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0152U – KARIUS TEST
Infectious disease (bacteria, fungi, parasites, and DNA viruses), 
DNA, PCR and next-generation sequencing, plasma, detection 
of >1,000 potential microbial organisms for significant positive 
pathogens

PUBLIC COMMENT RATIONALE
Karius Test (0152U) should be priced by 
the Gapfill method.

There is no current code which is so 
close in method and purpose as to be an 
appropriate and accurate crosswalk.

CMS Annual Lab Meeting – June 22, 2020
KARIUS – Presenter:  Quinn, Bruce



CMS Annual Lab Meeting – June 22, 2020
KARIUS TEST

Purpose • Karius Test is a unique and highly complex next generation sequencing test which based on cell free 
DNA analysis of plasma (viral, fungal, bacterial). 

• Both systemic and localized infections can be identified.
• The test can be used when patients are on broad spectrum antibiotics and/or conventional 

culture/sensitivity testing has failed and/or when biopsy has failed or is contraindicated.  
• TAT is very rapid (24 hours).

Test • A complex and highly specialized extraction technique is required followed by high-depth sequencing 
of host and microbial cell free DNA followed by bioinformatics analysis of essentially all pathogens 
with DNA-based genomes (Blauwkamp et al., Nature Microbiol 2019).

• The complexity is similar to an NGS based liquid biopsy analysis of >50 tumor genes (81455, $2995).   
The Karius Test list price is $2000.   

Lack of 
Crosswalk

• Lack of crosswalk:  The complexity (and the methodology) is completely different than the far smaller 
targeted 12-25 pathogen viral panels (87633), which is NOT an appropriate crosswalk.  The 
technology, scope and comprehensiveness of Karius Test is completely different than this panel.

• Lack of crosswalk:  Test 0010U is an entirely different test and purpose, for strain identification of a 
known, identified bacteria, e.g. comparison of multiple patients for the strain lineage.  Mayo Clinic 
offers this test with a stated 30-40 day turnaround. https://www.mayocliniclabs.com/test-
catalog/Setup+and+Updates/65162

https://www.mayocliniclabs.com/test-catalog/Setup+and+Updates/65162


• Discussion
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