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What Happened Last Week
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Significant update this week as we have extended testing capacity estimates through 
December 2021 and updated projections based on new company estimates. This is 
important as we anticipate the need for COVID-19 active virus testing to continue 

through at least the end of 2021.   
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One point of care antigen test: Princeton BioMeditech Status COVID-19 / Influenza A/B 
test. Lateral Flow test with NP swab 


One in lab molecular test: Clinomics USA TrioDx RT-PCR test


New EUAs (2)


Six amendments to IVD molecular tests: Quidel Lyra | Mesa Biotech Inc. Accula | DiaCarta 
QuantiVirus | PlexBio IntelliPlex |  Access Bio CareStart MDx | BGI Genomics RT Fluorescent 



One amendment to Laboratory Developed (LDT) molecular testing labs: Cormeum 



New Amendments to Existing EUAs (7)

The FDA issued two new EUAs and seven EUA amendments:


However, it is critical to note that at least 50% of the future capacity estimates are 
dependent on EUAs not yet issued. This includes large capacity rapid antigen 

manufacturers such as Roche, Innova, Cellex and E25Bio. 



big bet on at home tests

Mass 
General Hospital’s School and Community Resource Covid-19 Library

The Biden Administration plans a , promising contracts to six more at-home 
test manufacturers.  



A growing body of evidence can inform strategies to safely reopen schools & other community 
organizations, and much of it is tracked and compiled by top researchers and clinicians at 

, which is updated on a regular 
basis. While it may feel like we never catch up with the virus, resources like this show that know a lot 
more about how the virus spreads and how to keep our communities safe than we did a year ago. 

Food for Thought


New & Noteworthy

 new production facilities

“initial capacity of 5 million test kits per day and 
continuing to increase to 50 million per day”

plans to open a Southern California manufacturing facility

Lucira Health completed its Initial Public Offering

Innova Medical Group recently opened  in Southern California to produce 
their rapid antigen test kits with a reported 

. Innova has delivered more than 400 million COVID-19 
test kits for public use in 20 countries, but their antigen test does not yet have an EUA in the US. 



Quidel also announced  capable of 
manufacturing 50 million QuickVue rapid antigen tests per month by end of 2021.



, raising $150 million. In November, the Lucira 
COVID-19 All-in-One Test Kit became the first rapid, at-home, molecular test to be issued an EUA. It 
is an isothermal LAMP test available by prescription that runs on a single use handheld 
battery-powered device. 

41% fewer cases ~50% lower mortality

Wits University announced

76% of the 
population had been previously infected Preliminary data case 
investigations

Good news: Israel is the most advanced real-world test of Pfizer/BNT vaccine effectiveness against 
the B.1.1.7 strain. By February 2, 89% of over 60 year olds had either recovered or been vaccinated. 
Early returns show  and  in that age group.  This is lower than 
clinical trial results but still encouraging, demonstrating effectiveness away from highly optimized trial 
conditions.



Too early to tell: Yesterday, South Africa’s  reduced effectiveness of the 
Oxford/AZ vaccine against the locally dominant B.1.351 strain.  In response, South Africa halted its 
vaccination program.  The data leading to the announcement has not yet been published as pre-print, 
so we do not know how much of the reduced effectiveness is due to unique aspects of the Oxford/AZ 
vaccine or whether it would apply to any of the other vaccines.  All available vaccines were designed to 
counter the same original January 12, 2020 Wuhan-identified strain. 



Bad news: Reinfection by mutated strains is possible. Manaus, an isolated 2 million person community 
in Brazil, is facing a widespread and more lethal second wave despite that an estimated 

 and presumably COVID-immune.  and 
 suggest a more transmissible and virulent strain (P.1, a derivative of the B.1.1.28 Brazil 

strain containing the headline mutations of the South African strain) as the dominant cause.  






What to Watch for this Week 
 02/08/2021

ASU blog

We’re following major research developments on the degree to which the current generation of 
vaccines will protect against emerging strains, especially B.1.1.7 (UK) and B.1.351 (South Africa). 
All eyes are on Israel and Brazil, see details in the most recent  on variants. 



https://www.npr.org/sections/coronavirus-live-updates/2021/02/05/964477721/white-house-is-lining-up-6-more-contracts-to-boost-at-home-coronavirus-tests
http://globalhealth.massgeneral.org/covidlibrary.pdf
http://globalhealth.massgeneral.org/covidlibrary.pdf
https://urldefense.com/v3/__https://www.pasadenastarnews.com/2021/02/04/covid-19-test-kit-maker-innova-expands-pasadena-operation/__;!!IKRxdwAv5BmarQ!Lehtp6bzCoe8vrM9sUU_k5soCixHmRfXW9GTa3IfeXgMcYLwA76z6ahhW8Daq1yhl5FwqjU$
https://innovamedgroup.com/innova-medical-group-starts-covid-rapid-test-kit-production-in-california/
https://innovamedgroup.com/innova-medical-group-starts-covid-rapid-test-kit-production-in-california/
https://www.businesswire.com/news/home/20210203005849/en/Quidel-Opens-New-Manufacturing-Facility-to-Mass-Produce-QuickVue%C2%AE-Rapid-Antigen-Tests-for-COVID-19
https://www.genomeweb.com/business-news/home-infectious-disease-test-developer-lucira-health-goes-public-17-share?utm_source=Sailthru&utm_medium=email&utm_campaign=GWDN%20Fri%20AM%202021-02-05&utm_term=GW%20Daily%20News%20Bulletin#.YB1yTy2cZ0s
https://www.nytimes.com/2021/01/26/opinion/ezra-klein-podcast-vivek-murthy.html?showTranscript=1
https://github.com/hrossman/Patterns-of-covid-19-pandemic-dynamics-following-deployment-of-a-broad-national-immunization-program/blob/main/2021-02-03%20%20-%20Patterns%20of%20covid-19%20pandemic%20dynamics%20following%20deployment%20of%20a%20broad%20national%20immunization%20program.pdf
https://doi.org/10.1101/2021.02.02.21250630
https://www.wits.ac.za/covid19/covid19-news/latest/oxford-covid-19-vaccine-trial-results.html
https://science.sciencemag.org/content/early/2020/12/07/science.abe9728
https://science.sciencemag.org/content/early/2020/12/07/science.abe9728
https://virological.org/t/genomic-characterisation-of-an-emergent-sars-cov-2-lineage-in-manaus-preliminary-findings/586
https://virological.org/t/sars-cov-2-reinfection-by-the-new-variant-of-concern-voc-p-1-in-amazonas-brazil/596
https://virological.org/t/sars-cov-2-reinfection-by-the-new-variant-of-concern-voc-p-1-in-amazonas-brazil/596
https://chs.asu.edu/diagnostics-commons/blog/all-eyes-israel-and-brazil
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It is critical to note that 50-60% of future capacity estimates continue to be dependent on EUAs not yet issued from 

potentially large capacity manufacturers such as Roche, Innova, Siemens, Cellex and E25Bio. 


Andrea Ciaranello, MD, Massachusetts General Hospital 



http://www.covidresponseadvisors.org
http://www.healthcatalysts.com

