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Potential for False Positive Results with Abbott Molecular Inc. Alinity m SARS-CoV-2 AMP and Alinity m
Resp-4-Plex AMP Kits

PCR Test panel for Infl A & B,
RSV, SARS-CoV-2

Inc,
Des Plaines, lllinois

Recall Date Product Description Recalling Firm Recall Reason
9/2/2021 Alinity m SARS-CoV-2 Abbott Molecular False positive likely
AMP Kit Inc, resulting from
Des Plaines, lllinois software mixing
51,897 units parameters of
chemicals with
4 trays AMP, ACT patient sample
causing overflow
List Number 09N78-095 between wells.
9/2/2021 Alinity m Resp-4-Plex AMP Kit | Abbott Molecular False positive likely

resulting from
software mixing

parameters of
251 Units chemicals with
patient sample
4 trays AMP, ACT causing overflow
from one well to
List Number 09N79-096 another.
%T::;I Product Identification Distribution Affected Dates

187 Software
Installs nationwide,

May 2020 —
August 2021

I Software for automated
molecular analyzer

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE EDA WEBSITE
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CDPH Food and Drug Branch
MS 7602 ® P.O. Box 997435 ® Sacramento, CA 95899-7435
(916) 650-6500 e (916) 650-6650 FAX
Internet Address: www.cdph.ca.gov
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http://www.cdph.ca.gov/
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/FoodSafetyProgram/FoodRecalls.aspx
https://www.fda.gov/medical-devices/medical-device-recalls/abbott-molecular-inc-recalls-alinity-m-sars-cov-2-amp-kit-and-alinity-m-resp-4-plex-amp-kit
www.cdph.ca.gov

