4% Ouarter

Deceniber 2007

In this Issue:

Payment System Final Rule

Administration Services

O 2008 Medicare Qutpatient Prospective

Q Strengthened Boxed Warnings for ESAs
Q Continued Payment for IVIG Pre-

Final Changes to the CY 2008 Hospitai”Outpatient Prospective

Payment System

The Centers for Medicare and Medicaid
Services (CMS) published the final
changes to the CY 2008 Medicare

Short Deseript
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-7~




Blood Product Reimbursement Report

December 2007

Final Changes to the CY 2008
Payment System (continued)

Payment for Part B drugs, including biood clotting factors,
will be reduced for CY 2008. Currently, CMS reimburses
_for separately payable drugs under the OPPS at average
sales price (ASP) plus 6 percent. For 2008, CMS will
reduce payment to ASP plus 5 percent. In an analysis of
actual cost data on separately paid drugs, CMS found that
hospitals were being overpaid with reimbursement set at
ASP plus 6 percent. Using the full CY 2006 year and
updated CCRs, the analysis found the equivalent average
ASP-based payment amount for separately payable drugs
and biologicals, including pharmacy handling costs, Is
equal to ASP plus 3 percent for CY 2008. Therefore,
further reductions in reimbursement for Part B drugs are
likely, potentially to the level of ASP plus 3 percent.

FDA Strengthens Boxed
Warnings for ESAs

On November 8, 2007, the U.S. Food and Drmug
Administration (FDA) approved revised boxed warnings
and other safety-related product labeling changes for
erythropoiesis-stimutating agents (ESAs). The warnings
address both cancer and chronic kidney failure patients.

The new boxed warnings emphasize that ESAs caused
tumor growth and shortened survival in patients with
advanced breast, head and neck, lymphoid, and non-
smalt cell lung cancer when they received an ESA dose
that attempted to achieve a hemoglobin level of 12 g/dL or
greater. The warning also notes that clinical data currently
are not available to determine whether a similar risk of
shortened survival or increased tumor growth existed for
cancer patients who receive an ESA dose that attempts to
achieve a hemaoglobin level of less than 12 gfdL. The
boxed warning clarifies that ESAs should only be used for
cancer palients with anemia specifically caused by
chemotherapy and not for other causes of anemia. ESAs
should be disconlinued once a patient's course of
chemotherapy has been completed.

The new labeling emphasizes that there are no data from
controlled trials demonstrating that ESAs improve quality
of fife for patients with cancer or for patients with HIV
undergoing AZT therapy.

For patients with chronic kidney failure, the boxed warning
stales that ESAs should be used to maintain a
hemoglobin level between 10 and 12 g/dl, and that
maintaining higher hemoglobin levels increases the risk
for death and for serious cardiovascular reactions such as
stroke, heart attack, or heart fallure, Additicnally, the new
labeling provides specific instructions for dosing
adjustments and monitoring for chronic kidney failure
patients who do not respond to ESA treaiment,

Additional information on labeling changes can be found
on the FDA’s website.

Hosplta! Qutpatient Prospectzve

The CY 2008 OPPS final rule also states that CMS will
continue ifs policy of requiring a single unit of the
transfusion CPT code 36430 (Transfusion, biood or blood
components) to be reported regardless of how many
transfusions occur on a single date of service, CMS
rejected public comments recommending identifying when
multiple units of blood or blood components are
transfused and triggering an additional discounted
payment for subsequent transfusion on the same date of
service. In the response, CMS reminds hospitals that
charges for the totality of all transfusion services provided
on a single date of service should be included when billing
CPT code 38430.

The CY 2008 OPPS Final Rule is available at:
hitp:/fwww.cms.hhs.gov/HospitalOutpatientPPS/HORD
Nist.asp

IVIG Payment for CY 2008

Under the CY 2008 OPPS final rule, CMS finalized a
proposal to continue to recognize payment for pre-
administration services for IVIG. IVIG pre-administration
services (G0332) will be paid at a rate of $37.71 for 2008.
CMS also indicates that it will consider the need to
continue separate payment for IVIG preadministration
services for 2009, including the potential to package this
service in future years.

Did You KNOW... that CMS has awarded
two more A/B MAC contracts?

CMS s replacing its current claims payment
contractors - fiscal intermediaries and cariiers - with
new contract entities called Medlcare Administrative
Contractors (MACs).

On October 24, 2007, CMS awarded the contract for
Jurisdiction 4 (American Samoa, California, Guam,
Hawaii, Nevada, and the Northern Mariana Islands) to
Palmetto GBA. Alsc in QOctober, CMS awarded
Jurisdiction 12 (Delaware, District of Columbia,
Marytand, New Jersey, and Pennsylvania) to Highmark
Medicare Services, Inc.

Background sheets and questions and answers related
to the awards are available at CMS’s websile
hitp:/Awww.cms.hhs.gov/MedicareContractingReform/0
2_What's%20New.asp#TopCiPage.

Editor’s Note: In the September 2007 newsletter, the reported
values for percent change in blood reimbursement for the
proposed 2007 APC payments were incorrect.

This news[eiter was compiled by Covance Market Access Services (hitp://fwww.covance.com/marketaccess).
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