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Small update to the capacity numbers this week. 

While the Quidel Quick Vue At-Home test was given an EUA, it did not materially change the overall
numbers as this capacity was accounted for in our predicted “Future” tests. We remain cautiously
optimistic that more EUA’s are forthcoming - especially for at-home / self use.

What Happened Last Week


The FDA issued three new EUAs and five amendments to existing EUAs
New EUAs (4)
Molecular Tests (2) : Viracor Eurofins Clinical Diagnostics: allows use of EmpowerDx home
collection kits with existing Viracor test | covidSHIELD (University of Illinois)

Antigen Tests (1) : Quidel QuickVue-at-Home (Rx required - age 8 and up with parental
assistance) 

Serology Tests (1): Abbott Laboratories Inc. AdviseDx SARS-CoV-2 IgG II


New Amendments to Existing EUAs (7)

Molecular Tests (6): Phosphorus Diagnostics | Viracor | Fluidigm Advanta Dx | Hologic Aptima |
Seasun AQ-TOP | Thermo Fisher

Self Collection Kits (1): Clinical Enterprise EmpowerDx


New & Noteworthy


Novel strains continue to dominate the research and policy conversation
A great animation of the SARS-CoV2 virus infecting a cell was published by University of Utah. No 

novel insights here, but fantastic description of each dynamic structural element. (Requires Chrome or Firefox)

Declining week-to-week US case counts (-14.0%), hospitalization (-15.6%), testing (-6.6%) and
mortality (-5.1%), are feeding concerns about the combined effects of COVID fatigue simultaneous
with novel variant penetrance. CDC Director Walensky warns that without continued vigilance, we
could see a 4th wave of the virus in the US. 


Continued need for the expansion of novel variant sequencing and surveillance
As novel variants of concern emerged overseas, it became clear that the US does not have
adequate domestic surveillance: the variants were found to have already emerged in the US
weeks or months previously.  

Additional variants of concern have emerged in California (B.1.427/429) and New York
(B.1.525/526), raising demand for more sophisticated early-warning through expanded sequence
testing.

Commentary: Surveillance for novel variants must increase, but sequencing a percentage of
the population alone is not enough. Sequencing is slow and expensive and yields much more
information than is needed to identify variants. Targeted PCR primers and probes can be
deployed faster and cheaper than sequencing. Given limited resources and the importance of
quickly identifying the impact of variants, sequencing efforts should first target the most affected
patients, those that are hospitalized.

Food for Thought

Updated requirements for insurance coverage of COVID-19 Tests
The Biden Administration’s Friday announcement significantly strengthens existing requirements that
insurance plans cover COVID-19 testing without cost sharing. This guidance makes clear that insurers
must cover diagnostic tests for any reason, including to clear an individual for travel, and this must also
include at-home tests. It does not extend to workplace screening and surveillance testing programs.

Commentary: This guidance is likely to result in a scramble at publicly funded test sides to
implement systems that allow for insurance billing. Over time, this could free up additional
federal, state, and local testing dollars to support surveillance and screening programs in
schools and other congregate settings. We need to continue investments in more cost effective
technologies to affordably scale up these types of programs.
School reopening: the tide seems to be turning
Burbio’s school reopening data is showing, according to Axios, “an almost universal return of schools
that were in-person as of November.” They’ve also noted that some districts that have been closed for
nearly a year are also considering reopening. Meanwhile, states are increasingly requiring elementary
schools to reopen in states including Ohio, New Mexico, Oregon, Washington, Tennessee, Virginia,
Maryland, and Massachusetts. 

In follow-up to earlier school reopening guidance, CDC has released updated recommendations about
ventilation. 

Data continue to support the use of pooled testing (using Saliva and NP swabs) to support screening
testing efforts in populations like schools, showing that sensitivity does not suffer.

HHS and DOD hold two events to kick off new Testing Coordination Hubs  

See program announcement and notice to industry for details. 

Tuesday’s info session discussed the four regions, the program’s goals, and the application process.

Thursday’s longer industry day is invite only for those that have submitted RFIs.
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