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Prioritization of Tests 
The City of San Antonio can purchase and expand medium complexity testing in an outpatient setting for mild and asymptomatic patients to augment the federal tests and the local hospital tests. The 
FDA approved tests were ranked using the following criteria: 

 

 Rank 1 Rank 2 Rank 3 

Description Prioritize rapid tests performed in medium complexity 
labs with automatic RT-PCR that are easier to sample and 
do not require a nasopharyngeal swab. 

Prioritize rapid tests performed in medium complexity labs with 
automatic RT-PCR if available to avoid specialized technicians. These all 
require a nasopharyngeal swab. 

Tests performed in high complexity labs, which are more prone to 
user error and more difficult to perform.  

Turnaround time ≥1 hour ≥1.5 hours 15 min-5 days 

Facility requirement Medium complexity 
High complexity 

Medium complexity 
High complexity 

High complexity 

Operation Automatic RT-PCR and NAAT 
No specialized technicians 
Nasal washes without swabs 
Fewer false negatives because you can avoid 
nasopharyngeal swab 

RT-PCR 
Requires trained technicians 
Requires swabs 
Higher risk for false negatives due to sampling method of 
nasopharyngeal swab  

RT-PCR 
Requires trained technicians 
Nasal washes and swabs 
Higher risk for false negatives due to sampling method of 
nasopharyngeal swab 

 
Acute Infection Test Kit Manufacturers and Commercial Laboratories Table  

Rank Type Manufacturer  Diagnostic Lab  Results Specimen Notes Link 

1 Auto RT-PCR Cepheid 
 

Xpert Xpress SARS-CoV-2 
test 

Med 45 minutes Nasal washes 
Nasal aspirates 
Nasopharyngeal 

*Can be done without a swab 
*The test cartridge is a complete solution containing all the necessary reagents 
*Takes less than a minute to prepare the cartridge with the patient sample  

Link 

1 NAAT Abbott Diagnostics 
Scarborough, Inc. 
 

ID NOW COVID-19 Med 
High 

5 min positive 
13 min negative 

Throat 
Nasal 
Oropharyngeal 
Nasopharyngeal 

*Platform is lightweight box (6.6 lbs and the size of a small toaster)  
*Production to deliver 50,000 ID NOW COVID-19 tests per day 
* Abbott expects to produce about 5 million tests in April 
*Molecular testing technologies help detect the presence of a virus by identifying a 
small section of the virus' genome, then amplifying that portion until there's enough 
for detection 
*Platform holds the largest molecular point-of-care footprint in the U.S. and is already 
widely available in physicians' offices, urgent care clinics, and hospital emergency 
departments across the country 

Link 

 
 

        

https://www.fda.gov/media/136316/download
https://www.fda.gov/media/136316/download
https://www.cepheid.com/coronavirus
https://www.fda.gov/media/136522/download
https://www.abbott.com/corpnewsroom/product-and-innovation/detect-covid-19-in-as-little-as-5-minutes.html
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Rank Type Manufacturer  Diagnostic Lab  Results Specimen Notes Link 
1 Auto RT-PCR Mesa Biotech Inc. 

 
Accula SARS-Cov-2 Test Med 

High 
30 min Throat  

Nasal  
*Accula system is easy to use and fits in the palm of your hand 
*This allows many units to be run side by side in the doctor’s office further increasing 
* Accula provides a true decentralized testing solution at the point of care 
*Highly accessible means to access laboratory quality results close in their office  
*Visually read test using PCR technology  

Link 

1 Auto RT-PCR NeuMoDx Molecular, Inc. 
 

NeuMoDx SARS-CoV-2 
Assay 

Med 
High 

1 hour Nasal 
Oropharyngeal 
Nasopharyngeal 

*Load up to 288 patient samples in a continuous, random-access workflow  
*NeuMoDx™ systems allow labs to validate their own tests on the system, including 
those provided by WHO and the CDC 

Link 

2 Auto RT-PCR QIAGEN GmbH 
 

QIAstat-Dx Respiratory 
SARS-CoV-2 Panel 

Med 
High 

1 hour Nasopharyngeal  *Detect SARS-CoV-2 and 20 other respiratory targets  
*Technician simply loads a clinical sample into a single-use QIAstat-Dx cartridge and 
places it in the analyzer 

Link 

2 Auto RT-PCR DiaSorin Molecular LLC 
 

Simplexa COVID-19 Direct 
assay 

Med 
High 

90 minutes Nasopharyngeal  *Designed for use on the LIAISON MDX 
*Can be utilized by hospital labs without the need to send the sample out 
*Kit contains an all-in-one reagent mix which is ready to use 
*Only one instrument and one reagent are required to perform the test 

Link 

2 PCR BioFire Defense, LLC 
 

BioFire COVID-19 Test Med 
High 

45 minutes Nasopharyngeal  *Test runs on the fully automated Filmarray 2.0 and Filmarray Torch platforms 
*DoD has priority. Won’t be available until late April 2020 

Link 

3 RT-PCR BGI Genomics Co. Ltd 
 

Real-Time Fluorescent RT-
PCR Kit for Detecting SARS-
2019-nCoV 

High  3 hours Nasopharyngeal 
wash/aspirate  
Nasal aspirate 
Oropharyngeal  
Nasopharyngeal 

*Can be done without a swab 
*Over 500,000 SARS-CoV-2 tests have been performed in central labs in China  
*Kits are distributed in more than 50 countries and regions across the world 
*The company increased manufacturing capacity to up to 300,000 reactions per day  

Link 
Link 

3 RT-PCR Laboratory Corporation of 
America (LabCorp) 
 

COVID-19 RT-PCR Test High 4 hours Nasopharyngeal 
wash/aspirate  
Nasal aspirate 
Oropharyngeal  
Nasopharyngeal 

*Can be done without a swab 
*Detects the presence of the underlying virus that causes COVID-19  
*Perform more than 20,000 tests per day by the end of March 

Link 

3 RT-PCR Thermo Fisher Scientific 
 

TaqPath COVID-19 Combo 
Kit 

 

High  4 hours Nasopharyngeal 
aspirate  
Nasopharyngeal 

*Can be done without a swab 
*Targeted specificity to 100% of currently available complete genomes  
*Higher specificity and exhibiting lower risk for mutation 
*Interpretive Software converts genetic analysis data into diagnosis (reduce risk of 
user interpretation error) 

Link 

https://www.fda.gov/media/136345/download
https://www.mesabiotech.com/coronavirus
https://www.fda.gov/media/136566/download
https://www.fda.gov/media/136566/download
https://www.neumodx.com/preparing-to-launch-coronavirus-test/
https://www.fda.gov/media/136569/download
https://www.fda.gov/media/136569/download
https://corporate.qiagen.com/newsroom/press-releases/2020/20200323_qiastat_covid19_fda
https://www.fda.gov/media/136288/download
https://www.fda.gov/media/136288/download
https://www.medicalcountermeasures.gov/newsroom/2020/diasorin-covid-19/
https://www.fda.gov/media/136356/download
https://www.biofiredx.com/covid-19/
https://www.fda.gov/media/136473/download
https://www.fda.gov/media/136473/download
https://www.fda.gov/media/136473/download
https://www.medicaldevice-network.com/news/thermo-fisher-scientific-covid-19-tests-test-quality-control/
https://www.bioworld.com/COVID19diagnostics
https://www.fda.gov/media/136148/download
https://www.fda.gov/media/136148/download
https://www.fda.gov/media/136113/download
https://www.fda.gov/media/136113/download
https://www.thermofisher.com/us/en/home/clinical/clinical-genomics/pathogen-detection-solutions/coronavirus-2019-ncov/genetic-analysis/taqpath-rt-pcr-covid-19-kit.html
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Rank Type Manufacturer  Diagnostic Lab  Results Specimen Notes Link 

3 RT-PCR Abbott Molecular 
 

Abbott RealTime SARS-
CoV-2 assay 

High  5 min positive 
13 min negative 

Oropharyngeal  
Nasopharyngeal 

*The company is deploying 150,000 laboratory tests immediately 
*Abbott is scaling up production to reach capacity for one million tests per week  

Link 

3 RT-PCR Quidel Corporation 
 

Lyra SARS-CoV-2 Assay 
 

High 75 minutes Oropharyngeal  
Nasopharyngeal 

*Acceptable specimens expanded to include nasal and nasal turbinate swabs 
 

Link 

3 RT-PCR Co-Diagnostics, Inc. 
 

Logix Smart Coronavirus 
Disease 2019 (COVID-19) 
Kit 

High  90 minutes Oropharyngeal  
Nasopharyngeal 

*Assay runtime takes less than 90 minutes and analysis less than 10 minutes 
*Kits priced at $7.00 per reaction 
*A 100-reaction kit is $700 and a 250-reaction kit is $1750 

Link 

3 RT-PCR Luminex Corporation 
 

ARIES SARS-CoV-2 Assay High 2 hours Nasopharyngeal  *Run on 6-unit and 12-unit ARIES® Systems for labs  
*Luminex to price below current government reimbursement levels  
*Luminex is now on a run-rate to deliver up to 500,000 tests per month 
*Results for up to 96 samples in approximately four hours 
*Runs on Luminex's easy-to-use compact MAGPIX® System 

Link 

3 RT-PCR Primerdesign Ltd. 
 

Primerdesign Ltd COVID-19 
genesig Real-Time PCR 
assay 

High  2 hours Oropharyngeal  
Nasopharyngeal 

*Shipments to Spain, France, Germany and the U.K. have already started 
*High specificity  

Link 

3 RT-PCR GenMark Diagnostics, Inc. 
 

ePlex SARS-CoV-2 Test High  2 hours Nasopharyngeal  *Automated qualitative nucleic acid multiplex assay for use on Eplex system  
*Capacity to process up to 96 tests per 8-hour shift 

Link 

3 RT-PCR Becton, Dickinson & 
Company (BD) 
 

BioGX SARS-CoV-2 
Reagents for BD MAX 
System 

Med 
High 

2-3 hours Oropharyngeal  
Nasopharyngeal 

*BD MAX™ System can process 24 samples simultaneously Link 
Link 

3 RT-PCR Hologic, Inc. Panther Fusion SARS-CoV-
2 

High 3 hours Oropharyngeal  
Nasopharyngeal 

*PCR in vitro diagnostic test designed to process up to 1,000 tests in 24 hours Link 

3 RT-PCR Roche Molecular Systems, 
Inc. (RMS) 
 
 

cobas SARS-CoV-2 Med 
High 

3.5 hours Oropharyngeal  
Nasopharyngeal 

*Testing on widely available, high-volume cobas 6800/8800  
*Providing up to 96 results in about three hours and a total of 384 results for the 
cobas 6800 System and 960 results for the cobas 8800 System in 8 hours 
*Test can be run simultaneously with other assays provided by Roche  

Link 

3 RT-PCR Luminex Molecular 
Diagnostics, Inc. 
 

NxTAG CoV Extended 
Panel Assay 

High  4 hours Nasopharyngeal  *Diagnose up to 96 patients in almost four hours with MAGPIX System  
*Can be run in parallel with the NxTAG Respiratory Pathogen Panel (RPP) to deliver a 
complete picture of a patient’s respiratory health 
*Scaled up manufacturing capacity to produce up to 300,000 NxTAG tests a month 

Link 

         

https://www.fda.gov/media/136255/download
https://www.fda.gov/media/136255/download
https://abbott.mediaroom.com/2020-03-18-Abbott-Receives-FDA-Emergency-Use-Authorization-and-Launches-Test-to-Detect-Novel-Coronavirus
https://www.fda.gov/media/136255/download
https://www.fda.gov/media/136224/download
https://www.hospimedica.com/coronavirus/articles/294781300/quidel-receives-fda-emergency-use-authorization-for-molecular-covid-19-diagnostic-assay.html
https://www.fda.gov/media/136684/download
https://www.fda.gov/media/136684/download
https://www.fda.gov/media/136684/download
https://www.diagnosticsworldnews.com/news/2020/03/04/co-diagnostics-presents-rapid-diagnostic-test-for-coronavirus-in-san-francisco
https://www.fda.gov/media/136694/download
https://www.biospace.com/article/releases/luminex-receives-barda-contract-to-support-development-of-second-rapid-sars-cov-2-test/
https://www.fda.gov/media/136306/download
https://www.fda.gov/media/136306/download
https://www.fda.gov/media/136306/download
https://www.selectscience.net/industry-news/bruker-launches-ce-ivd-marked-genesig-assay-kit-for-covid-19-detection?artID=51094
https://www.fda.gov/media/136283/download
https://www.genmarkdx.com/solutions/panels/eplex-panels/eplex-sars-cov-2-test/
https://www.fda.gov/media/136650/download
https://www.fda.gov/media/136650/download
https://www.fda.gov/media/136650/download
https://www.bd.com/en-us/offerings/capabilities/molecular-diagnostics/molecular-tests/biogx-sars-cov-2-reagents
https://www.bd.com/en-us/company/news-and-media/press-releases/bd-biogx-announce-fda-emergency-use-authorization-submissions-for-new-covid-19-diagnostics-for-use-in-us
https://www.fda.gov/media/136153/download
https://www.fda.gov/media/136153/download
https://investors.hologic.com/press-releases/press-release-details/2020/Hologics-Molecular-Test-for-the-Novel-Coronavirus-SARS-CoV-2-Receives-FDA-Emergency-Use-Authorization/default.aspx
https://www.fda.gov/media/136046/download
https://www.roche.com/media/releases/med-cor-2020-03-13.htm
https://www.fda.gov/media/136497/download
https://www.fda.gov/media/136497/download
https://www.genomeweb.com/regulatory-news-fda-approvals/luminex-receives-fda-emergency-use-authorization-coronavirus-multiplex#.XoouXHJOmUk
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3 RT-PCR ScienCell Research 

Laboratories 
 

ScienCell SARS-CoV-2 
Coronavirus Real-time RT-
PCR (RT-qPCR) Detection 
Kit 

High  4 hours Nasal 
Oropharyngeal  
Nasopharyngeal 
 

*96-well RT-qPCR Ready; $250 in stock Link 
Link 

3 RT-PCR PerkinElmer, Inc. 
 

PerkinElmer New 
Coronavirus Nucleic Acid 
Detection Kit 

High  4 hours Oropharyngeal 
Nasopharyngeal  

*Each kit contains 48 tests 
 

Link 

3 RT-PCR Ipsum Diagnostics, LLC 
 

COV-19 IDx assay High  24 hours Oropharyngeal 
Nasopharyngeal  

*5,000 COVID-19 samples per day on one instrument 
*Roughly 100 labs throughout the country using the Quant Studio12K Flex that can 
accommodate a 384-well plate versus the current test of only a 98-well plate 

Link 

3 RT-PCR Avellino Lab USA, Inc. 
 

AvellinoCoV2 test High  1-2 days Oropharyngeal 
Nasopharyngeal  

*Test may only be performed by Avellino's CLIA laboratory Link 

3 RT-PCR Quest Diagnostics Infectious 
Disease, Inc. 
 

Quest SARS-CoV-2 rRT-PCR 
 

High  4-5 days Nasopharyngeal 
aspirate (NPA)  

*Can be done without a swab 
*Increase testing capacity to 20,000 per day 
*Weekly volume reaching 280,000  

Link 

Source: https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations accessed on April 5, 2020 
 

 

Immunity Test Kit Manufacturers and Commercial Laboratories Table  
Rank Type Manufacturer  Diagnostic Lab  Results Specimen Notes Link 

1 Serology Cellex Inc. 
 

qSARS-CoV-2 IgG/IgM 
Rapid Test 

Med 
High 

15 to 20 
minutes 

Blood  *Order soon because immunity tests for HC workers will be important 
*Less likely to produce false-negative results 
*Can be used to detect past infections and could thus be immune 
*Could be used to indicate stage of infection and estimate time since exposure 
*Body’s immune response to SARS-CoV-2 is slow.  
*IgM antibody response does not peak until about nine days after initial infection, with 
*IgG Response peaking a couple of days 
*Antibodies alone may not be appropriate for diagnosing the disease in acute phase 

Link 

Source: https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations accessed on April 5, 2020 
 
 

Prepared: April 5, 2020 

https://www.fda.gov/media/136688/download
https://www.fda.gov/media/136688/download
https://www.fda.gov/media/136688/download
https://www.fda.gov/media/136688/download
https://www.fda.gov/media/136691/download
https://www.sciencellonline.com/sars-cov-2-coronavirus-real-time-rt-pcr-rt-qpcr-detection-kit-96-well-rt-qpcr-ready.html
https://www.fda.gov/media/136407/download
https://www.fda.gov/media/136407/download
https://www.fda.gov/media/136407/download
https://perkinelmer-appliedgenomics.com/home/products/new-coronavirus-2019-ncov-nucleic-acid-detection-kit/
https://www.fda.gov/media/136618/download
https://www.ipsumdiagnostics.com/wp-content/uploads/2020/04/Real-Solution-COVID-19-Testing_IDX_2-April_2020-UPDATE.pdf
https://www.fda.gov/media/136450/download
https://www.biospace.com/article/releases/avellino-labs-announces-availability-of-new-fda-recognized-genetic-test-for-coronavirus/
https://www.fda.gov/media/136228/download
https://www.questdiagnostics.com/home/Covid-19/HCP/
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations
https://www.fda.gov/media/136622/download
https://www.fda.gov/media/136622/download
https://medcitynews.com/2020/04/fda-oks-cellexs-antibody-based-test-for-covid-19/?rf=1
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations

