Date: May 22, 2013
Change of Quantitative Cytomegalovirus PCR Testing Platform
Starting Wednesday, May 29th, 2013 the UHN/MSH Microbiology Lab will use the Roche AmpliPrep-Taqman instruments to perform Quantitative CMV PCR Testing on EDTA blood samples. We will continue to use the current CMV PCR Assay (Altona Diagnostics) for qualitative testing on all other specimen types. 
The new Roche assay is Health Canada licensed and fully automated.  On completion of the assay, the instrument will generate negative reports as CMV PCR Blood:  “not detected”. Positive reports will appear as numeric values (using scientific notation) and reported in International Units per millilitre (IU/mL); The conversion factor is 
1.1 copies/mL = 1.0 IU/mL. The assay name, unit of measure and conversion factor will appear in each report. 
Key differences between the Roche and Altona assays include the following:
	
	Current Test: Altona (Astra) CMV Assay
	New Test: Roche CMV Assay

	Instruments, Analysers and Lab Information System (LIS)
	· EasyMag-epMotion-RotorGene 
· Partial automation; requires manual analysis, calculations and result transcription
· Not LIS Interfaced (risk of transcription errors)
	· Cobas AmpliPrep-TaqMan

· “Walk-Away” automation; (no manual analysis )
· LIS Interfaced (no risk of result transcription errors)



	Health Canada License Status
	Research Use Only
	Health Canada licensed for In Vitro Diagnostic use

	Lower Limit of Quantitation and Unit of Measure
	100 copies/mL
	1.37E+02 IU/mL

(137 IU/mL)

	Upper Limit of Quantitation and Unit of Measure
	1.0E+07 copies/mL
	9.10E+06 IU/mL

(9,100,000 IU/mL)


If you have any questions or require additional information, please feel free to contact:
Dr. Tony Mazzulli MD, FRCPC, FACP 
Deputy Chief Microbiologist 
Tel. 416-586-4695 
Email: tmazzulli@mtsinai.on.ca 

Pauline Lo, Microbiology  Supervisor
tel: 416-586-3147 
e-mail: plo@mtsinai.on.ca 

John Ng, Charge Technologist
tel. 416 586-4800 ext. 4180 
email. johnng@mtsinai.on.ca
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