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	To:
	D-HH Providers who order viral load testing

	From:
	Joel Lefferts, PhD, Assistant Director, CGAT
Gregory J. Tsongalis, PhD, Director, CGAT

	Date:
	March 30, 2022

	RE:
	Testing Platform Changes to viral load testing for HCV, HIV, HBV, CMV, BKV and EBV



The Clinical Genomics and Advanced Technology (CGAT) Laboratory will be transitioning several viral load tests (quantitative nucleic acid tests) to different platforms. Most of these changes will have limited impact on ordering and reporting of results but improved automation with these updated tests will allow us to run these tests with increased frequency and in many cases will result in faster reporting of results. The specific information on each test is provided below.

These changes will take place in a stepwise fashion over the next 3-4 weeks. A summary of the relevant changes is provided below in the order they are expected to occur. Please email Samantha.F.Allen@hitchcock.org and Joel.A.Lefferts@hitchcock.org or call 5-8257 with any questions or concerns.

CMV viral load testing will be moving the Roche cobas CMV test
1. Starting week of 3/28/2022
2. Lower limit of detection will be 34.5 IU/mL (currently 50 IU/mL)
3. In addition to the normal IU/mL value, log10 transformed results will also be provided for improved monitoring of changes over time. For example: 6500 IU/mL and 3.81 log IU/mL
BKV viral load testing will be moving the Roche cobas CMV test
1. Starting week of 3/28/2022
2. This new test is the first FDA-approved/cleared test for both plasma and urine and will replace our current laboratory-developed test/procedure.
3. Reporting will now be aligned with the WHO International Standard for BKV with reporting in IU/mL instead of copies/mL. A conversion factor of 3.14 can be used if comparing results from our former reporting in cp/mL to IU/mL:
a. divide cp/ml by 3.14 to convert to IU/mL 
b. multiple the new IU/mL results by 3.14 to approximate the old cp/mL units
c. for example, 2,000 IU/mL (new) = 6,280 cp/mL (old)
4. Results will be provided in IU/mL and log IU/mL as mentioned above for CMV
5. There will be two different lower limits for reporting BKV urine (200 IU/mL) and plasma (21.5 IU/mL)
HBV, HCV and HIV viral load testing will be moving from the Abbott m2000 to the Abbott Alinity platform.
1. Most changes will be seen in the lab only with improved automation. 
2. Providers should notice limited changes in the interpretative comments provided indicating the new testing platform used. 
EBV viral load testing: Testing will be performed in CGAT at DHMC instead of outside reference lab
1. Testing currently performed at Mayo Medical Laboratories using the Roche cobas EBV test.
2. Same test will be used; only minor changes in report format should be expected
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