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AMERICAN SOCIETY OF HEMATOLOGY

1900 M Street, NW, Suite 200, Washington, DC 20036

September 3, 2008

Mr. Kerry Weems

Acting Administrator

Centers for Medicare & Medicaid Services
Attention: CAG-00400N

7500 Security Boulevard

Baltimore, MD 21244-8018

Re: Pharmacogenomic Testing for Warfarin Response
Dear Mr. Weems:

The American Society of Hematology (ASH) is pleased to have the opportunity to comment
on the national coverage analysis for pharmacogenomic testing for warfarin response. ASH
represents over 16,000 hematologists in the United States who are committed to the treatment
of blood and blood-related diseases. ASH members include hematologists and
hematologist/oncologists who regularly render services to Medicare beneficiaries.

Because bleeding is the primary adverse event associated with warfarin use, ASH
understands that there has been scientific interest in the potential of pharmacogenomic testing
to predict patients’ response to the drug. While the Society finds the scientific developments
in this area very interesting, at this time significant uncertainty remains regarding this new
and emerging technology and ASH does not support the use of pharmacogenomic testing
to guide initial dosing or ongoing treatment of warfarin.

The society strongly believes that it is much too premature for the implementation of such a
coverage policy in the general Medicare population based on currently available evidence.
ASH does, however, support the use of pharmacogenomic testing for warfarin responsiveness
in the context of randomized prospective clinical trials to establish the efficacy and safety of
this approach.

Thank you for the opportunity to submit these comments. Please do not hesitate to have your
staff contact Carol Schwartz, Senior Manager, Policy & Practice at ASH (202) 292-0258 or
cschwartz@hematology.org for any additional information.

Sincerely,

i

Kenneth Kaushansky, M.D.
President

cc: J. Roche, MD; CMS
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