


—continued, Alpha-1 Advocacy

CMS reclassifies the sole therapy for the
treatment of Alpha-1.

Medicare Reimbursement:

« Advocates requested Congressional
support for the Ramstad/Pitts letter to
CMS Administrator Scully.

» Advocates requested Senate support
for a “Dear Colleague Letter”. Following
Advocacy Day many members of the
Senate wrote to Administrator Scully.
Through the urging of AlphaNet and
the Pennsylvania Alphas, Senator
Santorum (R-PA) initiated a letter and
asked all members of the Senate to join
him. Many Senators signed on in support.

» Advocates asked for an Alpha-1 specific
cost study that would provide govern-
ment sponsored data and protect
Alpha-1 treatment from extreme cost
reductions. Because Alpha-1 is a rare
disorder, CMS review of hospital claims
data does not represent the true cost
of treatment for Alpha-1. The cost study
was also designed to explore a home
health care benefit for Medicare
beneficiaries.

Rare Disease Funding:

» Advocates requested support for HR
4014, which doubles the budget for the
FDA, Office of Orphan Product Devel-
opment (OOPD) over the next four
years. The OOPD will use the majority
of this increase to fund clinical research
grants. New treatments for Alpha-1, in-
cluding gene therapy, may result from
the doubling of the OOPD budget.

» Advocates requested support for HR
4013, which doubles the NIH, Office of
Rare Diseases (ORD) funding over the
next four years. The ORD was estab-
lished in the early 1990s to meet the
neglected needs of 25 million Ameri-
cans suffering with 6,000 rare “orphan”
diseases in order to stimulate and
coordinate research in rare diseases.

Reimbursement Update

The Alpha-1 Foundation’s primary con-
cern is to ensure “access to care”, par-
ticularly for Medicare beneficiaries. To
achieve access adequate reimbursement
is essential. The Foundation has pursued
a multi-pronged approach to resolving
proposed cuts in Medicare benefits in the
hospital outpatient setting which include:
addressing administrative rule making,
garnering Congressional support, work-
ing with numerous coalitions and seek-
ing legislative relief.

The Foundation joined a Task Force
formed by the National Organization for
Rare Disorders (NORD). The Task Force
goal is to obtain an amendment to the
Social Security Act that will provide indi-
viduals receiving orphan therapies,
including the treatment for Alpha-1, with
reimbursement that is adequate to sus-
tain patient access.

The Task Force amendment requires
Medicare to model outpatient reimburse-
ment on other sites of service, such as a
physician’s office setting. This would be
preferable to using other methods of data
analysis which do no reflect the cost of
administering therapies for rare disor-

ders. The Task Force worked diligently to
have the amendment added to the Senate
Medicare reform bill and found that our
provision had been cut out in the final
draft. However, it now seems unlikely that
Congress will pass a Medicare Reform bill
prior to recessing. Numerous meetings
held with Task Force representatives and
Members of Congress resulted in strong
support for the amendment. Several Con-
gressional Members have vowed that
they will address rare disease therapies
with CMS Administrator Scully, request-
ing that CMS revise the reimbursement
rate prior to issuing the final rule on the
Hospital Outpatient Prospective Payment
System.
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Announcement

In their ongoing effort to keep the alpha-1
community up-to-date on Prolastin® ship-
ments, Bayer Direct announced a new
service offered through its toll-free
number: 1-800-305-7881 (Option #1). This
new service is available 24 hours a day
and provides regular updates on
Prolastin® shipments. The service fea-
tures a recorded announcement that is
updated weekly, or as new information
becomes available.

NOTE: Please notify your AlphaNet Co-
ordinator of any changes in your health
status, insurance coverage, nursing
services, and/or pharmacy concerns.
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