[ PROTHROMBIN PCR (PTPCR)

Normal
Factor V/Prothrombin Gene Mutation Analysis was developed and its
performance determined by the UWHC Clinical Laboratory. It has not been

cleared or approved by the U.S. Food and Drug Administration. However,
the

FDA does not require licensure of analyte specific reagents since the
laboratory is approved, under CLIA, for high complexity testing.



