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Drug Discount Program Offers Lessons for CMS

BY JOYCE FRIEDEN

Associate Editor, Practice Trends

he experience of the drug dis-

count card program that Medicare

beneficiaries participated in prior

to the launch of the Medicare drug ben-

efit offers some lessons for the Centers

for Medicare and Medicaid Services, the

Government Accountability Office said in
tWO reports.

In its first report, the GAO said that al-

though the Centers for Medicare and Med-
icaid Services (CMS) had identified and
corrected some problems with the entities
that sponsored the drug cards, it also “had
some limitations with respect to the time-
liness of oversight activities and the guid-
ance provided to sponsors.”

For instance, the report noted, “CMS fi-
nalized guidance on how drug card spon-
sors should report data on price conces-
sions  from  manufacturers and
pharmacies in November 2004, about 5

months after the program began. Ac-
cording to CMS, as of August 2005, the
overall quality of that data remained
questionable, with problems such as out-
liers and missing data.”

The report also noted that a CMS con-
tractor requested two preenrollment in-
formation packets from six drug card
sponsors.

“All the packets were noncompliant
with program requirements,” the report
said. “Most packets were missing materi-

levels are at least partly associated with impaired ETg
receptor-mediated clearance.”® Furthermore, the long-
term administration of a selective ETy receptor antagonist
was found to have unfavorable effects on vascular
remodeling.* This is in sharp contrast to the benefits of
selective ET, antagonism.™

THE DIFFERENCE LIES IN ET, SELECTIVITY

Vasoconstriction, cellular proliferation, and vascular
remodeling are the hallmarks of PAH.? Studies have
demonstrated that selective ET, antagonists play a pivotal
role in the regulation of ET-1 levels in PAH and have been
beneficial for vascular remodeling.*”*

ET-1 AND RECEPTOR-MEDIATED ACTIVITIES

Highly selective ET, blockade maintains ET-1 clearance,
NO and PGl, levels, and reduces or maintains circulating
ET-1 levels, resulting in vasodilation, increased blood
flow, and repair of remodeled vasculature compared to
less selective agents.”** {See Figures 1,2)

HOW SELECTIVE TO ET, SHOULD
TREATMENT BE?

The more selective, the better. One should always be
aware of the varying degrees of selectivity, as they
equate to differences in blockade of the ET, and ETy
receptors and resulting levels of ET-1.5%" Figure 3 illustrates
the difference between a less selective agent and highly
selective agents. These in vitro selectivity ratios demonstrate
the stark differences in ET, selectivity. Figure 4 depicts
how agents with low selectivity of the ET, receptor
(<2400) increase ET-1 levels whereas highly selective ET,
receptor (>2400) antagonists have been shown to
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Effect of ET, receptor selectivity on ET-1 levels®'
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decrease ET-1 levels or leave them unchanged.®®™
The benefits of ET, selectivity are being recognized.

TOWARD BETTER OUTCOMES IN PAH

Currently, there are no highly selective ET, antagonists
available for the treatment of PAH. In vivo studies have
shown that highly selective ET, antagonism may lead to
better overall outcomes.”®"
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als required by CMS and some materials
had not been previously approved for dis-
tribution by the CMS contractor. The
contractor never received several re-
quested packets.” CMS told the GAO that
it had worked with the sponsors to resolve
the problems.

For its part, CMS said in a letter to the
GAO that the report “did not paint a full
picture of the depth and breadth of the ac-
tual monitoring and oversight activities.”
Dr. Mark B. McClellan, CMS administra-
tor, acknowledged that with the discount
card program, “we have learned many
valuable lessons that will inform our fu-
ture efforts as we plan for the drug bene-
fit in 2006.”

The second report looked at CMS’s
beneficiary and outreach education ef-
forts for the discount card program. In
general, the GAO found that “CMS’s ef-
forts did not consistently provide infor-
mation that was clear, accurate, and ac-
cessible, and they collectively fell short of
conveying program features.” The report
did add, however, that the GAO got this
impression by looking at assessments
that CMS has done on its own programs,
and “these assessments acknowledge the
actions taken by CMS to address some of
these problems.”

Beneficiary confusion about the dis-
count card program was a particular prob-
lem, the report said. In spite of CMS’s out-
reach efforts, “beneficiaries confused the
drug card with the 2006 prescription drug
benefit, and some beneficiaries did not en-
roll because they were under the impres-
sion that Medicare would be sending them
a card. Furthermore, the concept of a pri-
vate drug card sponsor was difficult for
many beneficiaries to understand.”

Beneficiaries also were confused about
eligibility, the report said. CMS’s own re-
search found that some beneficiaries
might not have enrolled because they
thought they were not eligible for the dis-
count cards. “Specifically, many benefi-
ciaries incorrectly thought that the drug
card was only for low-income people, and
those who likely qualified for the $600 in
transitional assistance did not believe they
qualified for it, even after having the in-
come criteria explained to them,” the re-
port noted.

In response to the second report, Dr.
McClellan said that it, like the first report,
did not address the “full picture of the
depth and breadth of the actual activities
undertaken.” Dr. McClellan said that the
number of education and outreach activ-
ities was “unprecedented for a program of
limited duration.”

As he had done in the first report, Dr.
McClellan said that the lessons learned
from this portion of the discount card
program would be applied to the drug
benefit.

But he also added, “From a public ser-
vice perspective, the most important ques-
tion about the drug discount card is
whether the program provided discounts
and access to prescription drugs for any
beneficiary who wanted help. The answer
is yes, immediately.” n

The reports are available at www.gao.gov.
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