Date: 28th June, 2017
Cytomegalovirus Quantitative PCR Testing in Microbiology
Beginning 4th July, 2017 a new fully automated high capacity Roche cobas®6800 instrument/assay will be placed in service to replace the old cobas AmpliPrep TaqMan instrument. There is no change in specimen collection or ordering quantitative CMV PCR Test.  The AmpliPrep instrument will remain on standby to address unforeseen events. The name of instrument/assay used to perform test will appear on each report.
Compared to the old assay, the new CMV test has a higher analytical sensitivity, expanded quantitative range and approximately 0.2 log10 bias (higher) in reported values.  Change highlights are as follows:
	
	Old

AmpliPrep 
CMV assay
	New 

6800

CMV assay

	Limit of Detection 
	56 IU/mL
	20.6 IU/mL

	Lower Limit of Quantitation
	137 IU/mL
	34.5 IU/mL

	Upper Limit of Quantitation
	9.10E+06 IU/mL
	1.00E+07 IU/mL

	Report Comments
	· By Cobas AmpliPrep TaqMan CMV Assay

· EDTA plasma should be separated from whole blood within 6 hour of collection
	· By cobas CMV Assay on 6800 System

· EDTA plasma should be separated from whole blood within 24 hour of collection

	Test value correlation e.g. #1
	1.00E+03 IU/mL
	1.78E+03 IU/mL

	Test value correlation e.g. #2
	9.10E+06 IU/mL
	9.33E+06 IU/mL


With increased sensitivity, the new cobas®6800 PCR assay may detect more positives and at earlier times. 

Please share this notice with your team and anyone else (e.g. residents, fellows, etc.) who should be aware of this change.
For more information, questions, or concerns:

Please contact the Virology Lab (416-586-4800 ext. 4182) or the Medical Microbiologist on call through Mount Sinai Hospital locating (416-586-5133).
Change Notice:  Cytomegalovirus Quantitative PCR
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