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agreement and found it legal’
The Third Circuit disagreed, argu-
ing that these agreements should
be presumed to be anticompetitive
unless there was evidence that
their purpose was not anticom-
petitive or that they had procom-
petitive effects.?

The court noted that Congress
intended Hatch-Waxman to in-
crease competition between brand-
name and generics manufactur-
ers in order to lower drug prices
for consumers. Though Hatch—
Waxman is silent on the legality
of pay-for-delay agreements, allow-
ing these agreements frustrates
the Act’s central procompetitive
purpose, since challenges settled
in that way simply divide monop-
oly profits between patent holders
and their potential competitors.
Consumers continue to pay higher
prices because they’re still forced
to buy only from the patent hold-
er, so the agreements have the
anticompetitive effect of protect-
ing monopoly pricing.

The FTC filed for Supreme
Court review of the Eleventh Cir-
cuit Court case in which the K-Dur
agreement was deemed accept-
able. The FTC’s petition was op-
posed by the solicitor general be-
cause the circuit courts had agreed
on the legality of pay-for-delay.
The fact that the Third Circuit
has now disagreed makes it more
likely that the agreements’ status
will ultimately be decided by the
Supreme Court. Indeed, the so-
licitor general reversed position

in October, filing a brief (regard-
ing a different case) asking the
Supreme Court to restrict pay-
for-delay agreements.

More immediately, the Third
Circuit’s decision casts a shadow
of uncertainty on the legality of
pay for delay. By extending the
reasoning used in cases dealing
with the exploitation of Hatch—
Waxman’s 180-day exclusivity win-
dow — wherein courts empha-
sized that patent holders’ attempts
to pay competitors to preserve
monopolistic conditions may vio-
late antitrust laws — in order to
invalidate pay-for-delay agreements
generally, the court substantially
broadened the scope of concern
about their use. Pharmaceutical
companies headquartered in Penn-
sylvania, Delaware, and New Jer-
sey, all covered by the Third Cir-
cuit, are already limited by the
court’s decision.

As courts appeared increasing-
ly friendly to pay-for-delay agree-
ments, their use increased. In
2005, only 3 settlement agree-
ments included reverse payments;
by 2008, there were 19, accord-
ing to the FTC. The Third Circuit
decision may dampen enthusiasm
for pay-for-delay arrangements
even outside the court’s official
geographic domain, diminishing
the incentives for both patent
holders and generics companies
to settle these disputes. Patent
disputes may be more likely to
proceed to court, and generics
may reach the market faster,
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which would result in lower prices
and potentially reduce the annual
cost to consumers of pay-for-delay
agreements — a figure that the
FTC currently estimates at $3.5
billion. On the flip side, this
limitation on settlement options
may drive up litigation costs,
which may be passed on to con-
sumers.

Either way, the Third Circuit
decision provides a weighty coun-
terbalance to others, offering an
analysis that emphasizes the anti-
competitive effects of pay-for-delay
agreements over both the rights
of patent holders to exclude com-
petitors by any means they choose
and the judicial interest in pro-
moting settlement. It may well
affect the relationship between
generic and brand-name pharma-
ceutical manufacturers, the degree
of competition in the pharmaceu-
tical market, and the prices we
pay for drugs.
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or 30 years, the Medicare hos-
pice benefit has played a key
role in shaping end-of-life care in
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the United States. Authorized by
the Tax Equity and Fiscal Respon-
sibility Act of 1982, the benefit
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was meant to improve the dying
experience for terminally ill ben-
eficiaries and to reduce the inten-
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sity and cost of health care ser-
vices at the end of life. After a
slow start, hospice became an in-
tegral part of Medicare, and near-
ly half of all people who die while
covered by Medicare now use the
benefit before death.

Medicare beneficiaries are eli-
gible for hospice when physicians
certify that their prognosis sug-
gests they have 6 months or less
to live and when they agree to
forgo curative therapies. The ben-
efit covers a broad array of palli-
ative and supportive services, and
hospice agencies receive per diem
payments ($151, on average) to
manage all care related to pa-
tients’ terminal conditions. There
is no cap on the benefit’s dura-
tion, provided that physicians cer-
tify that enrollees continue to
meet the eligibility requirements.
Medicare does, however, enforce
an aggregate cap for agencies, ef-
fectively limiting the total amount
they can receive (about $24,500
per beneficiary in 2011).

By many accounts, Medicare’s
hospice benefit has been an enor-
mous success. From its initial
focus on community-dwelling se-
niors with cancer, hospice has
expanded to offer access for a
much wider range of Americans
at the end of life. Although data
on its cost-effectiveness are mixed,
hospice appears to deliver valu-
able benefits to recipients, includ-
ing a reduced number of hospi-
talizations, greater attention to
emotional and spiritual needs,
improved pain management, and
greater patient and family satis-
faction.t

As hospice has grown, much
has changed in terms of the pop-
ulations that are served and the
care that they receive (see table).
In 1990, 16% of Medicare hos-
pice recipients had noncancer di-
agnoses; today, more than two
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thirds do, with conditions rang-
ing from advanced pulmonary
disease to heart failure to de-
mentia. Driven by the small por-
tion of enrollees with very long
hospice stays, the mean length of
use has increased considerably
— from 54 to 86 days over the
past decade. In contrast, the me-
dian length of use has changed
little, from 17 days in 2000 to
18 days in 2010 — a figure that
reflects the fact that a sizable
minority of beneficiaries enroll in
hospice only days before death.
The market for hospice care pro-
viders has changed markedly over
the past 30 years, transitioning
from a relatively small base of
locally run nonprofit agencies to
a larger market in which a slight
majority of agencies, some of
them with a national presence,
are run on a for-profit basis.

Because of the increased use of
hospice care and increased lengths
of stay, Medicare spending on
such services has more than
quadrupled over the past decade
to its current level of $13 billion.
Beyond the scrutiny that inevita-
bly accompanies increased govern-
ment spending, policymakers have
paid particular attention to the
emergence of a robust for-profit
hospice sector and increased use
by nursing home residents, rais-
ing questions about the extent to
which some agencies are aggres-
sively targeting more profitable
patients.? On the other hand,
there are also the continuing chal-
lenges of patients’ either enroll-
ing too late to benefit from hos-
pice or having to disenroll because
of prognostic uncertainty or agen-
cies’ concerns about exceeding the
aggregate cap.3

Despite the changes described
above, the hospice benefit itself
has changed little since it began,
with eligibility and payment poli-
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cies that generally take a uniform
approach for all users. Although
a one-size-fits-all approach was
feasible when most enrollees had
cancer diagnoses and lived at
home, it falters in the face of the
diverse diagnostic and residential
profiles of today’s users. Equally
important to consider is the hos-
pice benefit’s role relative to the
broader health care system. To
date, Medicare has treated hos-
pice as separable from the other
services and supports that bene-
ficiaries receive. Even in the Medi-
care Advantage program, in which
plans receive a capitated amount
to manage enrollees’ care, hospice
is the only traditional Medicare
benefit that is carved out (i.e., fi-
nanced and delivered separately).
The current approach to hos-
pice ensures Medicare beneficia-
ries the freedom to choose a well-
defined end-of-life care benefit,
but it has important trade-offs.
First, defining hospice eligibility
relative to the 6-month prognosis
mark is clinically arbitrary and
practically difficult, especially for
people with noncancer diagnoses.
Second, limiting hospice to pa-
tients who disavow disease-modi-
fying therapy enforces an artifi-
cial distinction between curative
and palliative therapy and poten-
tially impedes both enrollment
and quality of care.* Finally, carv-
ing out hospice from other Medi-
care services reinforces the no-
tion that such care falls outside
the core competencies expected of
providers such as nursing homes
and Medicare Advantage plans
and conflicts with efforts to in-
tegrate care and align incentives
across providers and settings.
To date, most efforts to re-
form Medicare’s hospice benefit
have centered on the “long-stay
problem,” with proposals focused
on increasing oversight of the
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The Medicare Hospice Benefit, 1990-2010.*

Variable 1990 2000 2010
Number of hospice users 76,500 513,000 1,159,000
Percent of patients who died while covered by 5.5 229 44.0
Medicare who had used hospice
Length of hospice stay (days)
Mean 67 54 86
Median 25 17 18
Percent of hospice users with noncancer diagnoses 16 49 69
Number of Medicare-certified hospice agencies 8067 2318 3555
Percent of hospice agencies that are for-profit 14.5¢ 32.6 53.9
Total hospice spending ($) 309 million 2.9 billion 13 billion

3

Except where noted, data for 1990 are from the Department of Health and Human Services
Office of the Assistant Secretary for Planning and Evaluation, and data for 2000 and 2010 are
from the Medicare Payment Advisory Commission. Dollars are not adjusted for inflation.

T The listed value is from the National Hospice and Palliative Care Organization.

certification process and alter-
ing the financial incentives that
reward long stays. Effective Jan-
uary 2011, hospice physicians or
nurse practitioners must have face-
to-face visits with patients before
recertifying them for benefit pe-
riods beyond 180 days. Under
the Affordable Care Act (ACA), the
Centers for Medicare and Medic-
aid Services has authority to re-
vise hospice payment methods,
as long as changes are budget
neutral. One recommendation
from the Medicare Payment Ad-
visory Commission is to make
long stays less profitable by ad-
justing payments to reimburse
providers at higher rates at the
resource-intensive beginning and
end of a hospice episode but at
lower rates in between.
Although these targeted re-
forms might effectively address
the narrow problems they seek
to mitigate, policies should also
aim to integrate timely, high-
quality palliative and end-of-life
care into the continuum of ser-
vices that beneficiaries receive.
Key to achieving this goal is en-
visioning the role of hospice as
operating within a coordinated
system of care rather than func-
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tioning apart from it. The 15-site
concurrent care demonstration
project that was authorized by
the ACA to allow patients to re-
ceive hospice and curative care
simultaneously is one step in this
direction. Another, more sub-
stantial step would be the mean-
ingful integration of hospice into
care delivered by Medicare Ad-
vantage plans, by accountable
care organizations, and under
bundled payment models more
broadly. In this context, benefi-
cial hospice and palliative care
services could be introduced at
any point in patients’ care, re-
gardless of their prognosis. This
approach could ensure greater
continuity of care and would be
consistent with the broader aim
of reorienting Medicare toward
the delivery of flexible, patient-
centered care driven by patients’
needs rather than by narrow
and potentially inefficient eligi-
bility and payment policies.
Despite the potential benefits,
subsuming hospice under an in-
tegrated payment approach en-
tails risks that would need to be
monitored.> A cornerstone of
hospice is its interdisciplinary,
team-based delivery of medical
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and nonmedical supports, and
beneficiaries must continue to
have access to these specialized
services and providers. It would
be a Pyrrhic victory if greater ef-
ficiency in end-of-life care were
achieved at the expense of need-
ed patient care. Consequently, the
ultimate verdict concerning hos-
pice’s integration into the broad-
er health care system will be
determined by the quality of end-
of-life care that patients receive.

For the past 30 years, the Medi-
care hospice benefit has offered
beneficiaries an essential alter-
native to traditional care at the
end of life, substantially improv-
ing their dying experience. Al-
though recent policy has in-
creasingly centered on ensuring
appropriate use, policymakers and
providers should also focus on
the broader aim of further incor-
porating hospice and palliative
care into the continuum of ser-
vices. If such efforts are suc-
cessful, hospice will ultimately
be viewed less as an escape from
traditional care at the end of life
and more as a central compo-
nent of high-quality care.
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