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CALIFORNIA DEVICE RECALL INFORMATION SHEET

Mesa Biotech recalls Accula SARS-CoV-2 Test for Increased False Positives

Recall Date Product Description Recalling Firm Recall Reason
4/06/2022 | Accula SARS-CoV-2 Test MESA BIOTECH INC | SARS-CoV-2  Test
REF: COV4100 San Diego, California | has an increased
potential for false
positive results,

which may lead to a
delay in  correct

diagnosis and
treatment.
%?::: Product Identification Distribution Affected Dates
I UDI/DI: B540C0OV41000:; Nationwide December 2021 —
P22006-026 - P22032-011 including California February 2022
FOR ADDITIONAL INFORMATION, PLEASE VISIT THE FDA WEBSITE
CDPH Food and Drug Branch oo,

MS 7602 ® P.O. Box 997435 @ Sacramento, CA 95899-7435
(916) 650-6500 e (916) 650-6650 FAX
Internet Address: www.cdph.ca.gov

“, 0
M Accpeo

d * A
,)\\‘bn e, o

& o
Oty o N


http://www.cdph.ca.gov/
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/FoodSafetyProgram/FoodRecalls.aspx
https://www.accessdata.fda.gov/scripts/ires/index.cfm?dev?Product=193158
www.cdph.ca.gov

