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To: 	Dartmouth Health Providers 
       
From: Joel A. Lefferts, PhD, CGAT Associate Director; Debopriya Chakraborty, PhD, CGAT Clinical Fellow; Samantha Allen, CGAT Supervisor; Laura J. Tafe, MD, CGAT Medical Director
                
Date:	November 24, 2025
       
Re:     FDA-cleared congenital CMV (cCMV) Test Now Performed in the Laboratory for Clinical Genomics and Advanced Technology (CGAT) at DHMC


What is changing?
Effective Monday, November 24, 2025, DHMC Laboratory for Clinical Genomics and Advanced Technology (CGAT) will perform congenital CMV (cCMV) [LAB4397] testing in-house, on saliva and urine specimens from newborns ≤ 21 days old. The new in-house test for qualitative detection of CMV DNA replaces the Mayo Clinic Laboratories send out test [Cytomegalovirus (CMV) Molecular Detection, PCR, Varies] for newborns suspected of or being screened for congenital CMV infections. The Mayo CMV test should still be ordered patients older than 21 days or for specimens other than saliva or urine in newborns. 

This change does not affect current ordering practices for quantitative CMV DNA (viral load) testing.

Why are we making this change? 
This qualitative test is FDA-cleared to detect congenital CMV in infants, which is shed at high levels in urine and saliva, providing timely diagnosis for disease management and intervention prior to appearance of neurodevelopmental symptoms. In order to provide a more rapid turn-around-time to our providers with an FDA-cleared test specifically designed and validated for congenital CMV testing, we are now performing this testing in-house. 

What do providers need to do?
Please use test code LAB4397 (Congenital CMV, Qualitative) when ordering congenital CMV testing in newborns (≤ 21 days) for saliva and urine samples. Continue to use LAB913 for quantitative CMV DNA testing of blood in transplant patients or LAB3140 for qualitative CMV DNA testing for patients older than 21 days.

For questions or additional information, please contact:
joel.a.lefferts@hitchcock.org or the CGAT lab at 603-650-8257 (LabMolPath@hitchcock.org).
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