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For the Helix COVID-19 test, Helix provides an end-to-end system that includes the following:
• Fully kitted collection system with anterior nares swab for self-collection and an ambient temperature and transport 

stable media in a barcoded tube 
• Accessioning, extraction, and testing in Helix’s high-complexity CLIA/CAP laboratory in San Diego
• qRT-PCR assay run with the ThermoFisher TaqPath COVID-19 Combo Kit on the ThermoFisher QuantStudio 7 

(authorized under FDA EUA)
• Integration with healthcare professional ordering systems
• Return of results to ordering healthcare professional with an option to return to the patient
• Next day turnaround following sample receipt at the San Diego laboratory
• Reporting to public health agencies

• The Helix COVID-19 test is run using the ThermoFisher TaqPath 
COVID-19 Combo Kit on the ThermoFisher QuantStudio 7 
(EUA200010 )

• Helix will scale to 10,000 RT-qPCR tests daily

*Sensitivity and specificity evaluated in a mix of clinical remnants and contrived clinical 
samples at Helix’s San Diego laboratory. 95% confidence intervals are shown. On clinical 
specificity, we have never observed a false positive in any experiments.  

The Helix COVID-19 Test

Intended use: The SARS-CoV-2 assay is a real-time RT-PCR test intended for the qualitative detection of nucleic acid 
from the SARS-CoV-2 in upper respiratory nasopharyngeal (NP), anterior nares (AN), and oropharyngeal (OP) swab 
specimens from individuals suspected of COVID-19 by their healthcare provider.

Results are for the identification of SARS-CoV-2 RNA. The SARS-CoV-2 RNA is generally detectable in respiratory 
specimens during the acute phase of infection. Positive results are indicative of the presence of SARS-CoV-2 RNA; clinical 
correlation with patient history and other diagnostic information is necessary to determine patient infection status. Positive 
results do not rule out bacterial infection or co-infection with other viruses. The agent detected may not be the definite 
cause of disease. Laboratories within the United States and its territories are required to report all positive results to the 
appropriate public health authorities. Negative results do not preclude SARS-CoV-2 infection and should not be used as 
the sole basis for patient management decisions. Negative results must be combined with clinical observations, patient 
history, and epidemiological information. The assay is intended for use by qualified and trained clinical laboratory 
personnel specifically instructed and trained in the techniques of real-time PCR and in vitro diagnostic procedures. The 
assay is only for use under the Food and Drug Administration’s Emergency Use Authorization.
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Test system overview

Collection system

• Helix provides a full collection kit for its tests (swab + transport media), which relies upon anterior nares swabs that can 
be self-collected by individuals with oversight from a healthcare professional

• Other respiratory swabs, such as nasopharyngeal swabs, are also validated for use
• Helix uses Primestore MTM as its primary transport media, which does not require cold chain or special handling for 

transport
• Helix can also receive traditional viral transport media (VTM); however, this requires special handling for transport 

Note: Helix has investigated the feasibility of saliva as a collection type with Renown Health and UC San Diego.  Unfortunately saliva 
lacked sufficient sensitivity in community populations [link].  Helix’s data is consistent with other studies in the community setting, where 
saliva has lower sensitivity than nasal swabs using RT-PCR. 

• Helix is equipped to take orders from physicians, pharmacists, or other healthcare professionals and provide clinical 
return of results to the ordering professional

• Helix also offers the ability for patients to receive a direct return of clinical results

Clinical Performance Studies

Limit of detection 
(Viral copies / mL)

1,000

Sensitivity* (PPA) 100% (92.9 - 100%)

Specificity* (NPA) 100% (89.8 - 100%)

Test description and performance characteristics

Order integration and return of results

https://www.medrxiv.org/content/10.1101/2020.05.11.20092338v2
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The Helix Laboratory

• High-complexity, CLIA-certified, CAP-accredited facility with a demonstrated track record of powering high-volume 
clinical projects (CLIA #05D2117342, CAP #9382893)

• Helix’s barcoded collection system allows for rapid and error free accessioning
• Highly automated and capable of accessioning up to 10,000 samples per day; able to scale beyond as needed
• Helix’s extraction platform uses reprogrammable Hamilton STAR liquid handling robotics and has full redundancy of its 

robotics; exploring extraction-free workflows which will enable higher throughput

• This test has not been FDA cleared or approved 
• This test has been validated in accordance with the FDA's Guidance Document (Policy for Diagnostics Testing in 

Laboratories Certified to Perform High Complexity Testing under CLIA prior to Emergency Use Authorization for 
Coronavirus Disease-2019 during the Public Health Emergency). FDA independent review of this validation and 
issuance of an Emergency Use Authorization (EUA) is pending

• Clinical performance is evaluated using 1) Positive Contrived Clinical Samples, 2) Positive Patient Clinical Samples and 
3) Negative Clinical Samples

• Contrived clinical specimens were created by spiking heat inactivated SARS-CoV-2 virus (ATCC, VR-1986HK) at 
various LOD levels in negative anterior nares clinical matrix in Primestore MTM (MTM)

Limit of detection (LOD) study

• The LOD confirmation study for the Helix COVID-19 test was performed 
by spiking in heat inactivated SARS-CoV-2 virus (ATCC, VR-1986HK) in 
negative anterior nares clinical matrix in Primestore MTM 

• Each independent sample was processed end to end 
• This experiment included a dilution series to determine the LOD and a 

confirmation study using 20 clinical replicates
• The LOD is defined as the lowest concentration in which 19 / 20 clinical 

replicates are positive

Clinical evaluation study

Positive Contrived 
Clinical Samples 

Positive Patient 
Clinical Samples 

Negative Clinical 
Samples

PPA 
(Clinical Sensitivity)

NPA 
(Clinical Specificity)

50/50 
(100%) 

In-process 34/34 
(100%)

100% 
(92.9-100%)

100% 
(89.8-100%)

Transport study

• Primestore MTM has been shown to stabilize viral RNA for up to 2 weeks and has been validated for ambient 
temperature transport without special handling requirements 

LOD
Results

(%) Interpretation

1,000 100%
(20/20)

Confirmed

Helix is the leading population genomics company operating at the intersection of clinical care, research, and genomics. 
Our end-to-end platform enables health systems, life sciences companies, and payers to advance genomic research and 
accelerate the integration of genomic data into clinical care. We work with leading health systems, including Mayo Clinic, 
Renown Health, and AdventHealth, to implement large-scale clinical-grade genetic screening initiatives for hundreds of 
thousands of people in the U.S. Helix operates one of the world’s highest throughput CLIA/CAP next-generation 
sequencing (NGS) facilities in San Diego, CA. In response to the COVID-19 public health crisis, Helix is providing 
COVID-19 diagnostic testing,
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More information can be found at helix.com/covid or by contacting covid@helix.com

Limitations of the Helix COVID-19 test

About Helix

CLINICAL VALIDATION STUDY DATA


