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• U.S. Food and Drug Administration is alerting the public to early data that 
suggest potential inaccurate results from using the Abbott ID NOW point-of-
care test to diagnose COVID-19. Specifically, the test may return false 
negative results.
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• This test can still be used and can correctly identify many positive cases in 
minutes. Negative results may need to be confirmed with a high-sensitivity 
authorized molecular test,” said Tim Stenzel, M.D., Ph.D., director of the 
Office of In Vitro Diagnostics and Radiological Health in the FDA’s Center for 
Devices and Radiological Health.
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• The FDA has received 15 adverse event reports about the Abbott ID NOW 
device that suggest some users are receiving inaccurate negative results. The 
agency is reviewing these reports.





• https://www.fda.gov/media/138094/download

Coronavirus (COVID-19) Update: Daily Roundup 
May 15, 2020

https://www.fda.gov/media/138094/download
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COVID-19 among children
US:         2%    among persons age <18 years
China:   2.2% among persons age <19 years
Italy:      1.2% among persons age <18 years
Spain:   0.8% among persons age <18 years

Incubation period: 2-10 days in study of children in China
One study reported up to 13% of pediatric cases were asymptomatic

Largest study of children and COVID-19 (>2000 children):
• 5%     Severe (dyspnea, central cyanosis, hypoxia)
• 0.6% Critical (acute respiratory distress syndrome [ARDS], respiratory failure, shock, or multi-organ 

dysfunction)

3 deaths in US (as of 4.2.2020) among children with laboratory-confirmed SARS-CoV-2 infection

https://www.cdc.gov/coronavirus/2019-ncov/hcp/pediatric-hcp.html







• Reviewed medical notes of patients 5 years before COVID-19 hit diagnosed 
with Kawasaki disease (Group 1: Jan. 1, 2015 to Feb. 17, 2020) and after 
COVID-19 (Group 2: Feb. 18, 2020 to Apr. 20, 2020).

• Group 1: n=19 patients (7 boys, 12 girls; aged 3·0 years [SD 2·5]) 
• Group 2: n=10 patients (7 boys, 3 girls; aged 7·5 years [SD 3·5]) 

• 8 of 10 were positive for IgG or IgM, or both. 

Group 1, n=19 children Group 2, n=10 children

Kawasaki disease 0.3 per month 10 per month

Mean age 3.0 years 7.5 years

Cardiac involvement 2 6

KDSS 0 5

MAS 0 5

Adjunctive Steroid tx 3 8
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