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April 06, 2026 
 
 
 

URGENT FIELD SAFETY NOTICE 
Potential for False Positive Results with  

QuickVue™ Dipstick Strep A Test 
 
Dear Valued Customer, 
 
The purpose of this notification is to inform you of the potential for false positive results 
with QuickVue™ Dipstick Strep A Test. 
 

Name 
Product Code 
(Unique Device 

Identifier) 

Affected 
Lot(s) 

Expiry 

QuickVue™ Dipstick Strep A Test, 25T 
20125 

(30014613201250) 
233275 05-SEP-2027 

 
Summary 
QuidelOrtho™ received new false positive complaints from customers testing with the 
QuickVue® Dipstick Strep A Test while the open root cause investigation regarding false 
positive results was on-going. Concurrent to receiving the complaints, the root cause has 
been identified, and corrective measures have been implemented. 
 
Impact to Results 
QuidelOrtho confirmed there is an increase in false positive results for certain lots of 
QuickVue Dipstick Strep A Test. 
 
Positively biased Strep A results may impact clinical judgement regarding or continued 
provision of antibiotic therapy in patients with suspected infection, potentially contributing 
to inappropriate antibiotic use. 
 
The QuickVue Dipstick Strep A test is used in acute patient management; QuidelOrtho does 
not recommend a review of previous patient results as such review would not be able to 
detect impacted results without repeat testing of the patients who are unlikely to be ill at 
the time of review. Such a review is unlikely to impact patients’ management. The results 
from any diagnostic test should be evaluated in conjunction with a patient’s history, risk 
factors, clinical presentations, signs, and symptoms, and other test results. Please consult 
your Medical Director regarding any additional actions. 
 
As of 06-APR-2026, QuidelOrtho has received 18 complaints relating to this issue with no 
reports of adverse effects. 
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REQUIRED ACTION 
 Discontinue using, render unusable, and discard your remaining inventory of Lot 

233275 of QuickVue Dipstick Strep A Test (Product Code: 20125). 
 Review the content of this communication with your Medical Director and retain this 

letter for your laboratory. 
 Complete and return the enclosed Confirmation of Receipt form no later than May 

06, 2026. Upon receipt of your completed Confirmation of Receipt form, QuidelOrtho 
will credit or replace your discarded inventory, as needed. 

 Please forward this notification if the affected product was distributed outside of your 
facility. 

 
Resolution 
We have completed the investigation, which included an assessment of all available lots, 
and identified the root cause. All on-market impacted batches are listed above. Corrective 
actions, including measures linked to the root cause to prevent false positive results, have 
been implemented. 
 
 
Contact Information 
If you have further questions, please contact QuidelOrtho™ Technical Support at 00 800 08 
37 25 60 (Denmark, Norway & Iceland), 0201408174 (Sweden), 0800 895 963 (UK, 
Ireland). 
 
 
Enclosure: Confirmation of Receipt Form (Ref. CL2026-098a_EU_CofR) 
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Quidel Corporation (Quidel) and Ortho Clinical Diagnostics (Ortho), wholly owned subsidiaries of 
QuidelOrtho Corporation, are transitioning to our new logo and brand. Due to legal and regulatory 
requirements for diagnostic products, you may continue to see the names and brands of Quidel and 
Ortho in addition to QuidelOrtho on our packaging, contracts, and marketing materials. 


