Letter to the Centers for Medicare and Medicaid Services (CMS) requesting a
genetics specialty under the Clinical Laboratory Improvement Amendments
(CLIA)

October 11, 2006

Leslie V. Norwalk, Esq.
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Centers for Medicare and Medicaid Services
7500 Security Boulevard

Baltimore, MD 21244

October 11, 2006

Dear Ms. Norwalk,

As members of the genetics consumer community, we are very concerned with the
quality of laboratories performing genetics testing in the United States. For this
reason, we are joining with Genetic Alliance, the Genetics and Public Policy Center,
and Public Citizen’s Health Research Group to encourage you to create a genetics
specialty under the Clinical Laboratory Improvement Amendments (CLIA) of 1988.

On September 26, 2006, the organizations listed above submitted a petition
requesting CMS to initiate rulemaking to create a genetics specialty under CLIA. The
petition laid out arguments supported by both qualitative and quantitative data in
support of this policy.

We believe that the establishment of a genetic testing specialty under CLIA
encourages new technology and ensures safety and accuracy when those
technologies are implemented. Today, there are more than 1000 diseases for which
genetic tests are clinically available, several hundred used in research, and even
more in various stages of development. Without a genetic testing specialty, CLIA
cannot adequately ensure that consumers receive genetic testing services that are
safe, accurate, and clinically useful.

We urge CMS to act quickly by issuing proposed regulations for a genetic testing
specialty under CLIA.
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