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Laboratory Technical Bulletin

Topic:  Human Immunodeficiency Virus (HIV) HIV-1 RNA Viral Load Testing
	Test Name
	HIV-1 RNA Viral Load     

	Test Code
	HIVVL

	Method
	Real-time quantitative PCR (RT-qPCR)

	Changes
	Update current HIV test to version 2.0, quantitative PCR

	Specimen
	3 mL frozen EDTA plasma.  See below for specimen handling.    

	Test Schedule
	Thursday, Analytical time 1 day.


Change:  NorDx will perform HIV-1 RNA viral load testing using the Roche COBAS® AmpliPrep/ COBAS®  TaqMan®  HIV-1 Test, version 2.0.  The updated version of this RT-PCR assay offers increased sensitivity and improved ability to quantify HIV-1 groups M and O.  The quantitative range of this updated version of the assay is 20 to 10,000,000 copies/ml.   
Indications: This test is intended for use in clinical management of HIV-1 infected patients. The test can be used to monitor the effects of antiretroviral therapy by measuring changes in viral loads during the course of treatment. This assay is not intended for use as a screening test for the presence of HIV-1, or as a diagnostic test to confirm the presence of HIV-1 infection.
Due to the increased sensitivity of the updated version of the HIV-1 RNA assay, patients previously tested with low or undetected HIV-1 results, may now show increased or detectable HIV-1 viral loads.  However, the clinical significance of a viral load of <20 copies/mL is not known.
Specimen Requirements:  HIV viral RNA is especially vulnerable to degradation if not processed according to protocol.
· Collect blood in 4mL or 7 mL EDTA (lavender top) tube
· Centrifuge specimen and aseptically transfer plasma into sterile screw-cap tube within 6 hours of collection (duplicate aliquots of at least 1.5 mL plasma are recommended)

· Freeze 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.   HIV-1 RNA viral load is reported in copies/mL.  The reportable quantitative range of this assay is from 20 to 10,000,000 copies/ml.  Positive results below 20 copies/ml are reported as:  Detected, but <20 copies/mL.
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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, or Email webbeh@mmc.org
