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Transmittal 12381 issued November 24, 2023, is being rescinded and replaced by Transmittal 12415, 
dated December 19, 2023, to update the Background section to revise the QW code information 
among the 80 tests and to add 24 new waived tests with their corresponding QW codes approved by 
the FDA as of December 5, 2023. In addition, the attachment and CR summary has been updated. All 
other information remains the same. 
 
SUBJECT: New Waived Tests 
 
 


