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· [bookmark: _GoBack]Emergency Use Authorization (EUA) from FDA for group testing
· Verily  
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· Compare group testing outcomes to individual testing
· Percent positive agreement (PPA)  
· Percent negative agreement (NPA) 
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> binom.confint(x = 49, n = 49, conf.level = 1-alpha, 
    methods = "wilson")
  method  x  n mean     lower upper
1 wilson 49 49    1 0.9273022     1

> binom.confint(x = 48, n = 49, conf.level = 1-alpha, 
    methods = "wilson")
  method  x  n      mean     lower     upper
1 wilson 48 49 0.9795918 0.8930648 0.9963883

> binom.confint(x = 40, n = 40, conf.level = 1-alpha, 
    methods = "wilson")
  method  x  n mean     lower upper
1 wilson 40 40    1 0.9123784     1

· LabCorp
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[image: ] 
> binom.confint(x = 40, n = 40, conf.level = 1-alpha, 
    methods = "wilson")
  method  x  n mean     lower upper
1 wilson 40 40    1 0.9123784     1

> binom.confint(x = 50, n = 50, conf.level = 1-alpha, 
    methods = "wilson")
  method  x  n mean     lower upper
1 wilson 50 50    1 0.9286524     1

· https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/vitro-diagnostics-euas#covid19ivdTemplates 
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LabCorp COVID-19 RT-PCR test EUA Summary — 7/24/2020

ACCELERATED EMERGENCY USE AUTHORIZATION (EUA) SUMMARY
COVID-19 RT-PCR TEST
(LABORATORY CORPORATION OF AMERICA)

For In vitro Diagnostic Use
Rx Only
For use under Emergency Use Authorization (EUA) only

The COVID-19 RT-PCR test (LabCorp Laboratory Test Number: 139900) will be
performed at laboratories designated by LabCorp that are also certified under the
Clinical Laboratory Improvement Amendments of 1988(CLIA), 42 U.S.C. §263a,
and meet the requirements to perform high complexity tests, as described in
laboratory procedures that were reviewed by the FDA under this EUA.)
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Performance of the COVID-19 RT-PCR test against the expected results are:

Positive Percent Agreement 40/40 = 100% (95% CI: 91.24% - 100%)
Negative Percent Agreement 50/50 = 100% (95% CI: 92.87% - 100%)




image1.png
Verily Life Sciences — Verily COVID -19 RT-PCR Test - EUA Summary

EMERGENCY USE AUTHORIZATION (EUA)
SUMMARY

Verily COVID-19 RT-PCR Test
(Verily Life Sciences)

For In vitro Diagnostic Use
Rx Only
For use under Emergency Use Authorization (EUA) only

(The Verily COVID-19 RT-PCR Test will be performed at the Verily Life Sciences
laboratory, located at 249 E Grand Avenue, South San Francisco, CA 94080, which
is certified under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), 42 U.S.C. §263a, and meets the requirements to perform high complexity
tests. The Laboratory Standard Operating Procedure was reviewed by the FDA
under this EUA.)
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Table 9. Overall performance of Verily COVID-19 RT-PCR pooled workflow (run on ABI
7500) vs. TagPath (standard workflow)

Comparator (Individually Tested)

Positive Inconclusive Negative

Positive 49

Verily Inconclusive

COVID-19 Test | Negative
8-plexpools | pp s (959 C1)
NPA (95% CI)

Positive

Verily Inconclusive

COVID-19 Test | Negative
12-plexpools  ['ppy (959 CI) 97.96% (89.31-99.90%)
NPA (95% CI) 100% (91.24-100%)

" This positive sample would have been identified during reflex testing based on the matrix
design as it was detected in the 8-





