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Description 
Rheumatoid arthritis (RA) occurs when one’s immune system mistakenly identifies healthy body tissues as foreign 
and attacks them.  A multibiomarker disease activity blood test measures specific molecules within blood that are 
associated with RA.  Vectra DA is a multibiomarker disease activity blood test.  It measures twelve biomarkers of RA 
activity.  Measured levels of these twelve biomarkers are entered to an algorithm that generates a score.  Scores 
correspond to categories of risk of radiographic progression.  Three categories exist: High (defined as a score greater 
than 44), Moderate (defined as a score of 44-30) and Low (defined as a score less than 30).  

Policy
The use of a multibiomarker disease activity score for rheumatoid arthritis (eg, Vectra® DA score) is considered 
experimental / investigational for all situations as it does not meet TEC criteria # 2-5.

Policy Guidelines
Rationale:

1. The technology must have final approval from the appropriate U.S. government regulatory bodies:

The Vectra DA test is marketed as a laboratory service and is not currently subject to regulation by the FDA.  The 
laboratory where the test is analyzed (Crescendo Bioscience, located in San Francisco, CA) is licensed by Clinical 
Laboratory Improvement Amendments (CLIA).

2. The scientific evidence must permit conclusions concerning the effect on health outcomes:

Hambardzumyan et al. (2014) examined health records from the SWEdish FarmacOtherapy Trial.  They evaluated 
the Vectra DA test score at multiple timepoints to determine how predictive it is of radiographic progression (RP).  
Among 220 patients enrolled in SWEFOT, researchers demonstrated an association between Vectra DA score and 
rapid radiographic progression.  Radiographic progression was measured by modified Sharp / van der Heijde scores 
from radiographs of hands and feet.  The correlations described are for specific groups of patients at specific 
timepoints.  For example, patients with moderate Vectra DA scores at year 1 had significantly lower changes in their 
Sharp / van der Heijde scores during the subsequent year than those who had moderate C reactive protein (CRP) or 
disease activity score of 28 joints (DAS28) at year 1.  The relevance of the findings from this study is that Vectra DA 
may become a useful tool for guiding treatment choices in individual patients.

Van der Helm-van Mil et al (2013) showed that patients in remission according to their Vectra DA score had a lower 
risk of RP compared with those in remission according to one of two other scoring systems for rheumatoid arthritis.

3. The technology must improve the net health outcome:
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No studies have examined the effect of Vectra DA on net health outcome.  Documentation of the impact of Vectra DA 
scores on clinical decisions and subsequent patient outcomes is needed to address this point.

4. The technology must be as effective as any established alternatives:

The official Vectra DA website makes the following statement: Test results from Vectra DA are intended to aid in the 
assessment of disease activity in RA patients when used in conjunction with standard clinical assessment.  This test 
is not intended or validated to diagnose RA.

In 2012, results from the Vectra DA scores were significantly associated with the Disease Activity Score in 28 joints 
using the C-reactive protein level (DAS28-CRP).  Both of these tests are considered to be additive to standard clinical 
assessment.

5. The improvement must be attainable outside the investigational settings:

An improvement has not been demonstrated within an investigational setting.  Therefore, it is not possible to 
determine if an improvement is attainable outside investigation settings.

2021 Update: 

A search of the peer reviewed literature was performed for the period of April 2019 through January 2021. Findings in 
the recent literature do not change the conclusions on the use of a multibiomarker disease activity score for 
rheumatoid arthritis (eg, Vectra® DA score).  Therefore, the policy statement is unchanged.
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This policy statement relates only to the services or supplies described herein.  Coverage will 
vary from contract to contract and by line of business and should be verified before applying the 

terms of the policy.


