies sold in 1998, only 7.4
percent included prescription drug
coverage.

However, standardized policies make
up only about 60 percent of the total
Medigap market; another 35 percent are
pre-standardized plans, and 5 percent
are from the waiver states of
Massachusetts, Minnesota, and
Wisconsin. MedPAC communications
with the waiver states suggest that up to
a third of policies in those states are
purchased with drug coverage. Calls to
insurers that sell a substantial number
of pre-standardized policies suggest
that up to a fourth of those policies may
include coverage for prescription drugs.

Analysis of the NAIC data suggests that
not more than 15 percent of people with
Medigap policies have any prescription
drug coverage from those policies. This
finding suggests that only 4 percent of
Medicare beneficiaries in 1998 had

prescription drug coverage through
Medigap plans. It is unclear if this
difference from other studies is a result
of changes in the last few years or of
methodological issues.

Data

In compliance with federal and state
statutes, insurers annually file Medicare
Supplement Experience Exhibits with
state insurance commissioners. NAIC
then collects this information from the
states. The filings help determine
whether insurers are meeting their loss-
ratio requirements stipulated by law.
However, these data also include
information about covered lives, earned
premiums, and certain plan
characteristics. Data on the Medigap
insurance market presented in this
chapter stem from an analysis of the
NAIC dataset containing filings
reported as of December 31, 1998.

These data represent the best
information on Medigap insurance
currently available. They cover all
polices in force during 1998, including
pre-standardized policies, standardized
policies, and policies for individuals
living in the waiver states. The data are
reported by insurers and required by
law. Accuracy should, therefore, be
fairly high. In addition, the data are not
subject to recall bias, as consumer
surveys might be.

Neverthless, several caveats apply.
First, approximately 5 percent of the
policies in the original dataset were

missing information identifying the
type of Medigap plan (pre-
standardized, waiver state, or one of 10
standardized plan types). During the
data cleaning process, we verified as
many plan types as possible with
insurers. In the final dataset, less than 1
percent of covered lives (57,000) were
in plans still missing the Medigap plan

type.

Second, the raw dataset included about
10.7 million covered lives. To increase
the reliability of the results, we chose to
limit our analysis to plans that included
at least 50 covered lives. About 1.7
percent of covered lives (180,000) were
lost when this criterion was applied.
This approach is likely to result in a
slight underestimate of pre-
standardized policies, as the covered
lives excluded from the analysis were
more likely than those retained to be in
pre-standardized policies.

Third, a number of policies in the
dataset are identified as waiver state
policies, although the state in which the
policy is in force is not one of the
waiver states. Some of these
discrepancies may represent
movements of beneficiaries from the
waiver states to other states. During the
data cleaning process, we reclassified
some of these policies as pre-
standardized because they had a date of
issuance that preceded the
standardization regulations.
Nevertheless, the covered lives in
waiver states may be overestimated. l

To appreciate beneficiaries’ financial risks
for prescription drug expenses, it is
important to look not only at the average
drug expenditures of Medicare
beneficiaries, but also at the distribution of
the expenses. About 86 percent of
Medicare beneficiaries have some drug
expenditures, paid either out of pocket or
through insurance coverage; average

beneficiary expenditures were close to
$1,000 in 1999. Because data are based on
the Medicare Current Beneficiary Survey,
which may somewhat under-report these
numbers, the actual expenses may be even
higher. About 32 percent of beneficiaries
have expenses of more than $1,000, and 6
percent more than $3,000. Only about 14
percent of beneficiaries report no

prescription drug spending (Gluck 1999)
(Table 1-1).

Insurance coverage for
prescription drugs

In 1996, about 70 percent of beneficiaries
had supplementary prescription drug
coverage, leaving 11.6 million without

Medicare beneficiaries and prescription drug coverage
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Distribution of

Medicare enrollees

by total prescription drug
expenditures, 1999

No drug expenditures 14%
$1-$500 36
$500-$999 19
$1,000-$1,499 12
$1,500-$2,999 14
$3,000 or more 6

Note:  Tofal does not add to 100% due to rounding.
Source: Gluck 1999.

coverage (Poisal and Chulis 2000).
Thirty-one percent of beneficiaries had
coverage through employer-sponsored
health benefit plans, 11 percent had
Medigap drug coverage, and 8 percent had
coverage through Medicare+ Choice
plans. Medicaid covered about 11 percent
of all those with coverage, while other
public programs such as state drug
assistance programs and the Department
of Veterans Affairs covered about 2
percent of all beneficiaries. About 7
percent of beneficiaries switched coverage
sources during the year, making the
source classification unclear (Figure 1-4).
Although these data represent the most
recent comprehensive examination of
prescription drug coverage for Medicare
beneficiaries, MedPAC has examined the
Medigap market and found differences
between the comprehensive data reported
here and specific Medigap data (see text
box, page 8).

The prevalence of coverage varies by
certain characteristics, such as age,
income, and health status. Data sources
are not entirely consistent on this point.
However, an analysis by HCFA suggests
that wealthier beneficiaries are more
likely to have coverage, while those just
above Medicaid eligibility are least likely.
Older beneficiaries are less likely to have
coverage than those younger than 85. This
study also found that those with and

without insurance tend to have about the
same self-reported health status.

In assessing the need for a policy change,
policymakers should consider existing
sources of coverage, including the cost
and scope of that coverage, and the
adequacy of coverage in meeting
beneficiary needs (Table 1-2). They
should also examine indications of the
future availability of coverage and how
that availability might be affected by a
new government-sponsored program.

Employer-sponsored coverage

Employer-sponsored coverage is typically
the most comprehensive supplemental
drug coverage available for Medicare
beneficiaries. The great majority of
employer-sponsored medical plans for
Medicare-eligible retirees include

prescription drug benefits with low
beneficiary cost sharing and no annual
limits on the amount the plan will pay for
prescription drug benefits.

Generally, the provisions of retiree
medical plans closely parallel those of
active employee plans. Based on active
employee plans, most beneficiaries are
not subject to a deductible and
coinsurance for drugs, but they are
typically subject to copayments in the
$5-$15 range.’ Beneficiaries pay an
annual premium for their overall health
insurance coverage (which includes
prescription drugs) that averages
$500-$600. Employer plans often include
a $1 million lifetime cap, applicable to
both medical and prescription drug costs,
but this cap seldom comes into play
because Medicare is the primary payer for
costly medical services.

No drug coverage
31%

Other
2%

Switched during year
7%

Medigap
1%

Source: Poisal and Chulis 2000.

Coverage among noninstitutionalized Medicare

beneficiaries by supplemental
insurance status, 1996

Risk HMO
8%

Employer-sponsored
coverage

31%

Medicaid

11%

HMO (health maintenance organization). Tofal does not add to 100% due to rounding.

5 The escalating costs of prescription drugs have induced employers to raise copayment levels substantially and move to implement newer plan designs, such as the three-

tiered copayment structure.
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TABLE
1-2

Typical benefit and cost sharing by source of coverage

Prescription drug benefits

Premiums paid by
enrollee for entire

Source of coverage insurance package Deductible Coinsurance/copay Benefit maximum
M+C HMO $180 None $5 generic Usually $500-$1500
$15 brand per year, offen unlimited
Medigap plans H, | and | $2,000-$4,500 $250 or $500 50% $1,250 or $3,000
(varies by areal
Employer $500-$600 None $5 generic $1,000,000* lifetime
$10 brand
$20 offformulary brand
Medicaid None None less than $5 Some states limit fills

per month

Note:  M+C [Medicare+Choice), HMO (health maintenance organization).
* Applies to both medical and prescription drug cosfs.

Source: Watson Wyatt Worldwide survey of employer plans, HCFA's Medicare+Choice database, and beneficiary publications.

Retiree supplement plans were originally
viewed by sponsoring employers as a
low-cost benefit that filled some gaps of
the Medicare program. Escalating costs
have now made this benefit a substantial
liability for many employers, and
outpatient prescription drugs typically
represent 50 percent or more of this
liability.

Because of financial community concerns
that employers had promised employees
and retirees substantial future medical
benefits that were not funded, in 1991 the
Financial Accounting Standards Board®
(FASB) required companies to begin
reporting accrued post-retirement benefit
obligations on their financial statements.
This requirement has caused many
employers to reassess their retiree medical
commitments. Although the pay-as-you-
go costs previously reported on their
financial statements were substantial,
reporting accrued obligations had a major
negative effect on financial statements.

Over the past 10 years, many employers
have been limiting future retiree medical

commitments. One of the most common
approaches has been to cap the level of
future premium contributions. Today, 40
percent of large employers have instituted
caps on future contributions (Health
Policy Alternatives 1999), and some
employers have already hit these caps. For
example, under this approach an employer
may cap its annual premium contribution
at $2,000 for a benefit that currently costs
$1,600 ($800 for drugs and $800 for
medical expenses). If prescription drug
spending grows 15 percent and medical
spending grows 5.5 percent annually, in
10 years the benefit would be about
$4,500, meaning that retirees would be
paying about $2,500 in premiums on top
of the $2,000 employer contribution.

The potentially large increases in the
retiree portion of the premium are creating
a sense of urgency to restrain plan
spending. To control costs, employers
have sought the help of pharmacy benefit
managers (PBMs) to encourage generic
substitution, negotiate discounts from
pharmacies, promote the use of formulary

drugs, and obtain manufacturer rebates.
Employers are also experimenting with
higher copayments and three-tier
copayments that discourage the use of
higher-cost brand drugs.

Finally, a substantial but unknown
number of employers have dropped their
retiree medical benefits for future
Medicare-eligible retirees. Many took this
action when the 1991 FASB requirement
was implemented, but employers continue
to drop coverage today. Recent analysis of
the Current Population Survey indicates a
decline in employer-sponsored coverage
for seniors up to age 79. Prevalence of
coverage in the youngest group of seniors
fell about 3 percentage points from the
1994 level of 43 percent. Coverage for the
other senior groups under age 80 fell by
about 1 percentage point (Table 1-3).

While the prevalence of coverage in
seniors ages 65-80 fell, the prevalence of
coverage for those older than 80 actually
rose. However, all members of these age
cohorts had reached age 65 when the
FASB standard was implemented in 1991,

6 The Financial Accounting Standards Board is recognized by the Securities and Exchange Commission as the designated organization in the private sector for
establishing standards of financial accounting and reporting.
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TABLE
1-3

Percentage of

Medicare
beneficiaries with employer-
sponsored coverage, by age,

The Omnibus Budget Reconciliation Act
of 1990 (OBRA-90) led to the
standardization of the Medigap insurance
market. All Medigap policies sold since
July 1992 must conform to one of 10

1994 and 1998 standard policies, labeled A through J.

Each plan provides a specific set of

Age group 1994 1998_ benefits. Only three (H, I, and J) cover
prescription drugs, and coverage is

Total 35% 34% " limited: H and I are subject to a $250

65-69 43 40 annual deductible, 50 percent coinsurance,

70-74 37 36 and a maximum annual benefit of $1,250.

75779 33 32 Plan J has the same deductible and

80-84 24 28 coinsurance structure, but a higher

85 and older 20 21 maximum benefit of $3,000.” When the
plans were standardized, beneficiaries

Note:  Caleulations based on Current Population

Surveys for March 1995 and March 1999.

Source: Adapted from Copeland 2000.

were allowed to maintain their existing
policies. These pre-standardized plans
make up a large portion of the policies

and it is less likely that employers would
have been able to drop coverage for those

already eligible.

Medigap
Of the various forms of supplemental
insurance, Medigap provides the least

comprehensive coverage of prescription

drugs. Most Medigap policies do not

cover prescription drugs; those that do
generally have high premiums and require

significant out-of-pocket spending. In
addition, Medicare beneficiaries with
Medigap insurance, rather than other

held today.

Three states (Massachusetts, Minnesota,
and Wisconsin) had Medigap
standardization policies that superseded
the OBRA-90 legislation. In Minnesota
and Wisconsin, coverage for outpatient
pharmaceuticals is offered as an optional
rider to a core plan. In Massachusetts, one
of three plan options includes prescription
drugs. Wisconsin is unique in that the core
benefit package includes coverage for
catastrophic outpatient pharmaceutical
costs (20 percent coinsurance after a
deductible of up to $6,250). Table 1-4
provides a summary of outpatient
pharmaceutical benefits in Medigap plans.

types of supplemental coverage, usually

pay the entire premium out of pocket.

Premiums Premiums for Medigap
insurance are high and increasing.
Insurance experts estimate that the
average premium in 1998-1999 was
$1,500, with annual rate increases of 8—10
percent in 1999-2000 (Weller 1999).
Total increases of 35 percent, on average,
were experienced from 1994—-1998
(Consumer Reports 1998). Premiums for
Medigap policies that cover
pharmaceuticals are considerably higher
than those for plans without drug
coverage.

Given the design of the Medigap drug
coverage and the large differences in
premiums for Medigap plans with drug
coverage, some consumer advocates
recommend that seniors with low drug
costs not purchase these products
(Morrow 1996). For example, a
beneficiary with average annual drug
costs of $750 will pay $500 out of pocket
under plan H, T, or J ($250 deductible plus
50 percent coinsurance on the remainder)
while the plan pays $250. On the other
hand, individuals who decide not to
purchase a policy with drug coverage
when they are younger may not be able to
do so at a later date.

Beneficiaries with Medigap
prescription drug coverage According
to 1998 insurance company filings with
the National Association of Insurance
Commissioners (NAIC), fewer than
500,000 beneficiaries hold plans H, I, or J.
The NAIC data do not allow measurement

TABLE
1-4 Structure of outpatient pharmaceutical benefits under Medigap plans
Characteristics

Plan type Deductible Coinsurance Benefit limit Catastrophic coverage
Standardized plans H and | $250 50% $1,250 No
Standardized plan | 250 50 3,000 No
Massachusetts supplement 2 35/quarter O generic, 80 brand-name None No
Minnesota prescription drugs rider None =50 None No
Wisconsin prescription drugs rider 250 50 3,000 Yes (in core benefit plan)

Source: MedPAC summary of public information.

7 The 1997 Balanced Budget Act (BBA) authorized high-deductible options for plans F and J, but few, if any, high-deductible plans have been marketed to date.
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of the number of people with pre-
standardized plans or the number of
people in waiver-state plans that have
prescription drug coverage. However,
calls to insurers and state insurance
commissioners lead MedPAC to believe
that fewer than 2 million beneficiaries
have drug coverage from Medigap plans
(see text box; p. 8). Premiums vary widely
within and across markets. One study
found that quotes for a 65-year-old male
in Billings, Montana to purchase plan J
ranged from $1,500 to almost $3,500
(Weiss Ratings 1999). That study also
showed that the same company selling
Plan H in four sample markets had
premiums that differed as much as 36
percent among those markets.

Beneficiary Access to Medigap plans
H, 1, and, J Federal law mandates certain
periods during which beneficiaries can
enroll in any Medigap plan offered in their
state, regardless of health status. These
periods include the first six months when
beneficiaries are both 65 or older and
enrolled in Part B, and in certain cases
when beneficiaries return to fee-for-
service Medicare after enrolling in a
Medicare+ Choice plan. Otherwise,
insurers can deny policies or charge more
based on health status.®

States determine which standardized plans
may be offered to consumers; federal law
requires only that the basic package (plan
A) be offered. Given the potential for
adverse selection into plans H, I, and J,
many carriers do not offer them. For
example, in New York, 14 carriers are
offering Plan A in 2000, while only 1
insurer is offering Plan J (Medicare Rights
Center 2000). Among those carriers that
offer plans with drug coverage, many use

medical underwriting (surveying a
beneficiary’s health status to determine
whether to sell a policy to the beneficiary)
outside the open enrollment period.
Although virtually all carriers use medical
underwriting for plans with drug
coverage, some do not underwrite for non-
drug plans.

Medicare+Choice

Medicare+Choice (M+C) plans make
decisions about their participation in the
Medicare program and the structure of
their benefit packages on an annual basis.
Until 1998, an increasing number of
beneficiaries were able to access drug
coverage through M+C plans. Since then,
payment changes and market dynamics
have led many M+C plans to scale back
benefits or withdraw from the program,
raising questions about the future
availability and generosity of drug
coverage through M+C plans.

Although the percentage of beneficiaries
with drug coverage available through
M+C plans has declined between 1999
and 2000, most beneficiaries still have
access to M+C plans with some
prescription drug coverage. In 1999, 65
percent of beneficiaries had access to a
plan with drug coverage; in 2000, 64
percent had access. About 54 percent of
beneficiaries had access to a zero-
premium plan with drug coverage in
1999; 45 percent did in 2000.°

Medicare+ Choice plans are more
available in urban areas—which also tend
to be higher payment areas—than in rural
areas. In 2000, 79 percent of urban
beneficiaries and 16 percent of rural
beneficiaries have a plan with drug
coverage available. Further, 57 percent of

urban beneficiaries and 6 percent of rural
beneficiaries have a zero-premium plan
with drug coverage available.

Although the design of the M+C
prescription drug benefit varies, there are
some common characteristics. In 2000,
about 60 percent of Medicare
beneficiaries have access to a M+C plan
that includes drug coverage with an
annual cap of at least $500, generic
copayments of no more than $15, and
brand copayments of no more than $20.
Of these beneficiaries, 60 percent would
have to pay no premium to join the plan
and 75 percent would have to pay no more
than $35 per month.

Medicaid

Medicaid programs are administered by
the states, and the federal government
provides matching funds for qualified
expenditures. Coverage of outpatient
prescription drugs is optional under
Medicaid, but all states have chosen to
provide this benefit. Medicaid coverage is
comprehensive, with nominal
copayments. There is no benefit cap,
although some states impose a limit on the
number of prescriptions filled each month.

States choosing to cover outpatient
prescription drugs under Medicaid must
cover, for their medically accepted
indications, all FDA-approved
prescription drugs made by manufacturers
who have entered into drug rebate
agreements with the Secretary of Health
and Human Services. There are some
exceptions, including vitamins, and drugs
for anorexia, weight gain, fertility, hair
growth, cosmetic effects, cough and cold
relief, and smoking cessation.

8 Before the BBA, beneficiaries had no guaranteed access to Medigap policies after the open enrollment period. The BBA extended guaranteed issue rights to certain
individuals leaving Medicare managed care plans, losing employer-sponsored coverage, or switching between Medigap plans. However, most of these guaranteed
issue rights were limited to plans A, B, C, and F, which do not cover prescription drugs. There are two situations in which these beneficiaries may purchase drug plans:

1. Enrollees who enrolled with a Medicare+Choice plan when they first became eligible for the Medicare program at age 65 and who choose fo return to FFS
Medicare within the first 12 months of their initial enrollment in a Medicare+Choice plan may purchase any Medigap plan, including one that covers prescription

drugs.

2. Beneficiaries who terminated a Medigap policy to enroll in a Medicare+Choice plan or other Medicare managed care plan for the first time, and subsequently
disenroll within the first 12 months, may return to their previous Medigap policy (including H, I, and J) if it is still offered. Beneficiaries who terminated a pre-
standardized plan may not return to that plan, as insurers are not allowed to sell them.

9 There is some evidence that the percentage of M+C enrollees with drug coverage is declining. A research team led by Dana Gelb Safran at the New England
Medical Center found that the percentage of M+C enrollees whose M+C plan included drug coverage dropped by about 12 percentage points between 1998 and
1999 (Wall Street Journal 2000). MedPAC staff analysis suggests that there may have also been a drop between 1999 and 2000.

12 Medicare beneficiaries and prescription drug coverage
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Most states use one or more tools to
manage the benefit:

«  Thirty-three states impose some form
of prescription drug cost sharing
(typically $0.50 to $3 per
prescription).

*  Forty-two states have some form of
prior authorization process.

+  Forty-six states place some limits on
prescriptions, including a 30- to 34-
day limit per prescription, a 100-unit
dose limit per prescription, and a
limit on the number of refills over a
given time.

The Medicaid drug benefit is only
available to individuals eligible for full
Medicaid benefits. People in special
groups—such as Qualified Medicare
Beneficiaries, Specified Low Income
Medicare Beneficiaries, and Qualifying
Individuals, which have eligibility criteria
that can include people with incomes up
to 175 percent of poverty level—are not
covered. Eleven percent of Medicare
beneficiaries receive Medicaid drug
coverage.

State drug assistance programs

Sixteen states operate pharmacy
assistance programs. Several other states
enacted programs in 1999 that are not yet
operational, and several more states are
actively exploring legislation to establish
programs. For the most part, these
programs are targeted at people 65 and
older, and to a lesser extent, the disabled.
Some programs cast broader coverage
nets and make persons eligible based
solely on level of income, rather than on
age or disability status.

Collectively, these programs provide
assistance to approximately 800,000
people. Three states (New Jersey, New
York, and Pennsylvania) account for more
than two-thirds of all state drug assistance

program enrollees, and most states with
operating programs are in the Mid-
Atlantic and New England.

Most programs offer comprehensive
prescription drug coverage, but some limit
coverage through criteria such as disease-
specific requirements, income limits, and
formulary restrictions. All programs
institute some form of cost sharing—
typically a copayment of a few dollars per
prescription, although in some programs
the copayment can be substantially
higher—and a few require deductibles.
Funding sources are varied and include
general revenues, state lottery proceeds,
casino revenues, and tobacco settlement
funds.

Department of Veterans Affairs

In fiscal year 1999, the Department of
Veterans Affairs (VA) spent more than
$1.8 billion (11 percent of its health care
budget) to provide prescription drugs to
approximately 3.65 million veterans, of
which approximately 1 million are
Medicare beneficiaries. Under this
pharmaceutical benefit, veterans pay
nothing for prescription drugs if they are
being treated for service-connected
conditions or have service-connected
disabilities rated at 50 percent or greater.
Veterans with service-connected disability
ratings of less than 50 percent, those
treated for non-service-connected
conditions, and those who do not qualify
as low income have $2 copayments for
each 30-day drug supply. Covered drugs
are distributed through a VA system of
medical facilities and a mail service
program for outpatient drugs.

The VA manages this drug benefit
through a national formulary system
administered by its Pharmacy Benefits
Management Strategic Healthcare Group.
This group can add and delete FDA-
approved drugs from the formulary on the
basis of its interpretation of cost, safety,

and efficacy data. It also determines
which drugs are therapeutically
interchangeable and develops clinical
guidelines to protect veterans from the
inappropriate use of certain drugs. Final
decisions are made by a Medical Advisory
Panel, a group of 12 physicians
responsible for managing the
pharmaceutical benefit. From 1997
through 1999, this panel added 26 drugs
and deleted 6 from the national formulary.
Generic drugs are used whenever
possible.

Prescription drugs not on the national
formulary may be available to veterans if
listed on the formularies of their local
medical centers or Veterans Integrated
Service Network (VISN), a regional
organization responsible for basic
decision-making and budgetary duties of
the VA program.'® These formularies
include all drugs listed on the VA national
formulary as well as drugs a VISN or
medical center designates as necessary to
address the special needs of the population
it treats. As a result, local formularies
provide some flexibility in the VA system
by allowing physicians access to
additional drugs.'" Physicians may also
prescribe drugs not listed on the national,
VISN or medical center formularies if
granted a nonformulary drug waiver.'?
New drugs may be added to VISN and
medical center formularies immediately
upon FDA approval. In contrast, such
drugs may not be added to the national
formulary until they have been on the U.S.
market for at least one year, unless the
FDA designates the product as a unique
therapeutic entity. The VA believes this
delay helps protect veterans from potential
side effects not identified during the FDA
drug review and approval process. They
note that clinical trials are conducted with
relatively small numbers of people and in
environments that may not accurately
reflect the drug usage and side-effect rates
found in the VA population. This

10 There are 22 VISNSs, all of which have individual formularies. Only some medical centers have formularies.

11 Officials in charge of VISN and medical center formularies may not delete drugs listed on the national formulary or add drugs to classes for which there are national
committed-use contracts, agreements which require the VA to primarily use specific products in a therapeutic category in exchange for reduced prices.

12 In a report to the Congress in February 1999, the VA stated that VISNs received an average of 109 requests to use nonformulary drugs each month in 1998. Eighty-
eight percent of these requests were approved. Nationally, nonformulary drugs account for approximately 3 percent of all VA prescriptions (GAO 1999).
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treatment of new drugs creates
discrepancies across VA’s health care
system, allowing veterans treated in some
facilities to benefit from new drugs before
veterans treated at others. It can also be
argued that veterans receiving new drugs
sooner may be exposed to side effects that
could be identified within the first year of
general use.'?

Coverage and beneficiary
access to prescription drugs

The type, or lack, of supplemental drug
coverage appears to have a large effect on
beneficiaries’ prescription drug spending.
Figure 1-5 shows average prescription
drug spending by beneficiaries with
different types of supplemental coverage,
including whether that coverage includes
a prescription drug benefit. Beneficiaries
with employer-sponsored insurance or

Medicaid have the highest total drug
expenditures. These coverage sources tend
to offer the most comprehensive benefits.
Whether beneficiaries have any coverage
at all seems to be more related to total
expenditures than is the type of coverage:
Those beneficiaries without supplemental
drug coverage spent considerably less
than those with coverage did in 1995.

The difference in drug expenditures
between beneficiaries with and without
drug coverage is also illustrated by a study
of 1996 data that found beneficiaries with
coverage purchased an average of $769 of
prescription drugs and filled 21.1
prescriptions annually, compared with
$463 and 16.0 prescriptions for those
without coverage (Poisal and Chulis
2000).'* However, beneficiaries who seek
coverage are more likely to have

significant drug costs. Also, the presence
of coverage may induce beneficiaries to
seek more prescriptions for drugs to help
their conditions because they do not bear
the full costs.

As a result of the costs borne by
insurance, beneficiaries with drug
coverage tend to spend considerably less
out of pocket than do those without
coverage. In 1996, those with coverage
spent an average of $253 out of pocket,
compared with $463 spent by those
without drug coverage. On a per-
prescription basis, covered beneficiaries
paid $12 and non-covered enrollees paid
$29 (Poisal and Chulis 2000).

Two studies illustrate the direct
relationship between coverage and drug
use. When the New Hampshire Medicaid
program limited coverage to three
prescriptions per month, chronically ill
elderly and disabled enrollees
significantly reduced the use of such
medications as insulin, lithium,
cardiovascular agents, and
bronchodilators (Soumerai 1999). A more
recent study found that those with drug
coverage were more likely to purchase
needed hypertensive medications
(Blustein 2000).

Even nominal cost sharing appears to
significantly reduce treatment compliance
for low-income groups. One study of
elderly and disabled Medicaid participants
found that beneficiaries with even
nominal copayments ($3 or less per fill)
had significantly lower levels of drug
utilization, compared with similar
beneficiaries with no copayments (Stuart
and Zacker 1999).

Substitution between drugs and
other health care services

The lack of prescription drug coverage
can lead to reduced compliance with drug
treatment regimens, which may in turn
lead to a greater need for other medical

13 The Institute of Medicine is currently evaluating the restrictiveness of the VA's formulary system, its impact on cost and quality, and how it compares with other
formularies in the private and public sector. The report is to be released in June 2000.

14 The “number of prescriptions” figure per person should be used with caution and may be misleading because the total amount of the drug per prescription varies,
particularly by whether it was received from a pharmacy or through mail order.
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care covered by Medicare. This
relationship is of particular budgetary
concern because an increased need for
other health care services will increase
costs. One study found that 11 percent of
Medicare hospital admissions were the
result of non-compliance with drug
regimens, with a lack of insurance
coverage cited as one of the contributing
factors (Col et al. 1990).

The ability of drug treatments to substitute
for other types of health care services and
the potential of expanded drug coverage
to produce overall health care savings has
drawn interest from policymakers.
However, empirical evidence has not
shown a consistent quantitative expression
of this relationship. In some situations,
new drugs have been found to reduce an
individual’s total health care costs—for
example, anti-hypertensive drugs prevent
strokes and the need for attendant health
care services. In other cases, the new
drugs have increased costs as people
begin to treat conditions that previously
went untreated (or were treated by less
expensive and sometimes less effective
drugs), such as arthritis. Lastly, because
drugs may extend lifespans, overall health
care spending may increase. To the extent
that the increase in costs resulted in
improved treatment outcomes and quality
of life, many would argue that a drug’s
therapeutic value was worth the additional
cost. The relative cost savings or cost
effectiveness of expanding Medicare
coverage is further complicated because
as beneficiaries take more drugs, the
chances of adverse drug reactions
increase. These reactions can lead to
costly hospital stays and other medical
services.

Existing research studies on cost
effectiveness and savings also make it
difficult to generalize about the
relationship between improved coverage
and total health care costs, but it is safe to
say that adding a prescription drug benefit
to Medicare would increase total
Medicare spending. Congressional Budget
Office (CBO) analysts have expressed
their reluctance to attribute savings based

on studies of the Medicaid population
(Christensen and Wagner 2000). Another
group of analysts notes that evaluating
cost effectiveness depends on what the
analysis deems the relevant comparative
treatment (or baseline treatment), and
there may not always be consensus on the
appropriate comparison (Neumann et al.
2000). Both teams concluded that a
Medicare drug benefit would increase
Medicare’s overall costs.

Adding prescription drugs
as an integrated Medicare
benefit

Improving prescription drug coverage for
the elderly and disabled could be
addressed by adding a drug benefit to fee-
for-service Medicare and requiring all
M+C plans to provide the benefit.
Advocates of this approach note that
prescription drugs have become an
essential component of the acute-care
arsenal to combat disease and improve
quality of life, and as such are an
appropriate addition to the Medicare
benefit package.

In considering the specifics of a Medicare
prescription drug benefit, policymakers
need to weigh various possible objectives,
including targeting beneficiaries most in
need of assistance versus helping all
beneficiaries without adequate coverage,
maximizing efficiency, safeguarding
investments in research and development,
minimizing government regulation, and
achieving fundamental program reform,
among others. This chapter does not
evaluate the possible objectives that
motivate policy choices, nor does it
address questions about who should
finance the benefit or how to avoid
displacement of current resources. Instead,
it identifies key design questions that
define the terms and scope of coverage
and the ability to control costs for
beneficiaries and the Medicare program.

Policy decisions for an integrated
Medicare benefit policy include:

*  whether the drug benefit would be
voluntary or mandatory for
beneficiaries,

»  whether to provide federal subsidies,

*  how the benefit will be designed or
specified,

*  how the benefit would be managed,

*  which drugs will be covered and how
appeals would be handled,

»  which entity or entities should
administer the benefit, and

*  how Medicare payment would be
determined.

Voluntary or mandatory
benefit

Under a voluntary benefit, beneficiaries
could decide whether they wanted to
enroll in the prescription drug portion of
the expanded Medicare benefit. A
voluntary benefit avoids requiring
beneficiaries to receive and (depending
upon the premium structure) pay for a
benefit they do not want or already
receive from another source. However, a
voluntary benefit invites concern about
adverse selection, a situation in which
only those beneficiaries who believe they
will experience high costs tend to opt for
the coverage. This phenomenon would
raise the average premium for all
enrollees. Ways to minimize adverse
selection—including subsidies, benefit
design features, and enrollment
restrictions—are discussed throughout this
chapter.

A mandatory benefit requires that all
people receiving all or certain Medicare
benefits must also receive and (depending
on premium requirements) pay a portion
of the premium for the benefit. A
mandatory benefit eliminates concerns
about adverse selection because the cost
of the benefit will be spread across high-
and low-use beneficiaries. However,
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because some beneficiaries may not want
to purchase this coverage—particularly if
it is not as comprehensive, or as good a
value, as their current coverage—this
approach may be controversial.

Subsidies

Policymakers may consider subsidizing a
portion of the premium for prescription
drug benefits. Subsidies could be tailored
to certain low-income beneficiaries or
extended to all beneficiaries. In addition,
the subsidies could be considered taxable
income for higher-income beneficiaries.
Subsidies serve two functions. First, they
relieve some of the burden of the cost of
prescription drug coverage, which may
result in more coverage and possibly
better health care. Second, sufficiently
generous subsidies encourage more
beneficiaries to enroll in a voluntary
prescription drug benefit product, which
addresses the problem of adverse
selection. If the benefit were voluntary, it
is unlikely that crippling adverse selection
effects could be avoided without
substantial subsidies. However, in
addition to federal budget concerns,
providing federal subsidies for a drug
benefit would raise concerns about the
effects on employer-sponsored retiree
drug coverage. Subsidies would almost
certainly affect employer policies and
actions, and would replace private-sector
resources currently spent on prescription
drug coverage for Medicare beneficiaries.
Employers may drop coverage altogether,
and either reduce retirement compensation
packages or make up for the lost benefits
by increasing pensions. To the extent that
the new Medicare coverage is less
comprehensive than previous employer-
sponsored coverage, some beneficiaries
will have reduced coverage under this
scenario. Employers could also change the
design of their health coverage to “wrap
around” the new Medicare benefit, which
may include paying the premium for the
Medicare coverage as well as providing
additional coverage. Finally, given
incentives, employers could reduce
prescription drug coverage but expand
other benefits.

Benefit design

Plan sponsors—entities offering a drug
benefit—have at their disposals many
techniques for influencing the behavior of
beneficiaries, physicians, and pharmacists.
When deciding how to structure a drug
benefit, plan sponsors must carefully
define the goals of the plan. For example,
is the goal to target certain beneficiary
segments (such as high users), or

is the goal to provide a broad-based
benefit to all?

Once goals have been established, the
most efficient techniques to meet those
goals need to be considered. Plan sponsors
must ensure that the drug benefit features
do not conflict with their goals or with
other plan features. For example, cost-
sharing differentials that are too small to
effectively steer beneficiaries to the
desired drugs may not be worth the
administrative costs of setting up a
complicated, multi-tier copayment system.
Similarly, a benefit that appeals only to a
subset of beneficiaries may undermine the
plan’s ability to spread insurance risk or
provide meaningful insurance coverage.
Some cost-sharing features, such as
deductibles, out-of-pocket maximums,
and benefit limits, can be triggered when a
fixed amount of spending has been
exceeded. Others, such as copayments and
coinsurance, can be triggered each time a
service is delivered.

Deductibles, out-of-pocket
maximums, and benefit limits
A deductible is the amount of money that
beneficiaries must spend in a year before
the plan begins to pay for expenses. An
out-of-pocket maximum caps
beneficiaries’ annual cost sharing at a
certain amount, after which the plan pays
all expenses for the remainder of the plan
year. An annual benefit limit is the
amount above which beneficiaries must
pay the full amount for additional
services. A plan might include both an
out-of-pocket maximum and a benefit
limit. In this case, beneficiaries would
have no further cost-sharing obligations
after the out-of-pocket maximum (for
example, $1,500) was met, but still would

be responsible for all expenses above the
benefit limit (for example, $1 million
lifetime).

Many employer-sponsored plans include
overall deductibles of $250 or more. Less
common are deductibles specific to the
drug benefit, typically $25 or $50 per
year. To steer beneficiaries to cost-
effective providers and drugs, drug-
specific deductibles can apply only to
non-network pharmacies or non-
formulary claims. In contrast, out-of-
pocket maximums and benefit limits are
typically imposed not to encourage
particular behaviors, but to limit the
exposure of the beneficiary or the insurer.

A deductible can also finance other plan
provisions. Annual prescription drug
expenditures are typically distributed with
many low users at one end of the scale
and few high users at the other. With such
a distribution of spending, in which nearly
everyone has some drug expenditures, a
plan could lower its drug costs
considerably by imposing a deductible. If
nearly everyone met the deductible, the
plan could lower the premium cost by
almost as much as the deductible amount,
or use the savings to raise the benefit
maximum or lower the out-of-pocket
maximum.

There are administrative costs, however,
to including a deductible in the benefit
design. Plans would have to track where
beneficiaries stood relative to the
deductible. Each plan would have to
communicate clearly to beneficiaries
about which expenditures count toward
fulfilling the deductible. For example,
beneficiaries might believe that all drug
expenditures count, but the plan might
measure expenditures as the amount it
would have paid for approved products. If
the plan included a deductible, the
beneficiary might not think to get
approval or discover the amount that the
plan would allow for a particular
purchase.

If enrollment in the drug benefit is
voluntary, then the plan sponsor faces
other considerations in structuring the

Medicare beneficiaries and prescription drug coverage
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benefit. If the benefit encourages sicker
beneficiaries to enroll, then risk will not
be evenly spread and the cost of the
benefit will increase. A plan with a high
deductible and an out-of-pocket maximum
might increase the likelihood of attracting
sicker enrollees. Beneficiaries who
anticipate that they will meet the
deductible and may need the out-of-
pocket maximum are most likely to enroll.
On the other hand, a benefit with a low
deductible and no out-of-pocket
maximum will be more appealing to
healthier beneficiaries, whose inclusion in
the purchasing pool will keep the average
cost per beneficiary of the benefit lower.
This is important if beneficiaries are
paying all or part of the premium. To the
extent that a low deductible is financed by
higher copayments or coinsurance,
beneficiaries who use many services will
pay more.

Alternatively, a Medicare benefit could be
designed to have only an out-of-pocket
maximum and provide no coverage before
reaching the maximum. This benefit
would offer protection from high drug
costs, but has several disadvantages. First,
if enrollment is voluntary, it may be
attractive only to beneficiaries who
anticipate high drug costs, driving up the
cost of the coverage to enrolling
beneficiaries. Second, it may limit
beneficiaries’ incentives to control costs,
especially as the out-of-pocket maximum
amount is approached.'® Third, this design
requires that beneficiary spending be
calculated under a standard methodology
so that it would be clear when the out-of-
pocket maximum is met, triggering
coverage (Moran 2000).

Coinsurance and copayments

Copayments and coinsurance define the
amount of each prescription paid by the
beneficiary once the plan deductible has
been satisfied. A copayment is a fixed
dollar amount per prescription; a
coinsurance is a fixed percentage of the
cost per prescription (typically 20
percent).

These cost-sharing features influence
beneficiary behavior. For example,
copayments may vary depending on
whether the drug is generic, brand on-
formulary, or brand off-formulary. In
specifying a lower copayment for
preferred brand drugs and generics,
patients are steered toward these preferred
or less expensive alternatives. Currently, a
common copayment structure is a “three-
tier” system, under which the copayments
might be $5 for a generic drug, $10 for an
on-formulary or preferred name-brand
drug, and $25 for other branded drugs.

A variation on the three-tiered approach
would make cost-sharing dependent on
the price of designated “reference”
drugs—those drugs deemed most cost
efficient in each class. Although more
complicated to administer and not widely
used in the private sector, this copayment
arrangement is designed to encourage the
use of those drugs deemed the most cost
efficient; therefore, a beneficiary selecting
a drug priced higher than the reference
drug in a given class would pay the
difference in price, in addition to the
copayment.

Reference pricing would make drug
manufacturers more likely to price their
products competitively than would a
three-tier copayment model. Under a
three-tier copayment, manufacturers that
believe their drugs will not be on the
formulary have little incentive to price
their products competitively, because
beneficiaries pay a flat copayment for all
off-formulary brand drugs regardless of
price. In contrast, under a reference price
approach, beneficiaries pay all of the
additional cost above the reference drug
price, which can be quite substantial. This
difference in price sensitivity may induce
manufacturers to bid more competitively,
even for off-formulary drugs.

Perhaps the greatest challenge in
implementing a reference-pricing
approach is determining how to define
clinically meaningful drug classes. If

classes are narrowly defined, cost savings
will be more difficult to achieve, because
many drugs will be designated as
reference drugs and the pool of other
drugs in the classes will be small. The
breadth of the classes also has important
implications for the comparability of
drugs within a class and for beneficiaries’
access to prescribed drugs that will meet
their clinical needs.

In employer-sponsored plans, copayments
are far more common than coinsurance
arrangements because they are simpler to
administer and limit beneficiary liability
in a predictable fashion. There are
disadvantages of fixed copayment
arrangements: beneficiaries are
desensitized to rising drug costs, and the
plan must absorb all price increases unless
copayments are adjusted over time.
Coinsurance arrangements, in contrast,
preserve the cost-sharing balance between
the plan sponsor and the beneficiary as
costs increase. Some plans will impose
“corridors” around the coinsurance rates
to ensure that beneficiary payments are
not less than a minimum amount or more
than a maximum amount.

Benefit management

To control the use and cost of prescription
drugs, plan sponsors have techniques,
other than benefit parameters, that address
provider and pharmacy behavior. Many of
these tools have been developed and used
by PBMs or other organizations that
handle large volumes of claims and have
relationships with pharmacy networks.
Therefore, private third-party payers often
contract with PBMs to manage their drug
benefits. In addition to processing claims
for prescription drugs, PBMs use many of
the management tools, discussed in detail
below, to reduce costs and improve
quality of services and care. PBMs are not
licensed to bear insurance risk. (Certain
managed care plans have internal
divisions that function like PBMs.) One
reason that PBMs have not chosen to

15 Beneficiaries may drop their existing coverage, and insurers providing front-end coverage have a reduced incentive to manage costs because their liability will end
once the out-of-pocket maximum is triggered. If the out-of-pocket maximum is high (for example, $1,000), beneficiaries with a significant copayment (or no other
coverage) will minimize outof-pocket expenses to some degree.
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become insurers is that they have limited
influence over the prescribing patterns of
physicians, and are therefore restricted in
their abilities to control costs. However,
contracts between plan sponsors and
PBMs may include payment incentives
for improved service or other features
within a PBM’s control.'®

For years, PBMs have negotiated
discounts with pharmacies and rebates
from pharmaceutical manufacturers. More
recently, PBMs have taken more active
roles in encouraging the substitution of
lower-cost or more appropriate
medications. This may involve
communication with plan enrollees, phone
calls to prescribing physicians, and
dispensing through mail service vendors
who supply maintenance medications for
patients with chronic conditions.

Tools for benefit management

The next section discusses the tools used
in the private sector and their potential
applicability as part of an integrated
Medicare drug benefit. Employer-
sponsored plans most commonly
encourage generic substitution through
beneficiary cost sharing. Next in
popularity are formularies (typically open)
and concurrent drug utilization review.
Less popular tools include retrospective
drug utilization review, prior
authorization, therapeutic substitution,
disease management, and pharmacy
incentives to dispense generic drugs.

Generic substitution Generic drugs
contain the same active ingredients as
their counterparts and are judged by the
FDA to be bioequivalent. Generic drugs
cost less than their brand-name
counterparts and have played a significant
role in constraining total prescription drug
spending. The CBO estimates that by
substituting generic drugs for brand-name
drugs, purchasers saved $8 billion to $10
billion in 1994 (CBO 1998). In 1998,
generic drugs accounted for 46.5 percent
of all outpatient prescriptions dispensed—
up from 18.4 percent in 1984 (Cook et al.

2000). As a percent of expenditures,
however, generics comprised only 17
percent of the total prescription drug
market (Watson Wyatt Worldwide 2000).

The most direct way to encourage use of
generic drugs is to require higher
beneficiary cost sharing for brand drugs.
Typical employer-sponsored plans charge
$5 for generics and $10 or higher for
brand drugs. Some HMOs impose even
stronger financial incentives for generic
substitution by limiting payments for
brand drugs to $500 while providing
unlimited coverage for generics. A few
M+C plans offer drug coverage for
generics only.

Through their pharmacy networks, PBMs
can also encourage pharmacies to
dispense generics when available by
paying a higher dispensing fee for
generics. The dispensing fee is the amount
that PBMs pay pharmacies, in addition to
the amount that the PBMs believe the
drugs cost the pharmacies to obtain. For
example, assume a brand drug has a
wholesale price of $20 from the
manufacturer, and its generic equivalent
has a wholesale price of $10. If a PBM
would usually pay a dispensing fee of $2,
the pharmacy would receive $22 for the
brand prescription, and $12 for the generic
prescription. If the PBM wanted to
encourage the pharmacy to switch the
brand prescription to generic, it could pay
the pharmacy a dispensing fee of $4 for
the generic. Reimbursements would then
be $22 for the brand and $14 for the
generic.

Formularies and rebates A formulary
is a list of drugs promoted for therapeutic
and cost reasons. Within a group of
therapeutically equivalent drugs, a subset
of the group might be placed on the
formulary because it is priced favorably
by the manufacturer. Negotiations
between PBMs (or provider groups) and
manufacturers are common for the
placement of drugs on formularies.
Because pharmaceutical companies rarely
sell their products directly to the PBMs—

sales usually go through wholesalers—
rebates based on sales to the PBMs are
often the mechanism the manufacturers
use to lower the effective price paid by the
PBM:s.

Under a formulary, physicians are notified
of the preferred drugs and encouraged to
prescribe them. “Step therapy” is also
often used, in which a less costly
treatment is tried as a first step and the
more expensive non-formulary drugs are
available only after the less expensive
alternative has been deemed inadequate.
Formularies differ in their degree of rigor.
Open formularies, the most common type,
are structured such that doctors are merely
encouraged to prescribe from the
formulary. Managed formularies provide
coverage for a broad range of drugs, but
typically involve more intervention with
physicians and higher copayments when a
non-formulary prescription is filled.
Closed formularies often require
beneficiaries to pay the full cost of drugs
not on the formulary.

Discount arrangements with
pharmacies Almost all pharmacies
accept discounted payment arrangements.
The dispensing fee may also be
negotiated. Under certain circumstances,
“restricted” networks of preferred
providers—sometimes “‘high-
performance” pharmacies that are
effective in promoting formulary
compliance—accept deeper discounts
than average in return for the promise of
greater market share.

Therapeutic interchange Therapeutic
interchange occurs when doctors permit
one drug to be substituted for a different
one (not generically equivalent) in the
same therapeutic class. PBMs and
beneficiaries may be motivated to contact
the physician for permission to make the
switch if the drug originally prescribed is
not on the formulary. PBMs tend to target
up to 15 therapeutic classes for such
switching, usually those that account for a
large proportion of drug expenditures
(Cook et al. 2000).

16 PBMs have contracted mostly with employer-sponsored insurers. The top 20 PBMs currently manage an estimated 71 percent of the volume of prescription drugs
dispensed through retail pharmacies covered by private third-party payers. The industry is relatively consolidated, with the top three PBMs—Merck-Medco Managed
Care, PCS Health Systems, and Express Scripts—managing approximately 45 percent of all such prescriptions (Cook et al. 2000).
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Drug utilization review Retrospective
reviews are conducted to identify patients
and/or prescribers with usage patterns
outside an established standard. For
example, patients may be taking a
medication longer than recommended or
taking too high or too low a dose. Drug
utilization review is effective in
identifying physicians whose prescribing
patterns vary from the norm. One study
suggests that a small percentage of
physicians are responsible for 50 percent
of the savings that can be realized from
this type of review. (Cook et al. 2000).

Concurrent drug utilization review is used
to identify potential adverse drug
interactions. Insurers (or PBMs under
contract) and pharmacies can both
perform concurrent review, but insurers
have the advantage of being able to
review drug usage across pharmacies.

Mail service Mail service is particularly
useful for dispensing drugs that treat
chronic conditions, because often those
drugs can be purchased in larger quantities
and do not require special handling or a
high degree of physician monitoring.
Mail-order prescriptions are typically
filled with a 90-day supply, compared
with a 30-day supply in the retail
environment. Mail-order prescriptions
promote efficiency, higher rates of generic
substitution, and therapeutic interchanges.
Mail service copayments are lower to
encourage the use of this service.
However, the service will not save money
for the plan sponsor if the patient does not
use the full prescription or if the
copayment is too low.

Prior authorization Prior authorization
requires patients to obtain special
permission from the plan when seeking
coverage for certain types of prescription
drugs, typically those with high costs or
potential for misuse. Drugs in this
category include fertility drugs, growth
hormones, cosmetic drugs, and appetite
suppressants. Clear clinical criteria for
coverage must be established for this
technique to be effective.

Disease management Disease
management programs are designed to
identify patients with specific medical
conditions, in order to manage their use of
drugs and related health care. Common
disease management programs target
diabetes, asthma, and hypertension.
Interventions range from mailing
educational materials to monitoring
compliance with the therapeutic regimen.
In some cases, these programs may
include individual patient and case
management. Disease management
programs under PBMs usually focus on
providing information about a specific
disease and following up to ensure that the
patient complies with the drug regimen.
PBM programs are limited in that they are
not usually integrated with the rest of the
patient’s care (Cook et al. 2000).

Applicability to Medicare

Policymakers need to decide whether
tools acceptable in private-sector plans
and in current M+C plans that offer drug
coverage would be acceptable as part of
the Medicare fee-for-service (FFS)
benefit.!” Medicare beneficiaries in the
FFS program are accustomed to wide
choice in the marketplace; they can see
virtually any doctor and go to any
hospital, and are subject to minimal
utilization review. Limiting beneficiaries’
choices or requiring them to pay higher
cost sharing depending on their drug
choice raises issues not previously
considered in the context of Medicare’s
FFS benefit.

The implications of using formularies
illustrate the potential conflict between
PBM-style management techniques and
Medicare’s traditional approach.
Formularies are frequently central to plan
sponsors’ abilities to negotiate discounts
and offer lower-cost drug coverage.
However, if a formulary is used in which
beneficiaries have no or restricted
coverage for a particular drug, some may
forgo needed medication or use a less
desirable substitute. For current Medicare

benefits, Congress has been reluctant to
restrict beneficiary access to most
providers. However, Medicare physicians
may bill beneficiaries above the Medicare
amount by a set percentage. Thus,
although a closed formulary would appear
to run counter to current Medicare
payment policies, an open formulary or a
multi-tiered approach appears to be
consistent with other Medicare payment
policies.

The process for exceptions to formulary
restrictions or higher copayment
requirements under a three-tier or
reference drug approach raises another
issue. Most plan sponsors allow
beneficiaries to appeal plan
administrators’ decisions. Following this
model, it would be necessary for
beneficiaries to be able to appeal, and at
the highest level of appeal, to Medicare
directly.

Policymakers also need to decide whether
it is appropriate for the federal
government to pay PBMs to encourage
physicians to switch prescriptions. The
practice of therapeutic interchange is more
risky for elderly people, because they do
not tolerate medication variation as well
as younger people do.

Similarly, policymakers would need to
consider whether limitations on pharmacy
networks are appropriate. To the extent
that insurers or PBMs negotiate lower
prices with pharmacies by restricting the
number of participating pharmacies,
beneficiary access to drugs may be
viewed as inadequate. Requirements
governing the geographic distance
between beneficiaries and network
pharmacies are an option. Similar
requirements now apply to M+C plan
provider networks. Policymakers will also
need to consider how Medicare policy
should relate to state “any-willing-
provider” laws. Twenty-one states have
such laws for pharmacies (Laudicina
2000).

17 Although beneficiaries in M+C plans are frequently subject to utilization management and tailored restrictions on non-Medicare benefits, they have the option to
remain in fee-for-service, which imposes few benefit management restrictions.
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Implications for improved
quality of care for beneficiaries
Drug utilization review and disease
management offer the potential for
improved quality of care, particularly in
their abilities to reduce medication errors.
The incidence of prescribing errors is high
for the general population, but Medicare
beneficiaries are particularly at risk, given
the number of prescriptions they take
simultaneously, their greater frequency of
coexisting illness, and their diminished
physiological function. One study found
that 23.5 percent of people aged 65 years
or older received at least one
contraindicated drug in 1987, and 20.4
percent received two or more such drugs
(Wilcox et al. 1994).

If drug benefit management tools prevent
adverse drug interactions, the quality of
care for beneficiaries would improve.
Drug benefit management tools include
increased automation—providing fewer
opportunities for human error, such as
transcription problems—and prompts to
ensure that the prescribing doctor and
pharmacist have prescribed an appropriate
dosage and considered potential side-
effects, interactions, and confusion with
look-alike or sound-alike drugs.'® Some
pharmacies have these systems in place
now; some do not.

Types of drugs covered

Policymakers will also need to determine
which drugs Medicare should cover and
what entity should make such decisions.
Several options exist. First, all FDA-
approved drugs could be covered, which
would include drugs ranging from so-
called lifestyle drugs, such as Rogaine for
hair replacement and Claritin for non-
drowsy allergy relief, to every drug in all
therapeutic classes, regardless of relative
therapeutic value, time on the market, or
cost. This standard would preclude
coverage for experimental drugs.

Another consideration is whether
coverage for FDA-approved drugs would

be limited to on-label use (uses specified
by the FDA). Once a drug is on the
market, it can be prescribed for other non-
FDA approved uses. Presumably,
monitoring coverage for unapproved uses
would be difficult. Current Medicare
coverage of outpatient oral anticancer
drugs includes all FDA-approved uses, as
well as uses listed in certain prescription
drug compendia.

Policymakers can cover prescription drugs
only for some treatments, which could
help contain costs. Alternatively,
policymakers could choose to exclude
certain classes of drugs. As mentioned
earlier, Medicaid excludes coverage for
certain lifestyle drugs: drugs for weight
loss, hair restoration, and fertility, among
others. Determining these exceptions can
be difficult, as the distinction between
what is medical treatment and what
simply improves quality of life is not
always clear. (For example, coverage
policies for Viagra have attracted a great
deal of policy debate.)

The VA has adopted another approach in
limiting coverage: its national formulary
excludes coverage for drugs in the first
year after their approval by the FDA. This
exclusion is intended to ensure greater
safety of covered drugs, as some drugs are
taken off the market after experience
reveals unforeseen complications.

Cost-effectiveness analysis could serve as
a basis to limit coverage. Some foreign
countries have begun to use cost
effectiveness as a coverage criterion. A
framework for such analysis, as well as
analyses focusing on quality-of-life
improvements and the clinical needs of
beneficiaries, would need to be developed
and would likely be a difficult undertaking
for each drug.

There are other possibilities. A wide range
of drugs could be covered, but benefit
administrators would be permitted to
impose cost sharing and other benefit

restrictions. For example, non-formulary
drugs are often assigned a higher
copayment. Alternatively, drugs could be
covered, but in limited amounts. For
example, some employer-sponsored plans
cover a limited number of Viagra pills per
month. Finally, prior authorization and
compliance with clinical guidelines could
be required to obtain the drug. Growth
hormones are often handled in this fashion
in the private sector. Depending on the
degree of discretion afforded to plan
administrators, however, this approach
could present opportunities for abuse: for
example, a plan could offer full coverage
for Viagra but impose high copayments
for drugs treating diabetes, in the hope of
attracting a healthier subgroup of
enrollees.

The decision-making process for a
publicly funded program will likely differ
from that for private-sector plans.
Currently, M+ C plans make these
decisions individually, because drugs are
not a covered benefit. In the Federal
Employees Health Benefits program,
individual plans determine which drugs
they will cover (there are a few specific
minimum requirements). In the Medicare
FFS environment, however, variation may
be less acceptable, as evidenced by the
continuing controversy over variation
among fiscal intermediaries’ and carriers’
coverage decisions regarding other
Medicare services.

Uniformity could be achieved by a
standard—such as all FDA-approved
drugs—or the standard could allow for
exceptions, similar to those in Medicaid.
However, such criteria may be too
inclusive, given the need to contain costs.
To narrow coverage to a smaller subset,
another public process—through a federal
board or agency—may be necessary.
Similarly, if the benefit design links
coinsurance amounts to a reference drug
in a given class, a public body would need
to make class determinations.

18 According to the FDA, roughly half of the 6,000 medication errors reported to the agency between 1992 and 1997 were due to labeling and packaging issues. Of
that half, some 27 percent were caused by generic or trade-name confusion. For example, FDA has received numerous reports of dispensing errors involving Celebrex,
Cerbyx, and Celexa, three sound-alike drugs that treat very different conditions (National Coalition on Health Care and The Institute for Healthcare Improvement
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Benefit administrator and
pricing issues

Policymakers must decide how a new
drug benefit should be administered, who
should bear the insurance risk, and how
the prices for drugs would be determined.
There is a continuum of approaches on
these issues that ranges from a centralized,
regulatory approach to a decentralized
approach that delegates authority to
multiple private-sector entities. The list of
approaches that follows is illustrative,
rather than exhaustive.

*  HCFA administers the benefit. Under
this model, HCFA would bear the
insurance risk and might set a fee
schedule, as it does currently with
physicians. Alternatively, HCFA
could adopt approaches similar to
those used by Medicaid or other
public purchasers, including the VA.

*  Federal agency contracts with PBMs
to administer a defined drug benefit
to FFS beneficiaries. The PBMs
would be responsible for negotiating
prices with drug manufacturers,
managing the benefit, contracting
with pharmacies, and processing
claims for beneficiaries. Because
HCFA would pay the PBMs on
primarily a FFS basis, HCFA would
bear the risk of the cost of the benefit.

*  Beneficiaries contract with drugs-
only insurance plans. These plans
would offer a defined drug benefit.
This proposal would allow
beneficiaries to receive drug coverage
from other currently available sources
as well. The insurance plans would
bear the risk.'®

*  Federal agency contracts with
private insurance plans to offer a
comprehensive array of Medicare
benefits, including prescription drugs,
as proposed under a premium support
model. Although this approach is
similar to Medicare +Choice,
beneficiaries would likely have an
increased financial incentive to join

Medicaid, the Department of Veterans Affairs, and

other federally funded programs

Definitions of terms

The following terms are important in
determining the price paid for
prescription drugs in both the Medicaid
and Veterans Affairs programs.

Average manufacturer’s price
(AMP)—The average price paid to
manufacturers for products distributed
to the retail class of trade.

Average wholesale price—The
suggested wholesale price of a drug
published in various national
compendia. It is often used by
pharmacies as a cost basis for pricing
prescriptions.

Federal supply schedule (FSS)—The
FSS for pharmaceuticals is a price
catalog containing about 23,000
pharmaceutical products available to
federal agencies and institutions and
several other purchasers, such as the
District of Columbia, U.S. territorial
governments, and many Native
American tribal governments.

Reimbursement policies

Medicaid directly reimburses
pharmacists for drugs purchased by
Medicaid beneficiaries and collects
rebates from manufacturers. Prices paid
to pharmacies may be subject to upper
limits established by HCFA, depending
on the drug, plus a dispensing fee
established by the state. Upper payment
limits apply only to drugs that have at
least two other generic competitors. The

limit for these drugs is 150 percent of the
published price for the least-costly
therapeutic equivalent, plus a reasonable
dispensing fee.

Total Medicaid rebates are based on
the quantity of drugs purchased by
Medicaid beneficiaries. The basic
rebate on brand drugs is the greater of
15.1 percent of the AMP or the
difference between the AMP and the
lowest price the manufacturer charges
any private purchaser in the United
States. If a brand drug’s price rises
faster than the inflation rate, an
additional rebate is imposed. For
generic drugs, a rebate of 11 percent of
each product’s AMP is required.

The VA, the Department of Defense,
the Public Health Service, and the
Coast Guard pay the lesser of:

*  The Federal Ceiling Price (FCP), a
discount of at least 24 percent off
the non-federal average
manufacturers price, minus cash
discounts, rebates, or similar
reductions. The FCP applies to
new drugs, including certain
single-source and innovator
multiple-source drugs, biologic
products, and insulin.

*  The price listed on the FSS. The
prices must be equal to or lesser
than the best price charged to the
manufacturer’s most favorable
comparable customer.

these plans. Beneficiaries who choose
to remain in the traditional FFS
program could also purchase a
prescription drug benefit. The drug
benefit available to all beneficiaries
would be equivalent to a certain

actuarial value. Insurance plans
would bear the risk associated with
their enrollees; the government
would bear the risk for beneficiaries
in the FFS benefit.

19 Requiring that a drugs-only plan be offered to beneficiaries could also be pursued as part of Medigap restructuring, which is discussed later in the chapter. Depending
on how this is structured, it may not be considered a Medicare benefit.
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A more centralized approach would take
advantage of Medicare’s market power in
purchasing drugs on behalf of
beneficiaries. This approach may also be
considered inevitable, if not initially
desirable, to restrain costs if private-sector
entities are not permitted the same
flexibility they have in the private sector
to manage a cost-effective benefit. This
centralized approach is used in Medicaid,
the VA, and other public programs.

In contrast, the intended advantages of
delegating management to private entities
or insurance plans are to achieve cost
savings similar to that achieved in the
private sector and retain a more pluralistic
marketplace for prescription drugs, rather
than creating a monolithic purchaser that
could distort the marketplace.

Whether there is centralized or
decentralized purchasing power has
significant policy implications for the
ability to negotiate prices, the impact on
pharmaceutical research and development,
adverse selection in the marketplace,
achievement of private sector efficiencies,
the willingness of plans to participate, and
the flexibility of the benefits package. In
making such a decision, policymakers will
need to consider the following issues.

Achieving a balance between
reduced prices for Medicare
beneficiaries and adverse effects
on pharmaceutical research and
development

Ideally, policymakers should balance
achieving fair prices for drugs for
beneficiaries with retaining investment
incentives for drug research and
development. However, many
controversial issues would need to be
addressed. How much profit do
manufacturers need to continue to invest
in R&D? How should that be determined?
Is it possible for government to judge and
direct where manufacturers should spend
money (for example, on marketing versus
R&D)?

The impact on R&D could be adverse if
prices were set such that manufacturers
did not perceive sufficient returns on
future investments. However, several
factors may limit the threat to R&D for

the foreseeable future. First, price
reductions may be, at least in part, offset
by a potentially higher volume of sales
resulting from greater access of Medicare
beneficiaries to prescription drugs.

Second, discounts for Medicare
beneficiaries will likely encourage
manufacturers to increase private-sector
prices. This has been the previous
experience with the Medicaid program. In
1991, when the best-price provision was
enacted, nearly one-third of all brand
drugs still under patent had a best-price
discount as high as 50 percent. By 1994,
when there was no longer a cap on the
basic rebate, only 9 percent of brand-
name drugs still under patent had a best-
price discount in that range. A similar
experience occurred when in 1991 and
early 1992, the Federal Supply Schedule
(FSS) was counted as best price, meaning
that Medicaid had access to most FSS
prices. As a result, FSS prices rose, the
VA and other federal purchasers
complained, and the Congress exempted
FSS prices from the best-price provision
in 1992 (Cook 1999).

Third, administered pricing often creates
unintended incentives, allowing the
regulated entity to “game the system.” For
example, because the additional rebate
provision in the Medicaid program
prevents manufacturers from raising
prices to Medicaid faster than the rate of
inflation after the drug is launched,
manufacturers have an incentive to charge
a somewhat higher launch price to offset
the rebate. Similarly, to the extent that
discounts are mandated as a percent of
average wholesale price, manufacturers
could increase their average wholesale
prices, limiting the discount’s effect.

Nevertheless, although administered
pricing may create opportunities for
gaming, it also could encourage
inappropriate patterns of investment,
which might irreversibly affect the
market. For example, a pricing structure
that is more relaxed for innovator drugs
could divert resources from research on
drugs in existing therapeutic classes to
drugs in new classes. To the extent that

this redirection led to the abandonment of
needed research in existing classes, the
policy would have failed. Further, if
Medicare were perceived as a poor payer,
R&D efforts might be redirected away
from products that would be expected to
be used mostly by the elderly.

If multiple purchasers were to negotiate
with drug manufacturers on behalf of a
subset of beneficiaries, there may be less
pressure on R&D investments. However,
to the extent that multiple purchasers
lacked market power to negotiate
reasonable discounts or were restricted
from managing the benefit effectively,
beneficiaries and taxpayers (depending on
how the benefit was financed) would pay
a higher price for this benefit.

Reducing adverse selection

Any proposal that requires beneficiaries to
pay a portion of premiums and choose
between insurers or PBMs for drug
coverage creates a concern about adverse
selection. To avoid adverse selection,
there first must be enrollment rules that
limit beneficiaries’ abilities to opt for
coverage only when high drug costs are
expected. Otherwise, beneficiaries have
no incentive to participate when they
expect low costs, limiting the program’s
ability to spread risk across high and low
users.

One way to help avoid adverse selection
in a voluntary benefit is to subsidize the
cost of the benefit. Subsidies can help
attract a more even distribution of
beneficiaries because they may make it
cost effective for the vast majority of
beneficiaries to participate, regardless of
health status. The effect of the subsidy is
illustrated in Medicare program
experience. Part A is subsidized at 100
percent, requiring no beneficiary
contribution. Part B is subsidized at 75
percent, and 97 percent of eligible elderly
participate.

Second, policymakers could require that
beneficiaries enroll within the first six
months of Medicare eligibility (the
current open enrollment period for
Medigap purchase). After that time,
beneficiaries could either be subject to
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medical underwriting or not be permitted
to enroll. Alternatively, beneficiaries
could be allowed to enroll annually (or at
some other longer interval). If more than a
one-time enrollment period is permitted,
policymakers may consider subjecting
those beneficiaries to a premium
surcharge (as is done for Part B
enrollment) as an incentive for earlier
enrollment. This design feature is
particularly important because
prescription drug expenditures are highly
predictable for seniors with chronic
medical conditions, many of whom are
treated with costly maintenance
medications.

Third, the enrollment process could be
uniform for all plans. Uniformity can help
reduce selection. Policies that help enforce
this uniformity include guaranteed issue,
guaranteed renewal, open-enrollment
periods, waiting periods, “lock-in” rules,
prohibition of medical underwriting,
uniform basis of premium (community or
age rating), and report cards for
consumers (Etheredge 1999). Not all of
these policies would be necessary, but
policymakers could choose a logical
combination of them.

Fourth, the benefit package for plans
could be similar. This enables consumers
to select plans based on price and quality,
rather than on benefits. If plans are
allowed wide variation in benefits, some
plans may be more likely to attract
healthier (low-cost) beneficiaries. In fact,
it is possible that no plan will design a
benefit that offers needed coverage to less
healthy beneficiaries. For example, if
plans are given a choice, they may avoid
offering catastrophic drug coverage and
instead opt to provide a low-deductible,
capped plan.

Fifth, a risk-adjustment system could be
developed; plans that experience adverse
selection would be paid at higher rates,
and those experiencing positive selection
would be paid at lower rates. Such a
system would remove some incentives to
design a benefit package that would attract
better risks. Currently, Medicare+Choice
plans are paid on a risk-adjusted basis.

Another way to avoid some of the market
segmentation problems is to mandate
enrollment. This approach was pursued in
the Medicare Coverage Catastrophic Act
of 1988 and led, in part, to its repeal.
Consequently, this design feature tends to
have little political appeal, and has not
been widely suggested in current
proposals.

Structuring administration
contracts

Although HCFA administers the Medicare
program, it is not a benefit administrator.
HCFA contracts with claims
administrators to process, adjudicate, and
pay claims. If a drug benefit were added
to Medicare, HCFA would have to either
expand its current administrative contracts
or develop new ones specific to drug
issues. If HCFA were simply to expand
current administrative contracts, the
agency probably could not make much
use of PBM cost containment and other
management techniques. Also, because
current contractors do not make pricing
decisions, the use of current contractors
would probably occur only under an
administered-pricing system. Thus, the
rest of this section will pose issues for
consideration only under a PBM-like,
drug-only administrative model.

Selection of contractors How should
drug administrators be selected to contract
with Medicare? Should they receive the
sole contract in a region or compete with
other regional drug administrators for
beneficiaries in the region?

Selecting one administrator per region
through a competitive contracting process
mitigates the adverse selection that can
occur when plans compete for
beneficiaries. Renewing its contract,
rather than competing for market share,
provides an administrator with incentive
to improve the quality of service. Further,
a single administrator per area has an
enhanced ability to negotiate discounts
because it has a guaranteed market share.
Presumably, the contracting criteria would
value cost and service.

On the other hand, if more than one
administrator were selected per region,
competition would be present for both
contract awards and market share, which
might further improve the quality of
service. Multiple administrators may also
reduce barriers to market entry, as new
administrators would not have to prove
they could serve the whole market
overnight or be at a competitive
disadvantage due to transition confusion
that beneficiaries might experience with
wholesale change.

Having multiple administrators in a region
could also reduce the need for federal
regulation on formularies or other
management tools related to beneficiary
satisfaction, because beneficiaries could
“vote with their feet” by selecting the
administrator that best met their needs.
Also, a single administrator might not
have sufficient capacity to meet the needs
of all the beneficiaries in a given
geographic area.

However, allowing multiple
administrators per region raises questions
as to whether beneficiaries will value
having a choice among administrators and
whether competition among
administrators would lead to adverse
selection. Selection concerns may be
minimal if administrators are paid on a
fee-for-service basis, but if capitated
payment is pursued, it may be necessary
to consider ways to risk-adjust payments.

Length of contract Several PBM
executives have expressed preferences for
longer-term contracts, in part because they
would encourage investment in better
management techniques, such as
promoting formulary compliance by
educating doctors and beneficiaries (Cook
et al. 2000). In addition, short-term
contracts that lead to turnover in
administrators might confuse
beneficiaries, who would have to become
familiar with new formulary rules.
However, a short-term contract allows for
a check on poor-performing
administrators and for new entrants,
which would likely promote competition.
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Definition of the market area Most
proposals suggest that administrators
would compete on a regional basis,
allowing for differences in local practice
patterns and promoting more purchasers
in the marketplace. In determining the size
of local markets, the desire for more
purchasers needs to be balanced with
purchasers’ abilities to achieve economies
of scale and scope. If divided into too-
small regions, administrators will find it
difficult to negotiate effectively. Also,
because there are important returns on
scale in processing claims, administrators
would have lower average costs in larger
markets.

Payments for the administrators
PBMs do not appear to be eager to
become risk-bearing entities, largely
because they have no direct control over
physician prescribing practices.
Nevertheless, pharmacy administrators
can influence some costs and have
negotiated performance guarantees in the
private sector. They typically keep about
20 percent of the negotiated rebates and
often have contractual incentives to meet
certain service or generic substitution
targets. For example, administrators that
exceed performance targets for generic
substitution or therapeutic substitution
might receive a bonus payment; if they
fail to meet such targets, they might face a
financial penalty.

This model could be adopted and
expanded by Medicare. Administrators
could be placed at limited financial risk
within a “corridor” around a claims target.
For example, administrators might assume
50 percent of the risk for savings or losses
within 10 percent of the target, making the
total risk for a pharmacy administrator 5
percent of the target (Huskamp et al.
2000). Another approach would be to
establish bonus payments for meeting
performance standards, including enrollee
satisfaction, speed in processing and
paying claims, and access to pharmacies.
To the extent that such arrangements were

possible, administrators would add value
and efficiency to the system and function
less like claims processors.

Creating incentives to encourage
private insurers to participate
The policy approach to encourage
enrollment in privately offered drugs-only
insurance plans faces the challenge of
inducing plans to offer the product.
Currently, no insurer offers a drugs-only
plan to Medicare beneficiaries because of
concerns about adverse selection and the
difficulty of pricing this product.?”

However, if the ground rules created an
environment with sufficiently limited risk,
insurers might be more inclined to
participate. First, the potential for adverse
selection would need to be minimized,
either by establishing enrollment
restrictions or by allowing underwriting if
beneficiaries wanted to enroll outside of
designated open enrollment periods.

Second, policies would need to address
the difficulty insurers face in pricing a
drugs-only product. The large volume of
new and costly prescription drugs coming
to the market, together with the demand
generated by direct-to-consumer
advertising, makes private insurers
reluctant to bear the risk of future cost
increases. To encourage participation,
policies could provide plans with the
flexibility to increase premiums and index
their benefit characteristics—such as
deductibles and copayments—to drug cost
growth, to require a standardized benefit
package, and to mandate a deductible high
enough such that plans would insure for
risk, rather than “dollar-trading.” Plans
might also be more likely to participate if
they could withdraw their product from
the market, which is often illegal under
state guaranteed renewability laws.

To reduce plans’ concerns about adverse
selection and encourage their
participation, some have also proposed
creating a voluntary drug benefit with a

federal subsidy for beneficiaries with high
drug costs. The subsidy would be paid
from a “high-risk pool” to plans that have
higher-cost (the top 5 percent)
beneficiaries (Health News Daily 2000).
This approach would theoretically limit
the financial hardship for plans that
enrolled higher-cost beneficiaries but it
raises serious practical questions. Would
the pool be national or regional? People in
some areas of the country tend to use
more drugs than do people in other areas.
How would beneficiaries’ relative drug
costs be measured and policed to ensure
that all plans were counting costs
similarly? Would plans that are more
effective in managing costs be penalized
because they are less likely to meet the
threshold for accessing the high-risk pool?
Who would police the program? Would
plans be willing to share beneficiary cost
information that would likely reveal
negotiated discounts and rebates often
considered proprietary?

Defining the benefit package

Any legislation will have to determine
how much influence the federal
government has on benefit design and
management techniques. Standardizing
the benefit package can reduce market
segmentation and facilitate comparison of
plans, but it would limit the ability of
plans to innovate in their benefit designs
and respond in ways that might ultimately
benefit consumers, such as reducing
premiums or minimizing increases. These
trade-offs have been demonstrated in the
Medigap market. Standardization required
in OBRA-90 eased beneficiaries’ abilities
to compare plans but prohibited plans
from experimenting with alternative
benefit designs that might have limited
premium increases (and been popular with
beneficiaries).?!

Deciding how specific to be in prescribing
benefits may depend on whether the
benefit is through the traditional FFS
program or through contracting private

20 Medigap standardization does not preclude insurers from offering a drugs-only product; it only precludes insurers from marketing such a product as a Medicare

supplemental plan.

21 OBRA-90 allowed for plans to implement “innovative benefits,” but regulators have been reluctant to define or approve acceptable variation from the standardized

plans.
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plans, similar to the Federal Employees
Health Benefits (FEHB) model or M+C
model. In the traditional FFS program,
available benefits are uniform across
geographic areas (although not used
uniformly) and beneficiaries have a great
deal of choice among providers.
Accordingly, a highly specified benefit
would be consistent, but not necessary.
There could be some flexibility around an
established core set of benefits.

If the benefit were added in a reformed
Medicare program—similar to premium
support—or outside the FFS benefit, the
policy questions would be somewhat
different. It might not be necessary to
detail the design of the benefit as
specifically. Policymakers could allow
more variation than under the traditional
program by setting an actuarial value or
range for the benefit.

Even with the more flexible approach
based on actuarial value, policymakers
may want to define some benefit
guidelines. The guidelines or limits within
the actuarial values could, for example,
include an out-of-pocket maximum for
drug expenses, limiting the ability of plans
to target only the healthiest beneficiaries.
If these restrictions are not specified in
law, it could be expected that a Medicare
board would negotiate with plans on these
points, as currently occurs under the
FEHB program model. However, it is
unclear whether beneficiaries and
policymakers would be comfortable
delegating this level of authority to an
appointed board.

Determining actuarial equivalence raises a
variety of questions. How would the
program ensure that the calculation of
actuarial equivalence captures the
selection effects of plans that impose
higher copayments on services normally
needed by the less healthy (or have a low
deductible and no out-of-pocket
maximum)? Would plans be required to
submit cost reports to verify their
expected costs? Should actuarial value
take into consideration strict utilization
management policies, or is that

information provided separately to
beneficiaries? How are plan profits
calculated as part of actuarial
equivalence?

Alternative policies to
expand access to drug
coverage

In addition to considering adding drug
coverage as a Medicare benefit,
policymakers are exploring other policy
approaches. Some intend for their
proposals to substitute for an enhanced
Medicare benefit; others intend their
proposals to serve as interim steps toward
an enhanced benefit. Some proposals
target assistance to low-income or high-
cost beneficiaries by helping states
provide coverage or subsidizing private
coverage. Other proposals try to improve
the private market structure such that
more insurers and beneficiaries would be
willing to participate in a private
prescription drug insurance market.

The preferred policy levers will depend on
many factors, including the desired target
population, concern for government
regulation, speed of implementation, and
cost implications for beneficiaries, as well
as other parties who might finance the
policy. Naturally, each approach has its
advantages and disadvantages, and trade-
offs need to be considered. It is also
possible that a few of the approaches
below could be pursued concurrently or
consecutively. Also, there are many
proposals in the Congress that may not fit
neatly into any of the following
categories. Proposals may combine parts
of several approaches. The following
discussion is not intended to be an
exhaustive identification of policy
options, but an attempt to identify some of
the key issues. Once the Congress sets
priorities among its goals for prescription
drug coverage for Medicare beneficiaries,
the Commission will analyze proposals as
measured against those policy goals.

Expanding Medicaid
eligibility

Expanding Medicaid prescription drug
coverage for Medicare beneficiaries
would be one approach to help low-
income beneficiaries. There are already
predefined low-income Medicare groups
that could serve as the target population,
such as Qualified Medicare Beneficiaries
(QMBs) and Specified Low Income
Medicare Beneficiaries, and possibly
Qualifying Individuals. If these groups
were used, states could continue to use
their current administrative structures.
This approach could produce a system
that could be implemented quickly;
however, there would be a lack of
flexibility in benefit design, and the price-
setting issues surrounding the current
Medicaid system would be perpetuated.
While about a third of Medicare
beneficiaries might be eligible to join one
of the qualifying groups, many eligibles
have not signed up for the programs. A
1996 study found that in that year, 63
percent of those eligible for the QMB
program participated (Moon et al. 1996).
Critics claim that lack of knowledge and
the stigma associated with Medicaid
programs have kept participation rates
low. It could be argued that the addition of
a valuable drug benefit to these programs
might increase participation, but also
increase costs.

The current Medicaid prescription drug
benefit payment policies have been
controversial. One of the primary cost-
control policies is the rebate program, in
which drug manufacturers provide
mandatory rebates to the state Medicaid
programs based on the sales of their drugs
to Medicaid recipients. A key feature of
this program is that the state programs are
entitled to the best price that the
manufacturer offers to any purchaser in
the United States. This type of pricing
structure has had large effects in the
private markets (CBO 1996). If the
Medicaid market were expanded,
manufacturers would be even more
reluctant to grant price discounts to any
purchaser because they would have to
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pass the discount along to the expanded
Medicaid market. Therefore, supporters of
private market flexibility are unlikely to
want to use the highly inflexible Medicaid
approach to expand prescription drug
coverage among Medicare beneficiaries.

Federal grants to states
(State Children’s Insurance
Program-like program)
Under this general approach, the federal
government would make grants to states
to expand drug coverage for Medicare
population. Programs like the State
Children’s Insurance Program (SCHIP)
might provide federal matching funds to
states to contract directly with providers,
or provide coverage through private health
insurers that meets specific standards for
benefits and cost sharing, through state
Medicaid programs, or through a
combination of arrangements. This
approach would give states more
flexibility to design their own programs
than does Medicaid.

Although states would have more
flexibility in designing benefit packages
than under Medicaid, the federal
government is still likely to require a
minimum level of coverage in order to
qualify for federal funds. Policymakers
would therefore have to decide how to set
standards for qualified benefits. Under
SCHIP, for example, the standards for the
minimum level of benefits are partially
determined by factors within the state,
including the state’s Medicaid package,
the benefit packages and actuarial values
of some private plans commonly available
in the state, and the package of a
nationally available plan.?* Also, the
standards limit cost sharing for certain
recipients.

It is also likely that the federal
government would limit its financial
liability by setting standards for
beneficiary eligibility. In the absence of
standards, or requirements for state
matching funds, states might allow
everyone to participate at the federal
government’s expense. The existing

SCHIP program limits family income for
participants and requires states to match
some of the federal funds.

State drug assistance programs

Currently, 16 states have pharmaceutical
assistance programs targeted to Medicare
beneficiaries. Perhaps some of these
programs could serve as models for state
grant program options. The programs vary
in terms of eligibility, coverage, cost
controls, and program approach. A brief
examination of programs in Pennsylvania,
Minnesota, and Rhode Island reveals
some of the variations in these programs.

In Pennsylvania the program has two tiers,
the Pharmaceutical Assistance for the
Elderly (PACE) program and the PACE
Needs Enhancement Tier (PACENET).
PACE and PACENET covered nearly
250,000 people ages 65 and older in 1999.
They cover most prescriptions for persons
with low incomes, as well as insulin and
syringes. The program uses a prospective
drug utilization review system to identify
drug interactions, duplicative therapies,
underutilization and overutilization
(PACE 1999). Cost sharing for PACE
enrollees consists of a flat copayment for
each prescription. Enrollees in PACENET
may have higher incomes than those in
PACE. PACENET coverage has an
annual deductible and a two-tiered
copayment slightly higher than the PACE
copayment.

Minnesota’s Senior Drug Program has a
single tier. It covered about 5,000 people
ages 65 and older in 1999. Eligibility is
based on income and assets. Coverage
includes almost all drugs on the Medicaid
formulary, as well as insulin and syringes.
Drugs are not covered if the manufacturer
does not participate in a rebate program.
Cost sharing consists of a monthly
deductible.

Rhode Island also has a single-tier
program, which covered nearly 30,000
people ages 65 and older in 1999.
Eligibility is based on income. The
program covers drugs by medical

condition (for example, asthma, diabetes,
heart disease, and others). Participants pay
coinsurance of 40 percent of the price of
the prescription.

Other states’ programs include some
persons with disabilities and may also use
income-based sliding scales to determine
cost-sharing amounts or enrollment fees
or benefit caps. These 16 states are acting
as laboratories for many different drug
assistance program designs.

Because most states would have to
establish new programs, this approach
would take longer to implement than
would a Medicaid expansion. Although
SCHIP was established in the Balanced
Budget Act of 1997, 10 states had not
spent any funds as of January 1, 2000.
This slow start-up would be especially
problematic if this approach were used as
an interim step.

Tax credits, deductions, and
vouchers

Under this approach, the tax code would
be used to subsidize insurance coverage
for prescription drugs or to subsidize
prescription drugs themselves. Proponents
argue that a tax credit system could be
implemented quickly, would limit
government budget liability to a set
amount per beneficiary, and would make
use of the private insurance market. The
specific policy could be structured so that
lower-income beneficiaries receive a
greater share, or even all, of the subsidies.

Although this general approach may be
simple in concept, there are many design
issues to consider. Tax credits, in their
most basic structure, are sums of money
that taxpayers can use to reduce their tax
bills. Because they work through the tax
code, they can be targeted to lower-
income groups. However, there are
complications when targeting tax credits
to low-income people. For example, if a
taxpayer has less tax liability than the
amount of the credit, some of the value of
the credit is lost unless the credit is
refundable, meaning that the taxpayer

22 The benefit standards are complex in that there are many variations that depend on how the state provides the coverage, what the plans in the state’s private sector
cover, and what the state’s Medicaid package covers. For a more detailed discussion, see Herz and Baumrucker 2000.
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could receive a cash payment from the
government. If tax credits are used to help
poorer taxpayers, then it would be
important to design the credit as
refundable. Many poorer individuals may
not even file tax returns; for example, the
Treasury Department estimates that in
1995, only about one-third of elderly
potential tax-filers with income between
$15,000 and $20,000 filed a return (Office
of Tax Analysis 2000). Thus, many of the
poor would miss out on the credits unless
there were a mechanism to educate and
help these people file returns. Finally, it is
questionable whether the poor would have
sufficient cash available to purchase the
insurance or drugs they need and then
wait for the tax refund to come.

Many of these difficulties could be
addressed if vouchers for insurance
coverage were issued in advance, based
on income from a prior year. This
approach would introduce a new set of
issues. Who would administer the
program? Would there be provisions to
provide vouchers for beneficiaries whose
income drops from the previous year?

Alternatively, a tax deduction approach
could be targeted to those in need as a
result of high expenditures. Currently,
health expenditures can be deducted from
taxable income if total health spending
exceeds 7.5 percent of total income. This
percentage threshold could be lowered for
Medicare beneficiaries or it could be
redefined as a dollar amount instead of a
percentage of income.

Medigap market reform

Under this approach, an attempt would be
made to restructure the private Medigap
market in hopes of improving the
availability of prescription drug coverage.
It is widely acknowledged that Medigap
plans, as currently structured, do not meet
many of the needs of beneficiaries
wishing to purchase prescription drug
coverage. The design of plan options
provides only limited protection and
promotes self-selection, resulting in

prohibitively high premiums for many.
Although this approach is most likely to
help those who can afford to seek private
drug coverage, it could be combined with
one of the subsidy approaches to target
low-income beneficiaries.

As discussed earlier in this chapter, there
are 10 standard Medigap packages, only 3
of which have any prescription drug
coverage. Those three plans are also
expensive because they experience
unfavorable selection. Only 7.4 percent of
beneficiaries enrolled in a standard
Medigap plan were in the plans that offer
some drug coverage (plans H, [, and J).

Numerous reasons have been cited for the
high cost of plans covering prescription
drugs. First, there is evidence of adverse
selection. Also, individuals with drug
coverage may be more likely to purchase
drugs than if they did not have coverage.
However, the high coinsurance and
deductibles of the Medigap plans should
mitigate this factor. Finally, insurers who
offer prescription drug coverage are
limited in their ability to manage drug
costs through variable copayments and are
limited by state “any-willing-pharmacy”
laws. The plans also do not have much
incentive to manage the benefit, given
consumer incentives of high cost-sharing
requirements for beneficiaries and the
plans’ limited liability due to benefit caps.
Therefore, carriers and beneficiaries do
not generally benefit from the discounts
commonly obtained by managed care
plans and pharmaceutical benefit
managers.*?

Perhaps the biggest obstacle to this
approach is avoiding adverse selection
and thus attracting insurer participation.
This might be handled by giving each
package the same drug benefit as part of
the core package. Selection across plans
would then not be affected by
beneficiaries’ knowledge of their expected
prescription drug use. Because
prescription drug coverage is expensive
relative to the other benefits covered by

Medigap plans, the price of Medigap
policies would rise substantially under this
approach. To keep packages affordable
while covering prescription drugs, other
benefits would have to be adjusted. Some
critics of the current Medigap packages
believe this would be a good opportunity
to trade some first-dollar coverage for
better catastrophic and drug coverage. The
NAIC is exploring this approach.

If standard packages were configured to
include an improved drug benefit,
policymakers would have to decide
whether to “grandfather” current plans.
When standard plans were introduced in
1992, previous insurers were allowed to
continue the policies they had in effect for
the beneficiaries currently enrolled. More
than one-third of beneficiaries with
Medigap coverage are still in their pre-
standardized plans. If grandfathering were
allowed, the proposed standard plans, all
with drug coverage, would probably
experience adverse selection for a few
years, but it might be unpopular to force
beneficiaries out of the plans they have
into new plans that could be more
expensive.

The nature of the Medigap market also
produces other potential concerns for
using this approach. Medigap coverage is
marketed and sold to individuals, rather
than groups, and therefore higher
administrative costs are involved (Fox et
al. 1995). Also, Medigap plans tend to
manage the prescription drug benefit
differently than do PBMs. Given the
coinsurance and benefit caps in the
Medigap plans, the plans do not have
much liability for high drug costs. Thus,
management tends to be minimal and the
hefty 50 percent coinsurance rate is relied
on to control consumer incentives.

Finally, there may be concerns about
insurer participation. The Health
Insurance Association of America has
formally opposed the use of this approach,
although some of its members are in
favor. One concern is that relatively few

23 In addition, the standardization of the Medigap plans prevents the industry from allowing other forms of prescription drug coverage, or other combinations of
supplemental coverage, that might be more attractive to consumers, or less susceptible to adverse selection.
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Existing infrastructure

Selected characteristics of approaches to expanding prescription
drug coverage for Medicare beneficiaries

Target population

Administration

Medicare
pharmacy specialists
Medicaid
State grants
Tax subsidies Current tax system

Medigap market

Current contractors, might need to contract with

Current eligibility and pharmacy benefit structures
Most states would need new program structures

Current structure may require modifications

Low-income

Probably low-income

Current or potential purchasers —difficult
to target low-income beneficiaries

All beneficiaries (could be voluntary)

Current or potential purchasers—subsidies

HCFA or contractors (could be PBMs)
States
States, contractors or private insurers

IRS and private insurers

Private insurers

needed fo target low-income beneficiaries

Note: PBMs [pharmacy benefit managers), IRS (Infernal Revenue Service).

current insurers offer Medigap plans with
drug coverage. Our analysis of Medigap
data found that United Health Group,
under the AARP name, writes about 20
percent of the total Medigap policies, but
writes about 35 percent of the policies
with prescription drug coverage.
Covering prescription drugs is more
challenging than covering other benefits

for Medigap plans, because with other
benefits, insurers simply write checks to
cover coinsurance for services for which
Medicare has already verified eligibility
and coverage. Because Medicare does not
cover prescription drugs, the Medigap
plan would have to determine beneficiary
eligibility and coverage. Thus, many
Medigap insurers would not be prepared

to offer policies that included prescription
drug coverage. However, they probably
could quickly contract with a PBM to
administer the prescription drug coverage
for them.

Table 1-5 briefly summarizes some of the
characteristics of the potential approaches
discussed. W
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CHAPTER

Assessing the design and impact
of the hospital outpatient
prospective payment system



R ECOMMENDA AT O N S

The Secretary should monitor changes in practice patterns across ambulatory care settings to
ensure that differences in payment do not lead to inappropriate shifts in site of care.

The Secretary should study the accuracy of and changes in coding practices with the
implementation of the outpatient prospective payment system.

The Congress should enact legislation to accelerate the rate of beneficiary coinsurance buy
down under the outpatient prospective payment system and establish a date certain for
achieving a coinsurance rate of 20 percent. This date should result in a time frame for
implementation consistent with other Medicare payment policy changes.

The Secretary should carefully monitor implementation of the outpatient prospective payment
system to ensure that:

* it does not have unintended, adverse consequences on beneficiaries’ access to care,
+ it does not compromise the quality of care delivered, and

* the annual reductions in beneficiary coinsurance as a share of total payment are realized.



Assessing the design and
impact of the hospital
outpatient prospective
payment system

ervices provided in hospital outpatient departments represent one

of the last major types of care to be shifted from cost-based

reimbursement policy by Medicare. The outpatient prospective

payment system to be implemented on July 1, 2000 will provide
better incentives to control costs in this rapidly growing sector of healthcare,
simplify a complex area of payment policy, and begin a gradual decline in the
disproportionate financial burden beneficiaries bear for outpatient services.
Transitional policies introduced in the Balanced Budget Refinement Act of 1999
will mitigate the potentially negative financial impacts for hospitals of moving to
the new payment policy. However, the administrative burden on hospitals of
moving to the new system should not be underestimated. The decrease in
beneficiary coinsurance and the transitional policies will raise Medicare program
costs. MedPAC supports the goals and broad outlines of the outpatient
prospective payment system, but has concerns about elements of its design and
implementation. Our recommendations highlight the need to monitor shifts in
practice patterns across settings, study changes in coding patterns over time,
decrease beneficiary financial liability for outpatient services more quickly, and

monitor beneficiary access to quality care.

CHAPTER

In this chapter

» Evaluating the design of the
outpatient prospective
payment system

* Transitioning to the new
payment system

» Updating payments and
considering volume control

* Assessing the impact of the
outpatient prospective
payment system

* Ensuring beneficiary access to
quality care
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The Health Care Financing
Administration (HCFA) will implement
the outpatient prospective payment system
(PPS) on July 1, 2000, putting in place
one of the last major elements of
Medicare’s transition from primarily cost-
based reimbursement to prospective
payment for most services. The design of
the system has evolved over a number of
years, with specific elements mandated by
the Congress in the Omnibus Budget
Reconciliation Act of 1986, the Balanced
Budget Act of 1997 (BBA), and the
Balanced Budget Refinement Act of 1999
(BBRA). This chapter evaluates the
design of the outpatient PPS, including the
classification system, the bundle of
services covered by payment, and the
setting of payment rates. It then discusses
the policies governing the transition to the
new payment system and the issues
inherent in updating payments and
addressing volume growth for outpatient
services. The final section assesses the
impacts of moving to the outpatient PPS
on providers, beneficiaries, and the
Medicare program.

The outpatient PPS will pay for facility
costs incurred by hospitals in providing
outpatient care to beneficiaries.
Physicians’ services and other
professional costs will be reimbursed
separately. The outpatient PPS centers on
a fee schedule. This approach lets
hospitals know their reimbursement in
advance, giving them an incentive to keep
costs below the fee schedule amount. This
represents a fundamental change in the
financial incentives facing hospitals.
Historically, hospitals were reimbursed
for services based on the lesser of their
reported costs or charges for delivering
care. Higher costs often led to higher
payments. In addition, cost-based
reimbursement led to large differences in
payments among individual hospitals
providing the same service. Until the PPS
is implemented, Medicare payment for
outpatient services will continue to be a
mix of cost-based, fee-schedule, and
blended payment methods, making it one
of the most complicated areas of Medicare

payment policy.

Prior payment methods for

outpatient department services

ntil the prospective payment
| | system (PPS) is implemented,
Medicare pays for outpatient

services through a mix of cost-based
reimbursement methods, fee schedules,
and blended payment. The
reimbursement method varies based on
the type of service provided.

In general, payments for non-surgical
procedures and emergency department
and clinic visits are equal to the lesser
of hospitals’ reasonable costs or
charges. For surgical services provided
in an outpatient department, payments
are based on the lesser of hospital costs
or charges, or a blend of costs or
charges with the ambulatory surgical
center payment rate. Similarly,
payments for radiology and certain
diagnostic services are paid on the
basis of costs, charges, and a blend of
the lesser of costs and charges with the
practice expense component of the
physician fee schedule.

Medicare pays for most other services
and items provided in the outpatient
department according to their own fee
schedules:

»  clinical laboratory services,

*  durable medical equipment,
prosthetics and orthotics, and
supplies,

+ end-stage renal disease services,

*  physical, occupational, and speech
therapy, and

« ambulance services.

Although these fee schedules and the
blended payment method for surgical
and radiology services have slowed
growth in Medicare payment rates,
volume and expenditures have
continued to rise, providing an impetus
for instituting a PPS. B

The growth of volume and expenditures
for outpatient services is an important
impetus for instituting a PPS. Despite a
leveling off of growth in the Medicare
fee-for-service population in recent years,
volume growth has occurred because of
increases in outpatient encounters per
beneficiary and services provided in each
encounter. According to MedPAC’s
estimates, both measures have increased
at an average annual rate of about 3
percent between 1994 and 1997. The
effect of volume growth on spending is
amplified by the growing intensity of
services provided—in other words,
services associated with higher resource
use and costs are provided more
frequently, driving expenditure growth
(Miller and Sulvetta 1994). MedPAC
estimates that since 1983, expenditures
have risen at an average annual rate of
more than 12 percent, slowing slightly to

10 percent annually between 1993 and
1998. Medicare expenditures for
outpatient services are estimated to be
about $18.6 billion in 1998, making
outpatient payments nearly 17 percent of
total payments to hospitals.

Moving to a PPS will accomplish a
number of goals. First, prospective
payment will provide hospitals with better
incentives to control costs. Second, the
use of a fee schedule will give the
Medicare program better tools for
containing overall costs for outpatient
services. Third, the use of a fee schedule
will simplify a complex payment system
and make payments more predictable and
more equitable across hospitals. The
outpatient PPS, in conjunction with
policies included in the BBA and BBRA,
will also reduce beneficiary financial
liability for outpatient services to a degree,
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and move slowly toward a more equitable
distribution of payments among the
program and beneficiaries. In designing
and carrying out the PPS, HCFA must
ensure adequate payment levels so that
beneficiary access to care and quality of
care are not compromised.

Evaluating the design of
the outpatient prospective
payment system

MedPAC supports the goals of the
outpatient PPS. The final rule presented
by HCFA provides a unified payment
system that moves the Medicare program
toward fully prospective payment. We
commend HCFA for its substantial efforts
in designing and refining the PPS.
MedPAC’s comments and
recommendations center on specific
elements of the payment system and
implementation issues.

Classifying services

Under the PPS, outpatient services are
classified into Ambulatory Payment
Classification (APC) groups, which are
intended to combine services that are
clinically similar and require comparable
resources. In response to legislation and
comments from industry and other groups,
HCFA made many changes to the APC
classification system originally set out in
its proposed rule (HCFA 1998). HCFA
incorporated these changes into its final
rule (HCFA 2000b). One major legislative
requirement was the BBRA provision that
limited the range of costs between the
most and least expensive services in a
given APC group to a factor of two: The
median cost of the most expensive service
in the group cannot be more than double
the median cost of the least expensive
service in the group, with some
exceptions.

The final rule includes 451 groups, while
the proposed rule included about 350
groups. However, the extent of change in

the classification system is greater than
these numbers might suggest. The
proposed rule included more than 100
groups for emergency department and
clinic visits, using a matrix definition that
included diagnosis as part of the
classification system. That system has
been dropped, at least for now, resulting
in fewer than 10 groups for emergency
and clinic visits. Many services were
reclassified into new groups and a number
of services were added to the outpatient
PPS that were previously to be paid for
only when provided in the inpatient
setting. These services include, but are not
limited to, some insertions, removals, and
replacements of pacemakers; transluminal
balloon angioplasty; bone marrow
transplantation; and surgical
laparoscopies, including
cholecystectomies. Finally, HCFA has
created a set of new technology APC
groups that will temporarily combine new
services based solely on costs. New
services will not be immediately placed
into clinically related, existing groups as
previously proposed.

In many ways, the expanded classification
system improves on the system originally
proposed by HCFA. Limiting the
variation in costs within an APC should
lead to a more accurate payment system.
The median cost of services in a group is
closer to the cost for each service in the
group. Therefore, there is less risk of
underpaying (overpaying) facilities that
consistently provide services that are
among the higher-cost (lower-cost)
elements within a group. In addition,
having a larger number of groups may
facilitate consistency of payment across
sites of care. The Commission continues
to be concerned by large differences in
payment for the same service provided in
different settings.

Although increasing the number of groups
has benefits, including fewer services in
each group may create problems.
Hospitals may have incentives to upcode,
to the extent that clinically related services

are now in separate groups due to
differences in costs. Increases in coding
intensity for non-clinical reasons have
been documented in the inpatient PPS
(Carter et al. 1991). A smaller number of
services per group also complicates the
placement of new and low-volume
services. HCFA has previously argued
that existing cost data do not support
creating separate groups for these
services, and setting payment rates for
single services or small groups implies a
level of precision that is not warranted
(HCFA 1998).

Defining the appropriate
bundle of services

The outpatient PPS provides incentives to
control costs by incorporating payment for
incidental ancillary services and items into
the payment amount for a given service.
For example, payment for surgery covers
the hospital’s costs for the operating and
recovery room, medical and surgical
supplies used in the surgery, anesthesia,
most drugs, and other incidental costs.
Previously, each item was paid for
separately on a reasonable-cost basis or
according to the appropriate fee schedule.
Bundling payment for incidental services
provides incentives to control the use of
such services and items because hospitals
retain any payments in excess of costs.
Increasing volume of incidental services is
thought to have played an important role
in the rapid rise in expenditures for
outpatient services in the 1980s (HCFA
1998).!

The bundle of incidental services and
items included within the payment for the
primary service has become smaller than
originally proposed because of provisions
in the BBRA and decisions made by
HCFA. Specifically, blood and blood
products will now be paid for separately,
rather than as part of the bundled
payment. HCFA has also created separate
categories for casting, splints and
strapping services, and certain high-cost
drugs. Corneal tissue acquisition will be

1 HCFA uses the term “packaging” to describe the set of inputs covered by the payment for a service. For consistency with other MedPAC reports, we use the term

“bundling.”
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paid for on a reasonable-cost basis. In
addition, some drugs, biologicals, and
medical devices will be subject to
additional pass-through payments—
additional amounts above the group
payment rate—in the short term; thus,
although these items remain in the bundle
of services, payment above the APC
group rate is possible.

Including fewer ancillaries in the payment
bundle for a given service may reduce the
incentives for efficiency. Additional
payments for certain drugs and devices
may undermine the goal of creating
incentives for efficient use of these
services which underlies the use of
bundling. The ability to bill separately for
additional incidental items and services,
such as casts and splints, could lead to
increased use of these services.> However,
the effect of this type of unbundling on
use depends on the relationship between
the payment for the item or service and
the marginal cost of providing it. If the
payment is equal to marginal cost, there
are no incentives to either over- or under-
use an item or service. If the payment is
above marginal cost, there is an incentive
to increase use. If the payment is below
marginal cost, there is an incentive to stint
on services by decreasing use. MedPAC
takes the position that Medicare should
pay the marginal cost of the efficient
provider, but recognizes the difficulty of
determining that cost.

Setting payment rates

All services in an APC group have the
same payment rate. Payment is derived
from the product of a measure of the
expected cost of the APC group relative to
the average costliness of all services (the
relative weight) and a factor that translates
the relative weight into a dollar amount
(the conversion factor). The process

HCFA used to calculate relative weights
for the APC groups and the conversion
factor used in setting payment rates was

established by statute. It relies on
historical cost and charge data to set
payment rates. After the conversion factor
is determined, it is reduced to
accommodate two budget-neutral
payment adjustments: outlier payments
and pass-through payments for new and
innovative technologies. The conversion
factor is $48.49 in 2000. (See Appendix A
for more detail on elements of the
outpatient PPS.)

This approach to setting payment rates
focuses only on the outpatient sector.
However, changes in technology, practice
patterns, and the organization of medical
services have led providers to offer the
same services in multiple ambulatory
settings. Ensuring consistency of payment
across sites of ambulatory care, therefore,
becomes an important issue. MedPAC
continues to be concerned with the
differences in payment rates for the same
service provided in alternative settings.
The financial incentives inherent in
payment differences could lead to
inappropriate decisions about where care
is delivered.

RECOMMENDATION 2A

The Secretary should monitor
changes in practice patterns across
ambulatory care settings to ensure
that differences in payment do not
lead to inappropriate shifts in site of
care.

Table 2-1 provides examples of the
differences in payment for the same
service in alternative settings for the year
2000. Under the outpatient PPS, hospitals
will receive $387 for a diagnostic
colonoscopy. If this procedure were
performed in a physician’s office, the
practice expense base rate—the
component of the physician’s fee
analogous to the hospital outpatient
facility fee—would be $192. If performed

in an ambulatory surgical center (ASC),
the facility payment would be $425. ASC
payments are moving to a PPS, and the
transition to fully prospective payment for
physician practice expenses will be
completed in 2002. Therefore, payment
rates are anticipated to change in these
settings. Nevertheless, monitoring
payment differentials will remain
important.

These differences may represent
underlying cost differences among
settings, such as levels of staffing and
critical care facilities provided or the case
mix of patients receiving services in the
different settings. Alternatively, they may
be anachronistic differences due to the
manner in which payment rates were set
historically. If the latter is true, differences
in payment across settings could lead to
shifting care among ambulatory settings
for financial rather than clinical reasons.
Such differences may also provide
incentives for a facility to change the way
it is identified for the purposes of billing
Medicare, in order to receive higher
payments.® Analysis is needed to
determine the magnitude of these
differences, the extent to which they
reflect underlying differences in the costs
of providing services in each setting, and
their impact on decisions regarding the
site of care.

Transitioning to the new
payment system

Moving to a fully prospective payment
system for outpatient services will change
the payments hospitals receive for the
services they deliver. Instead of receiving
payments based on their own reported
costs, all hospitals will be paid the same
base amount for a particular service,
adjusted for geographical differences in
input prices. Hospitals will fall along a
continuum with respect to their financial

2 Providers’ responses to financial incentives are also influenced by the extent of their control over the product, related potential costs (loss of reputation, for example), the
likelihood of oversight by physicians or others, and personal and professional ethics and values.

3 These incentives have been recognized by HCFA. The final rule for the outpatient PPS includes a discussion of the requirements that must be met for a facility to be
considered “provider based,” and hence eligible for payment under the outpatient PPS. A facility must be an integral and subordinate part of a main provider in order to

be considered provider based.
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Comparison of payment rates across settings for selected
high-volume ambulatory care services, 2000

Practice expense

Type of service HCPCS code Description OPD base rate  ASC base rate base rate*
Surgery 43239 Upper Gl endoscopy with biopsy $347 $425 $139
45378 Diagnostic colonoscopy 387 425 192
45380 Colonoscopy with biopsy 387 425 209
45385 Colonoscopy with lesion removal 387 425 260
66984 Extract cataract, insert lens 1,287 Q34 —
Radiology 71010 Chest X ray, one view 38 — 21
71020 Chest X ray, two views 38 - 26
73510 X ray of hip 38 - 25
70450 CAT scan of brain/head 237 — 188
76091 Mammography, both breasts 34 - 56
Diagnostic 93005 Electrocardiogram, tracing 18 — 17
93017 Cardiovascular sfress test 79 — 63
93307 Echo exam of heart 213 — 171
93880 Duplex scan of extracranial arteries 132 — 150
Clinic visit 99201 Office or outpatient visit, new patient 48 — 23
99213 Office or outpatient visit, established patient 48 — 22

Note:  HCPCS (HCFA Common Procedure Coding System|, OPD (outpatient department), ASC (ambulatory surgical center], G (gastrointestinal), CAT (computerized axial

tomography).

* Practice expense base rates are for services provided in nonacility seftings.

Source: HCFA 1999b, HCFA 2000a, HCFA 2000b.

gains or losses from moving to a new
system. Some will have a PPS payment
about equal to what it would have been
under prior law, and a fair number can be
expected to have greater payments under
the PPS. Other hospitals, however, may
receive PPS payments below previous
levels.

In the short term, these changes could
present financial challenges to hospitals
that receive less under the PPS than they
would have under the existing payment
system. To soften the impact for such
hospitals, the Congress included
transitional corridor payments in the
BBRA. The corridors are designed to
make up part of the difference between
payments that would have been received
under the old payment system compared
with the outpatient PPS.

To provide incentives for efficiency, the

full difference between PPS payments and

the estimate of what payments would have
been under prior law is not compensated.
The amount of transitional corridor
payment varies with the extent of the
difference between PPS payment levels
and estimates of payment under prior law,
and the time since implementation of the
PPS. The first efficiency incentive
provides a greater degree of subsidy to
hospitals with costs closer to parity with
PPS payments. Thus, to the extent that the
PPS payment amounts reflect the cost of
an efficient provider, more efficient
providers are given greater financial
protections. The second factor serves as a
transition over time, with declining
subsidies provided over the period
2000-2003. The text box on p. 40
explains the transitional corridors in more
detail, and Figure 2-1 illustrates the effect
of the efficiency incentives by showing

the impact of the transitional corridor
payments on total payments to a hospital.

HCFA projects that the transitional
corridors will raise total payments to
hospitals by 4.4 percent annually in 2000
and 2001 (HCFA 2000b). Total
transitional corridor payments will
decrease in 2002 and 2003, and end in
2004.

MedPAC concurs with the need for a
transitional policy. Although it is
complex, the approach laid out in the final
rule provides some cushion for hospitals
while maintaining incentives for
efficiency. Monitoring access to care will
be necessary, however, to ensure that
beneficiaries remain able to obtain needed
services as the PPS is carried out.

The BBRA also provided transitional
polices for incorporating innovative and
new drugs, biologicals,* and medical

4 Examples of biologicals include blood products, hormones, and antibodies.
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Calculating transitional corridor payments

he Balanced Budget
I Refinement Act established

transitional corridors to
partially offset losses hospitals might
experience as a result of the new
outpatient prospective payment
system (PPS). The amount of the
transitional adjustment depends on the
difference between PPS payments and
what payments for services provided
in the current year would have been
under previous payment policy.
HCFA determines what would have

been paid under previous payment policy
by establishing a hospital-specific
payment-to-cost ratio based on 1996 cost
reports.’ The ratio is then applied to
current-year reasonable costs.

In 2000 and 2001, for the first 10
percentage points of difference between
PPS payments and what payment would
have been under previous payment policy,
an additional payment of 80 percent of the
loss is made. For the second 10
percentage points of difference, an

Effect of transitional corridors on

total payments to hospitals,
2000-2003

Example of hospital with a PPS payment equal
to 75% of payment under previous policies

110%

4
- 80%

100% €

Q3%

Q0%

Total payment as percent of payme
under previous policies*

70%

T
110% 100% Q0%

60%

80% 70% 60%

PPS payment as percent of payment under previous policies

—e—— 2002

—4&——  2000-2001

Note: PPS (prospective payment system).

—&—— 2003

——— PPS payment

*Total payment equals PPS payment plus transitional corridor adjustment.

Source: MedPAC analysis of BBRA legislative language.

additional payment of 70 percent of
the loss is made. For the third 10
percentage points of difference, an
additional payment of 60 percent of
the loss is made. If the difference
between PPS payments and payments
under previous policy exceeds 30
percent, no additional compensation is
received. In years 2002 and 2003, the
percentage of the difference subject to
additional payments, and the percent
of the loss paid, declines.

Figure 2-1 illustrates total payments—
the PPS amount plus the transitional
corridor adjustment—for those
hospitals that are paid less under the
PPS than they would have been
otherwise. The longest diagonal line
shows the relationship between the
PPS amount and what payment would
have been under previous policies.
Hospitals will fall along a continuum,
represented by the x-axis. Some will
have PPS payments equal to or greater
than 100 percent of payment under
previous policies. For these hospitals,
no adjustment is made. Other hospitals
will have PPS payments below the
level of previous policies, and will
experience losses mitigated by the
transitional adjustment. The vertical
line demonstrates the transitional
adjustment for hospitals where PPS
payment is 75 percent of what it
would have been under previous
policies in each year. In 2000 and
2001, the transitional adjustments
bring hospital payments up from 75
percent to 93 percent of what
payments would have been under
previous policies. A smaller
adjustment is received in 2002 and
2003, bringing total payment up to 88
and 81 percent of what payments
would have been under previous
policies, respectively. B

5 This ratio incorporates the elimination of formula-driven overpayments, which were excessive payments made to hospitals under blended payment methods that

failed to adequately account for beneficiary coinsurance.
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devices into the outpatient PPS. Unlike
the transitional corridors, which address
hospital financial performance, these
provisions allow for additional payments
above the APC group payment rate—
termed pass-through payments—for
specific classes of items that are generally
included in the bundled payment. HCFA
has put forth detailed criteria to establish
items as eligible for pass-through
payments and to determine payment
amounts (see Appendix A for additional
detail on the transitional pass-throughs).

Although the transitional pass-through
payments may help to ensure access to
new and innovative technologies, they
may also dilute the ability of the
prospective payment system to provide
incentives for efficiency and cost control.
The mechanisms for establishing the pass-
through payments introduce cost-based
pricing into the PPS. Because data
collected during the pass-through process
will be used to establish future PPS
payment amounts, hospitals and
manufacturers have an added incentive to
inflate the prices of these products: both
current and future payments will increase
as a result.

The BBRA stipulates that the transitional
pass-throughs be applied in a budget-
neutral fashion—increased payments for
new technologies must be offset by
decreases in total payments for outpatient
services. This provision raises a concern.
Most studies have shown that new
technologies increase costs. Much of the
growth in spending for medical services is
tied to new technologies (Newhouse
1993). The pass-through payments for
new technologies pay hospitals for the
increased costs of these technologies but
do not account for their cost-increasing
nature. The budget-neutrality provision
leads to redistribution of payments among
services, rather than the provision of new
funds, when pass-through payments are
authorized. This approach is likely to have
a differential impact on hospitals by type;
community and rural hospitals will likely
see decreased payments, while teaching,
specialty, and large urban hospitals will
receive increased payments for new

technologies as they are introduced. The
impact on rural and community hospitals
will depend on the extent to which the
update process takes into account costs of
new technologies.

Updating payments and
considering volume
control

As required by the BBRA, the outpatient
PPS will be subject to an annual review of
classification groups and payment
weights. Based on these reviews, HCFA
will recalibrate the system and modify
groups at its own discretion. Decisions on
the payment groups and weights will be
made in consultation with an expert,
external advisory panel, similar to the
Relative Value Scale Update Committee,
which advises HCFA on changes to the
physician fee schedule. Detailed
information on the structure of the
advisory panel and its level of authority is
not available, although the group is
expected to assist in a review of payment
groups and weights in 2001.

Beyond establishing a schedule and
mechanism for reviewing payment groups
and weights, the process for updating
payments under the outpatient PPS
remains uncertain. By law, an update of
the hospital market basket index minus 1
percent can be used by the Secretary
through 2002. The Secretary has stated
her intention to do so, although she may
also design an outpatient-specific update
factor.

Careful consideration must be given to the
design of future update mechanisms.
Options include an expenditure target
system, which would limit total spending
for outpatient care, and an update
framework, which would consider the
individual factors influencing the costs of
providing care. However they are
structured, updates to the outpatient PPS
should take into account changes in the
underlying costs of providing care, the
costs of new technologies, coding
changes, and changes in complexity. The

update mechanism must also balance the
need to provide adequate payments to
ensure access to care with the obligation
to control costs by maintaining incentives
for efficiency.

In its March report, MedPAC
recommended that Congress refrain from
establishing a single expenditure target to
determine updates for physician services
and ambulatory care facilities (MedPAC
2000). Although the goal of consistency in
updates across settings is desirable—and
speaks to the Commission’s concerns
regarding differences in payment rates
across settings—a global expenditure
target is unlikely to accommodate the
complex and variable shifts in practice
patterns from inpatient to ambulatory
settings. Given the potential for shifts of
services among ambulatory care settings,
the Commission also stated that the
Secretary should not establish setting-
specific expenditure targets.

Designing an update mechanism is related
to the issue of ensuring volume control.
MedPAC has previously noted the
delicate balance required to develop an
update mechanism that counters the
incentives to increase use inherent in a fee
schedule, while also remaining flexible
enough to accommodate clinically
appropriate shifts in the site of care. As
medical technology advances, more
surgical and diagnostic services are
provided on an outpatient basis. Thus,
some increases in outpatient volume may
be appropriate. However, a fee schedule
provides incentives to increase the volume
of services delivered as a way to
maximize payments. In the case of
payments to hospital outpatient
departments, this incentive is softened by
the central role of physicians. Although
payments to hospitals will increase if
volume increases, physicians—not
hospitals—order the diagnostic tests,
surgeries, and other procedures that make
up the bulk of outpatient services. It is
likely, however, that hospitals have some
indirect influence on the volume of
outpatient services through hospital
policies and the direction provided by
medical staff.
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In the short term, no volume control
mechanism will be implemented for
outpatient services. The law does,
however, allow the Secretary to modify
updates in response to unnecessary
increases in the volume of services
provided. HCFA is currently assessing
alternative volume control mechanisms
for future implementation. Options
presented in the proposed rule included
variants on the expenditure target
approach used for physician services,
whereby future payment updates are
reduced in response to excessive increases
in volume, defined as increases that take
total expenditures beyond the target
amount.

Evaluating the nature of changes in the
volume of services delivered is
complicated by the incentives to improve
coding accuracy under the outpatient PPS.
Previous payment systems were not
always tied to the service codes reported
by hospitals; therefore, hospitals did not
have an incentive to code accurately.
Under the PPS, however, payment will be
tied to such coding and improved coding
can be anticipated.

Improved coding accuracy may lead to an
increase in coding intensity, in which
procedures related to greater resource use
may be coded more frequently than
clinically similar procedures related to
lesser resource use. For example, coding
for hospital inpatient evaluation and
management services has shown an
increase in intensity during 1993-1998
(MedPAC 2000). Lower-intensity visits
were coded less frequently and higher-
intensity visits more frequently over time.
This increase in coding intensity may
reflect actual changes in the case mix of
the Medicare population, changes in
coding and administrative practices, or
both.

RECOMMENDATION 2B

The Secretary should study the
accuracy of and changes in coding
practices with the implementation of
the outpatient prospective payment
system.

Previous research conducted on the
inpatient setting indicates that changes in
coding practices do significantly
contribute to changes in measured case
mix. In 1987-1988, the Medicare
program’s case-mix index (based on
diagnosis related group (DRG) data)
increased by about 3.3 percent. However,
approximately 50 percent of that increase
was attributed to changes in coding
behavior by hospitals and carriers (Carter
et al. 1991). More recent analyses by
MedPAC have assessed coding changes in
inpatient services by examining data
collected by HCFA. A HCFA contractor
had independent reviewers assign DRG
codes to abstracted medical records for
fiscal years 1996—-1999. Comparing these
independent codes to those assigned by
hospitals provides additional insight into
how coding changes occur over time. The
study found hospital coding to be more
intensive than that assigned by the
independent reviewers in 19961997, but
less intensive than the independent coding
in 1998.°

Because coding behavior is anticipated to
change with the implementation of the
outpatient PPS, similar analyses are
needed for outpatient services to separate
which changes in measured service mix
are attributable to true changes in resource
use versus changes in coding practices.
Although inpatient services are
reimbursed based on diagnosis or DRG
information, outpatient services are
reimbursed based on service use or APC
information. Measuring service-mix
change based on the APC system may
present some challenges, due to the
unavailability of APC group data until the
PPS is implemented. Also, because APC
group data are not tied to diagnosis, as the
DRG system is, analysis of coding
changes may require other approaches.

MedPAC will be considering options for
analyzing changes in coding intensity
during the coming year. MedPAC also
strongly encourages the Secretary to
conduct analyses similar to those
performed on the inpatient side to tease

out changes in service mix attributable to
coding and administrative practices versus
changes in the underlying resource use.

Assessing the impact of
the outpatient prospective
payment system

The outpatient PPS will affect hospitals,
beneficiaries, and the Medicare program
in different ways. Hospitals face the
administrative challenges of revising
billing systems and adapting to a new
payment system during a short time
frame. While they make this transition, the
inclusion of transitional corridors will
soften the financial impact of moving to a
PPS for hospitals that suffer losses under
the new system. Beneficiaries will see a
decrease in coinsurance payments, but
will still pay a disproportionate share of
total payments for outpatient services well
into the future. Medicare program
payments will increase as some costs are
shifted from beneficiaries to the program
and as cost-increasing transitional policies
are carried out.

Impact on hospitals

Although the outpatient PPS has been
under discussion for more than a decade
and a proposed system was laid out in
1998, there is little time between the
release of the final rule in April 2000 and
implementation of the new system on July
1, 2000. In that time, hospitals must revise
their information management and billing
systems and train staff to use them. In
addition, in some areas in which payment
was not previously tied to coding, such as
clinic and emergency visits, physicians as
well as hospital staff will need to be
trained how to properly code visits and
procedures. Some of the provisions of the
PPS will be difficult to administer, such as
the calculation of separate coinsurance
amounts for each APC group. Given the
short time frame, industry representatives
fear that hospitals and HCFA’s
intermediaries will not be sufficiently
prepared (Pollack and Scully 2000).

6 See the discussion of changes in inpatient PPS case mix in Chapter 5 for more detail.
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However, the industry is working closely
with HCFA to undertake training and
minimize disruptions as the new system is
instituted. HCFA has launched training
activities for both intermediaries and
hospitals.

Under the outpatient PPS, hospitals will
operate in an environment that rewards
efficiency more directly than in the past,
but they will also face financial risk if
they cannot control costs adequately. The
overall effect of the new payment system
on individual hospitals will depend on
their ability to adapt. The experience from
inpatient PPS implementation suggests
that hospitals can rapidly modify behavior
in response to new payment rules (Altman
and Young 1993, Russell 1989). Behavior
changes that might influence the impact of
the outpatient PPS on individual hospital
financial performance include improved
coding and increased efficiency (such as
limiting labor, supply, and overhead costs
incurred in providing outpatient care). As
hospitals make these changes and adapt to
the new policies, the transitional corridors
will provide respite from severe financial
losses.

Two classes of hospitals are protected
from the potentially negative effects of
moving to the outpatient PPS: rural
hospitals with up to 100 beds and cancer
hospitals.” Total payments to these
hospitals for covered services must be at
least equal to 100 percent of what they
would have been under previous payment
policy.® If outpatient PPS payments are
lower than they would have been, then
additional payments will be made. No
adjustments will be made if outpatient

PPS payments are above the pre-BBA
amount. This “hold harmless” provision
applies to small rural hospitals through
2003, and is permanent for cancer
hospitals. These provisions are not
required to be budget neutral.

MedPAC has previously recommended
that adjustments to payment rates, where
feasible, be based on patient
characteristics, rather than facility
characteristics. The final rule governing
the PPS does not include patient-level
adjusters. We reiterate our concern that
facility-level adjustments, such as those
for small rural and cancer hospitals,
provide differential treatment by hospital
class that is not necessarily tied to
underlying differences in the populations
served by these facilities. As required by
the BBRA, MedPAC will study the
appropriateness of using the outpatient
PPS for payments to cancer hospitals and
certain rural hospitals.

HCFA estimates that some classes of
hospitals will fare better under the
outpatient PPS than others. Table 2-2
presents estimates of annual changes in
total outpatient payments to hospitals
under the PPS, with and without the
transitional corridors, for 2000 and 2001.°
The distributional impacts excluding the
transitional corridors provide an
understanding of the effect of the PPS
alone. This is the system that will remain
in place after the transitional corridors end
in 2004 and shows the distributional
impacts of the long-term policy change.
Without the transitional corridors, overall
hospital payments would increase slightly
under the PPS (0.2 percent) due to the

hold-harmless provisions for cancer
hospitals.'® The estimates show that large
urban hospitals would have seen a small
(0.3 percent) annual decline in total
payments, and rural hospitals would have
experienced a larger, but still small,
decline of 1.8 percent. Among rural
hospitals, those with fewer beds could be
expected to experience large annual
decreases in payments (8.5 percent for
1-49 beds and 2.7 percent for 50-99
beds), while rural hospitals with 150 or
more beds would experience increases of
about 2.5 percent. In urban areas, only
hospitals with 500 or more beds are
projected to suffer losses (2.9 percent)
under implementation of the PPS in the
absence of the transitional corridors.
Considering the estimates by teaching
status, major teaching hospitals would
have experienced a reduction in total
payments of 3.7 percent if the outpatient
PPS were implemented without the
transitional corridors. Cancer hospitals are
expected to experience a slight increase in
total payments (0.8 percent) due to the
hold-harmless provisions.

In the short term, the distributional
impacts of moving to a PPS are muted by
the transitional corridors. After accounting
for the transitional corridors, most of these
estimated decreases become increases. For
all hospitals, annual payments will
increase by 4.6 percent in 2000 and 2001.
For hospitals also subject to the inpatient
PPS, the impacts are all positive, with
slight variations by location, bed size,
teaching status, and ownership. For
hospitals exempt from the inpatient PPS
(referred to as TEFRA hospitals'! ), the
impacts range from small, negative

7 HCFA's impact estimates under the proposed rule indicated that these hospitals would be severely affected by the PPS, with Medicare outpatient payments declining by
32 percent for cancer hospitals, 14 percent for rural hospitals with fewer than 50 beds, and 8 percent for rural hospitals with 50-99 beds (HCFA 1999a).

8 Payment under previous policies is defined as the hospital’s reasonable costs for providing covered outpatient services in the current year, multiplied by a base payment-
to-cost ratio for the hospital for 1996. The paymenttoost ratio is determined after the elimination of formula-driven overpayments, which were excessive payments made
to hospitals under blended payment systems that failed to adequately account for beneficiary coinsurance.

9 The PPS will be operating for only six months in 2000, so the actual impact for that year is half of that reported. Numbers are estimated impacts based on claims data
from 1996. In estimating the impacts, HCFA made no adjustments for future changes in volume and intensity or coding behavior.

10 For the impact estimates, HCFA included the hold-harmless provisions for small rural hospitals in the transitional corridors because they expire in 2004. The hold-
harmless provisions for cancer hospitals, however, are not included in the transitional corridors because they are permanent. The impact of other provisions of the BBA,

such as formula-driven overpayment elimination, on hospital financial performance are discussed in Chapter 5.

11 TEFRA hospitals are paid according to rules established by the Tax Equity and Financial Responsibility Act of 1982 and modified by the Social Security Amendments of

1983. See Chapter 6.
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Projected impact of outpatient prospective payment system

on payments to hospitals, 2000-2001

Percent change in total
Medicare outpatient

Percent change in total
Medicare outpatient

Number of payments excluding payments including
Hospital group hospitals transitional corridors* transitional corridors$
All hospitals 5,362 0.2% 4.6%
Non-TEFRA hospitals 4,828 0.1 4.6
Urban® 2,665 0.6 4.6
Large urban (>1 million) 1,505 -0.3 4.3
Other urban (<1 million) 1,160 1.8 5.1
1-99 beds 672 0.6 4.6
100-199 beds 924 1.3 5.2
200-299 beds 533 0.8 4.4
300-499 beds 399 1.8 5.2
500+ beds 137 -2.9 2.8
Rural 2,160 -1.8 4.4
1-49 beds 1,170 -85 3.3
50-99 beds 615 -2.7 4.4
100-149 beds 223 -0.2 3.8
150-199 beds 81 2.5 55
200+ beds 71 2.7 6.1
Teaching status
Minor 821 1.6 5.0
Maijor 269 -3.7 2.6
Nonteaching 3,738 0.5 5.0
Ownership status
Voluntary 2,816 0.6 4.7
Proprietary 752 -0.1 4.7
Covernment 1,260 -2.3 3.6
Cancer 10 0.8 0.8
TEFRA hospitals
Rehabilitation 147 -94 1.7
Psychiafric 281 21.3 27.9
Long-ferm care 65 -153 -1.7
Children's 41 -11.9 -3.2

Note:  TEFRA (Tax Equity and Fiscal Responsibility Act of 1982).
* Includes all BBRA provisions except the transitional corridor provisions that expire January 1, 2004.
§ Esfimates of change compared with prior policy payments, which reflect the payment methodologies in effect as of January 1, 2000, and prior fo July 1, 2000.
# Does not include the impact of reclassifications as allowed under section 401 of the BBRA.

Source: Adapted from HCFA 2000b.

impacts for long-term care and children’s
hospitals to a large, positive impact on
psychiatric hospitals. However, HCFA
states that the estimates for these hospitals
may be affected by differences in coding
and billing procedures for TEFRA
hospitals.

Impact on beneficiaries

The outpatient PPS carries out provisions
of the BBA designed to decrease
beneficiary financial liability for
outpatient services. Historically,
beneficiary coinsurance was based on
hospital charges, and Medicare program
payments were based on reasonable costs

minus beneficiary deductibles and
coinsurance. As hospitals’ charges have
increased more rapidly than costs over
time, beneficiaries’ coinsurance payments
have come to represent an increasingly
large share—currently around 50
percent—of the total payment that
hospitals receive. The BBA mandated that
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beneficiary coinsurance eventually equal
20 percent of the payment rate under the
outpatient PPS, similar to the coinsurance
rate in other areas of the program.
However, the process for achieving a 20
percent coinsurance rate—referred to as
the beneficiary coinsurance buy down—is
gradual and could take decades to achieve.
MedPAC has previously recommended
that Congress pass legislation to increase
the rate of the beneficiary coinsurance buy
down, thereby allowing for a more
equitable distribution of payments. We
reiterate that recommendation here.

RECOMMENDATION 2C

The Congress should enact legislation
to accelerate the rate of beneficiary
coinsurance buy down under the
outpatient prospective payment
system and establish a date certain
for achieving a coinsurance rate of 20
percent. This date should result in a
time frame for implementation
consistent with other Medicare
payment policy changes.

Under the outpatient PPS, beneficiaries
will, as a whole, pay a smaller share of
total outpatient payments than they did
under prior law. Historically,
beneficiaries’ coinsurance amounts were
specific to the hospital in which the
service was provided. Under the
outpatient PPS, however, all beneficiaries
will face the same schedule of
coinsurance amounts, adjusted to reflect
geographic wage differences.!?

The method used by HCFA to calculate
the coinsurance amounts leads to a
reduction of about 10 percent in
beneficiary coinsurance overall (HCFA
1999a). Those savings for beneficiaries
will be shifted to program spending; they
will not become net reductions in

payments to hospitals. The outpatient PPS
also limits beneficiary coinsurance
amounts for a given service to the amount
of the inpatient hospital deductible ($776
in 2000). About 15 APC groups have
national unadjusted coinsurance amounts
that meet this limit in 2000. Given that the
coinsurance amounts are frozen, the only
additional services that could be subject to
the limit will be new, expensive ones. '

As mentioned previously, the outpatient
PPS also implements the buy-down
provisions of the BBA. The buy down of
the beneficiary coinsurance rate will occur
on a service-by-service basis. Analysis of
the copayment amounts by APC in the
final rule indicates that when the
outpatient PPS is first implemented,
beneficiary coinsurance will represent, on
average, 47 percent of the payment rate
for a service.'* Buying this percentage
down to 20 percent is projected to take 45
years, on average (see text box, p. 47). In
contrast, the inpatient PPS for hospitals’
operating expenses was phased in over
four years, while the move to the
physician fee schedule took five years. A
more gradual, 10-year transition period
was used to adopt prospective payment
for hospitals’ capital expenses under the
inpatient PPS.

The average time to achieve the
coinsurance rate of 20 percent masks
considerable variation in the rate of
beneficiary coinsurance buy down among
services (Table 2-3). A few services,
including outpatient visits and new
technology APCs, will have coinsurance
amounts already limited to 20 percent of
the base payment amount. For these
APCs, there is no buy-down period. For
other services, achieving a coinsurance
rate of 20 percent will take decades.

MedPAC estimates that buying down the
coinsurance payment for computerized
axial tomography scans (APC group
0283) will take 71 years. For an upper
gastrointestinal endoscopy (APC group
0141), the buy down will take 52 years.
As discussed in the text box, these
estimates are dependent upon assumptions
regarding annual update amounts.

Impact on the Medicare
program

The Medicare program will benefit from a
simplified payment system that allows for
more predictable costs and better cost-
control measures. However, establishing
the PPS will lead to increased program
costs, even without increases in the
volume of services provided, partly due to
the shift in costs from beneficiaries to the
program. The transitional corridors and
hold-harmless provisions will also
increase spending.

HCFA projects that costs will increase by
$490 million in fiscal year 2000 and $3
billion in fiscal year 2001, and by a total
of $16 billion for fiscal years 2000
through 2004 (HCFA 2000b). The Office
of the Actuary estimates that about 20
percent of this increase is due to the
transitional corridors and hold-harmless
provisions. Almost 40 percent is due to
the one-time shift in costs from
beneficiaries to the program, which results
from the method HCFA used to calculate
the base coinsurance amounts for each
APC group. Approximately 1 percent is
due to the limit on beneficiary
copayments. The remainder (about 39
percent) represents increases in costs due
to the buy down of beneficiary
coinsurance over time and anticipated
increases in the volume of services
provided (Warfield 2000). These

12 Note that the relationship between previous coinsurance amounts and PPS coinsurance amounts for a given beneficiary will vary with a hospital’s historical charge
structure. If the hospital’s charge was above the median, the PPS coinsurance amount will be less than before; if the historical charge was below the median,
beneficiaries may actually face a higher coinsurance amount. Hospitals have the right to waive a portion of the coinsurance amount above 20 percent of the PPS
payment rate for an APC group, as long as they do so for all beneficiaries and for all services in the group.

13  The limit on coinsurance will be applied only after coinsurance amounts are subject to geographic wage adjustments. Thus, the services affected by the limit may vary

by location.

14 This figure is derived by dividing the unadjusted national coinsurance amount by the APC payment rate for each service. The percent coinsurance is then averaged
over all services. A coinsurance amount of $776 is used for services for which the unadjusted national coinsurance is above $776. This calculation is distinct from the
share of total payments paid by beneficiaries, because the latter is influenced by volume and service mix.
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Years required to buy down beneficiary coinsurance to 20 percent of payment,
for selected high-volume ambulatory payment classification groups

Years to
Initial achieve
APC Payment Coinsurance coinsurance 20 percent
Type of service group Group title rate amount share coinsurance*
Surgery 0141 Upper Gl procedures $347 $185 53% 52
0143 Llower Gl endoscopy 387 199 51 50
0246 Cataract procedures with IOL insert 1,287 624 48 47
Radiology 0260 level | plain film except teeth 38 22 57 56
0283 Level Il computerized axial fomography 237 179 76 71
0271 Mammography 34 19 57 56
Diagnostic 0366 Electrocardiogram 18 16 85 77
0097 Cardiovascular stress fest 79 62 79 73
0269 Echocardiogram except fransesophageal 213 114 53 52
Clinic or emergency visit 0600 Low-level clinic visits 48 10 20 0
0601 Mid-evel clinic visits 48 10 20 0
0610 Low-evel emergency visits 65 21 32 25

Note:

APC (ambulatory payment classification), Gl (gastrointestinal), IOL (intraocular lens).

* The estimated years to achieve 20 percent coinsurance is based on an assumed update of 1.9 percent. A higher update assumption yields a lower estimate. See text
box, p. 47, for more information on the beneficiary coinsurance buy down.

Source: MedPAC analysis of Addendum A, HCFA 2000b.

estimates include the compounded costs
of increased payments over time. They are
associated with implementation of the
outpatient PPS, but do not represent all of
the changes to outpatient payments under
the BBA. Other policy changes, such as
the elimination of the formula-driven
overpayment and the extension of capital
and operating cost reductions, reduced
outpatient payments substantially.'>

Although program costs for outpatient
services will increase, the program should
benefit from moving to a unified, simpler
payment system. Achieving the goal of
simplicity is hampered, however, by
layers of complexity introduced in the
BBRA. Considerable administrative
resources will be required to process the
outlier payments, pass-through payments,
transitional corridors, and hold-harmless
adjustments. In addition, the
administrative burden of setting up and
maintaining new claims processing
systems will be significant for HCFA, its
fiscal intermediaries, and hospitals.

Ensuring beneficiary
access to quality care

The move to a prospective payment
system represents a significant change in
how Medicare pays for outpatient
services, including the introduction of a
grouping methodology for payment, an
expanded list of outpatient procedures,
and a change in beneficiary coinsurance
amounts. In addition, the time allowed for
implementing the changes is short,
leading to significant administrative
challenges for hospitals. Given the scope
of the changes and the limited time frame,
the Commission strongly recommends
that the Secretary monitor various aspects
of the PPS to ensure continued beneficiary
access to quality services.

RECOMMENDATION 2D

The Secretary should carefully
monitor implementation of the
outpatient prospective payment
system to ensure that:

¢ it does not have unintended,
adverse consequences on
beneficiaries’ access to care,

¢ it does not compromise the quality
of care delivered, and

¢ the annual reductions in
beneficiary coinsurance as a share
of total payment are realized.

The Commission’s concerns about access
arise from structural aspects of the
payment system, the financial and
administrative impacts of the PPS on
individual hospitals, and the relatively
complex process for reducing beneficiary
financial liability for outpatient services.

The use of a grouped classification system
provides incentives to limit the use of

15 See Chapter 5 for a discussion of the impact of these reductions on hospital outpatient margins.
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Beneficiary coinsurance buy down

nder the outpatient prospective
l | payment system (PPS), each
Ambulatory Payment
Classification (APC) group has a
unique rate of coinsurance derived
from historical experience. The
average coinsurance rate across APC
groups is 47 percent. The Balanced
Budget Act of 1997 established a
system for buying the beneficiary
coinsurance share of total payment
down to 20 percent over time. This buy
down will be achieved separately for
each APC group. To reach a
coinsurance amount of 20 percent, the
coinsurance amount for an APC group
is frozen, while the total payment rate
increases with the annual updates. For
example, if an APC group has a total
payment of $1000 and a coinsurance
amount of $470, coinsurance equals 47
percent of total payment. Assuming an
annual update of 1.9 percent, total
payment would be $1019 in the next
year and coinsurance would remain at
$470, which is now 46 percent of total
payment. Once the coinsurance rate is
20 percent, the coinsurance amount
will also increase by the annual update.

The buy-down mechanism may be
stated as the following mathematical
relationship:

Coinsurance amount
Total payment X (1 + 1)

=0.20

Where r is the annual update rate of
growth and t is the number of years
required to achieve beneficiary
coinsurance liability of 20 percent.
This equation is then solved for t.

In Table 2-3, r is assumed to be 1.9
percent, HCFA’s estimate of the
hospital market basket for 2001 minus
1 percentage point. The outpatient PPS
payment rates will be updated by the
hospital market basket minus 1
percentage point in 2001 and 2002.

The estimate of the years required to
achieve the beneficiary coinsurance
buy down is sensitive to the growth
rate assumption. For this example, if a
growth rate of 3 percent is assumed,
then the average number of years
required to achieve the buy down drops
t029. 1

higher-cost services within a payment
group, even when they may be more
clinically appropriate than lower-cost
services in the group. Although this
incentive is diminished by the limitation
in cost variation among services in a
group, one service in a group may still be
twice as expensive as another. In addition,
the bundling of ancillary services and
items for payment may lead to stinting on
ancillary services and items. Financial
losses and/or the administrative burdens
resulting from transition to the PPS might
also lead hospitals to limit access to all or
some outpatient services for Medicare
beneficiaries. Although the transitional
corridors will minimize financial losses,
individual hospitals may still find it
difficult to contain costs and,
consequently, may limit the provision of
outpatient services to Medicare

beneficiaries. The phasing out of the
transitional corridors by 2004 increases
the potential for future access problems.
The administrative burden of carrying out
a new payment system in a short period of
time may also lead to access problems.

In addition to concerns about access, some
elements of the PPS raise quality
concerns. Expanding the list of services
that can be provided in an outpatient
setting to include services such as
insertion and removal of pacemakers,
surgical laparotomies, and bone marrow
transplantation entails an obligation to
ensure adequate quality of care for
beneficiaries receiving these services in
this setting. Although HCFA states its
expectation that only the least intensive
cases would be treated in an outpatient
setting, careful monitoring of the

outcomes of care for beneficiaries
receiving outpatient services previously
limited to the inpatient setting is
necessary. HCFA has indicated that the
use of observation beds will be monitored
to ensure that patients receiving these
services are not kept in observation beds
for an extended period instead of being
admitted to the hospital. However, to
ensure adequate quality, monitoring
should go beyond the extent to which
hospitals use observation beds after these
procedures are performed to include
analysis of the outcomes of care.

Finally, the process for buying down
beneficiaries’ disproportionate share of
payments for outpatient services is
relatively complex. Each APC group has
its own coinsurance amount, based on
historical charges. The reduction in
beneficiary payments as a share of total
payment takes place as the outpatient PPS
payment rates are updated each year. As
previously noted, the time taken to reach a
coinsurance rate of 20 percent varies by
APC group. Hospital representatives have
suggested that the APC-group-specific
changes in coinsurance amounts could
generate confusion for hospital billing
clerks and beneficiaries. Educational
efforts are needed to inform hospitals and
beneficiaries about the changes in
coinsurance over time.

The limits placed on balance billing by
physicians in the early 1990s provide an
example of implementing a policy meant
to limit beneficiary coinsurance. Physician
compliance with the balance billing limits
was a concern; non-compliance was found
to be primarily due to physicians’ poor
understanding of the law. Congress
passed clarifying legislation allowing
HCFA to enforce the limits and impose
sanctions if necessary (PPRC 1996).
Given the complexities of the buy down
and given previous experience with
implementing restrictions on balance
billing by physicians, it will be important
to monitor whether beneficiaries realize
the reductions in financial liability over
time.

The Secretary has noted her intention to
evaluate the operation of the outpatient
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PPS, but provides no specific plans to
monitor beneficiary access to care as the
PPS is implemented. Given the magnitude
of the change, significant resources should
be devoted to monitoring access. Access
and quality indicators that might be
developed include:

«  changes in the provision of services
in outpatient departments overall and
by hospital type,

+  shifts in the settings in which care is
delivered,

differential outcomes of care among
settings and pre- and post-PPS,

post-procedure admission rates for
services that shift from inpatient to
outpatient settings,

changes in hospitals’ willingness to
provide outpatient services to
Medicare patients,

rates of decrease in beneficiary
coinsurance amounts, and

other measures that could indicate
compromised access.

This recommendation is consistent with
our March report to the Congress, which
recommended that the Secretary make a
greater effort to ensure that the
considerable changes occurring in the
Medicare program not compromise
beneficiaries’ access to quality care
(MedPAC 2000). MedPAC will work to
develop appropriate methods for assessing
the adequacy of access to quality
outpatient services. ll
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