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This test was developed and its performance characteristics determined by PacificDx (CLIA: 05D2243972). It has not been cleared or approved by the US Foods and

Drug administration (FDA). The FDA has determined that such clearance or approval is not necessary. This laboratory is certified under the clinical laboratory

improvement amendments act of 1988 (CLIA-88) as qualified to perform high complexity clinical testing. Final diagnosis will be made by a healthcare professional after

reviewing and interpreting the results in correlation with other relevant clinical information. Diagnosis should not be made solely from the results of this test. No final

diagnosis is being made by PacificDx or Gemelli Biotech and shall not be held liable for interpretation of the results or effects or adverse events associated with

subsequent treatment.
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