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Laboratory Technical Bulletin

Topic:  Hepatitis B Viral DNA, Quantitative





        Date: 4-2011
	Test Name
	HBV DNA Viral Load 

	Test Code
	HBVVL

	Method
	Real-time quantitative PCR (RT-qPCR)

	Changes
	Update current HBV test to version 2.0, quantitative PCR

	Specimen
	2 mL SST serum or EDTA plasma, FROZEN

	Test Schedule
	Monday.  Analytical time 1 day.


Change: Effective April 2011, NorDx will begin using version 2.0 of the IVD HBV real-time PCR test for quantitative HBV viral load testing. The expanded quantitative range of the assay is 20 to 170,000,000 IU/ml.
Indications:  
Hepatitis B Virus is one of several viruses known to cause viral hepatitis infection. The Roche COBAS® AmpliPrep/ COBAS®  TaqMan®  HBV Test is intended to be used in the clinical management of patients with chronic HBV infection receiving anti-viral therapy.  It is not intended to be used as a screening test for the presence of HBV, or as a diagnostic test to confirm HBV infection.
Due to the increased sensitivity of the updated version of this HBV DNA assay, patients who previously tested with low or undetected HBV results may now show increased or detectable HBV viral loads.  However, the clinical significance of a viral load of <20 IU/mL is not known.
Specimen Collection:

· Collect blood in SST (serum separator tube) or EDTA (lavender top) tube

· Centrifuge specimen and aseptically transfer serum or plasma into sterile screw-cap tube 

· Freeze serum or plasma promptly and store frozen at -20°C to -80°C
· Dedicated tube only- no sharing of specimen for other tests

Result Reporting:  
Results are reported as either undetected or positive.  HBV DNA viral load results are reported in IU/mL.  The reportable quantitative range of this assay is 20 to 170,000,000 IU/mL.  A result of "Detected, <20 HBV DNA IU/mL" indicates that HBV DNA is detected, but the level present is less than the lower quantification limit of this assay. 
References:

Package insert, Roche Diagnostics, COBAS® AmpliPrep/ COBAS®  TaqMan® HBV test, v2.0. 2010
Additional Information:

Contact Hayley Webber, Ph.D., Molecular Technical Director or Monica Ianosi-Irimie, M.D., Ph.D., Laboratory Director, NorDx at (207) 396-7800. Email webbeh@mmc.org
