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The American Clinical Laboratory Association (ACLA) appreciates the opportunity to provide comment to the Molecular and Clinical Genetics Panel of the Medical Devices Advisory Committee on Direct to Consumer (DTC) Genetic Tests.  ACLA members recognize that genetic testing is a cornerstone of personalized medicine, bringing us better-targeted and more patient-centered care. This approach is translating into longer lives and better quality for patients with leukemia, multiple cancers, heart disease, and HIV, among many others.  

Members of ACLA are proud to be at the forefront of delivering innovative genetic tests in partnership with healthcare providers and the patients they serve.  ACLA members perform genetic testing services but do not market those services directly to consumers or patients. Testing is performed in clinical laboratories, regulated under the Clinical Laboratory Improvement Amendments of 1988 (CLIA).      
When genetic services are marketed and delivered directly to the consumer without important input before and after testing from a qualified healthcare provider or genetic counselor, gaps in understanding can result in serious negative consequences.  Consumers should rely upon the advice of a qualified health provider or genetic counselor to identify which genetic tests are appropriate for the purpose for which testing is being sought, and to understand the implications of the test results.  
Some DTC entities are marketing testing for the propensity of developing disease conditions, which often involves providing a statistical estimate of the risk of a medical condition or disease in the future using genome-wide disease associations.  This type of testing may be informative, but requires enhanced communication between the consumer and a qualified healthcare provider or genetic counselor so that meaningful action to reduce the chance of developing disease can be taken and to avoid unintended adverse consequences.  In particular, consumers might easily conclude that a medical condition or disease for which a future risk is predicted—even as a remote possibility—will absolutely occur in the future.  Such risks may never come to fruition, even with “above average risk.”  Thus, some consumers could be confused and frightened because they may have limited understanding of the meaning or real significance of the test results.    These unintended consequences can be minimized when appropriate medical personnel are involved in the test ordering, reporting and consultation, as appropriate.
Clinical laboratories are currently regulated by both CLIA and state agencies.   There are additional safeguards that ACLA requires of its member laboratories, including the requirement that its members gain accreditation by an independent, CLIA recognized organization, such as the private College of American Pathologists (CAP) accrediting organization. Such independent accreditation provides important additional assurance that patients are receiving the highest quality testing and result information. Moreover, it supports compliance with state and federal laws governing the process of test ordering and result delivery.  

DTC entities themselves are not CLIA regulated, and some appear to be making claims that may be misleading.  ACLA supports state and federal investigations by the appropriate authorities to determine whether DTC entities are in full compliance with all applicable regulatory requirements and that the test claims can be substantiated and are not misleading.  The U.S. Federal Trade Commission has the authority to investigate any advertising claims and take action should it find they are false or misleading.  DTC advertising should include all relevant information regarding capabilities and limitations of the tests, and contain a statement referring patients to qualified health providers or genetic counselors to obtain further information. 
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