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Technical Laboratory Bulletin

Topic:  Hepatitis C virus; HCV RNA Viral Load Testing



	Test Name
	HCV RNA Viral Load 

	Test Code
	HCVVL

	Method
	Real-time quantitative PCR (RT-qPCR)

	Changes


	Testing will now be performed at NorDx using the FDA approved Roche COBAS Ampliprep/TaqMan PCR system.

	Specimen


	6 mL whole blood in an EDTA tube or SST serum separator tube. See below for specimen handling.

	Test Schedule
	Thursday.  Analytical time 1 day.


Change:  Effective February 2009, NorDx will begin HCV RNA viral load testing on plasma or serum using the Roche COBAS AmpliPrep/ TaqMan® HCV real-time PCR platform.  The reagents have been developed for the quantitation of the six HCV genotypes.  This test targets the highly conserved 5' untranslated region of the HCV.  The reportable quantitative range of the assay is FDA approved at 43 to 69,000,000 IU/ml.  The limit of detection (LOD) is 18 IU/ml.
Indications:  The HCV RNA RT-PCR viral load assay is a target amplification assay for the direct quantitation of Hepatitis C Virus RNA in plasma or serum of HCV infected individuals.  Hepatitis C infections can range in severity from a mild illness to a serious chronic illness.  Acute infection can lead to chronic infection in many individuals.  Chronic hepatitis C infection is a serious disease that can result in long-term health problems.   Hepatitis C is the leading cause of cirrhosis and liver cancer and the most common reason for liver transplantation in the United States.  Hepatitis C virus is passed from person to person.   People can be infected with the hepatitis C virus by sharing of blood such as with contaminated needles, high risk sex with an infected individual, and from an infected mother to her infant during pregnancy and childbirth.  This assay is not intended for screening, establishment of HCV infection, or measurement of antibody to HCV. 
Specimen Processing:

NOTE: RNA is especially vulnerable to degradation if not processed according to protocol.

A.
 Collection

1.
Peripheral blood collected in 4mL or 7 mL K3EDTA(0.15%v/v solution) tube or a serum separator tube.

a.            Minimum volume: 6 mL EDTA whole blood, or 3 mL Serum
b.
Dedicated tube only- no sharing of specimen for other tests 

c.
Process as below within 4 hours of collection.

B.
Processing Whole Blood 

1.
Centrifuge specimen at 1000 x g for 10-15 minutes within 4 hours of collection. Do not clarify specimen further.

2.   
Aseptically remove and aliquot plasma or serum (do not disturb white cell layer) into sterile unbreakable tubes (duplicate aliquots of at least  1.5mL plasma or serum are recommended).

3.
Freeze plasma or serum within 30 minutes of separation.

4.
Stored frozen at -20°C to -80°C. 

Note: Avoid repeated freeze/thaw of the samples. Moderately hemolyzed or lipemic are acceptable.

Result Reporting:  Results are reported as either undetected or positive.   HCV RNA Viral load is reported in IU/mL.  Reportable quantitative range of the assay is from 43 to 69,000,000 IU/ml.  Positive results below 43 IU/ml are reported as:  Positive <43 IU/ml.  The limit of detection (LOD) is 18 IU/ml.
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Additional Information:  Contact Hayley Webber, Ph.D., Assistant Technical Director, NorDx, (207) 885-7921 or Email at webbeh@mmc.org
