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November 24, 2025 

 

Urgent Medical Device Correction 

FreeStyle Libre 3 and FreeStyle Libre 3 Plus Sensors 
 
Reference: ADC FA1002-2025 

Communication from Manufacturer 
 

Dear Customer, 

 

We’re reaching out to you about an issue that may affect your FreeStyle Libre 3 and FreeStyle Libre 3 

Plus sensors. This issue does not apply to any other Libre sensors, apps or readers available in the 

United States. 

 

What you need to know 
 

Abbott has recently identified that certain FreeStyle Libre 3 and FreeStyle Libre 3 Plus sensors provide 

incorrect low glucose readings. We learned about this through our ongoing product monitoring, where 

Libre 3 and Libre 3 Plus sensor users reported situations where they received incorrect low glucose 

readings.  

 

Potential harm 

 
If undetected, incorrect low glucose readings over an extended period may lead to incorrect treatment 

decisions for people living with diabetes, such as excessive carbohydrate intake or skipping or delaying 

insulin doses. These decisions may pose serious health risks, including potential injury or death, or other 

less serious complications. Globally as of 14-Nov-2025, Abbott has received reports of 736 severe 

adverse events and 7 deaths potentially associated with this issue.  

 

Actions to be taken 
 

This issue affects only a subset of FreeStyle Libre 3 and FreeStyle Libre 3 Plus sensors that were 

manufactured on one production line among several that make FreeStyle Libre 3 and FreeStyle Libre 3 

Plus sensors. To determine if your current sensor or any unused sensor(s) are potentially affected, please 

visit www.FreeStyleCheck.com and select “CONFIRM SENSOR SERIAL NUMBER.” You will need to 

locate your sensor serial number to determine if your sensor is potentially affected. See how to locate the 

sensor serial number below. 

 

Abbott

http://www.freestylecheck.com/
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If you are currently wearing or have a FreeStyle Libre 3 / FreeStyle Libre 3 Plus sensor that has been 

confirmed as potentially affected on www.FreeStyleCheck.com or by a customer service representative, 

immediately discontinue use and dispose of the affected sensor(s). 

You can request a replacement for any potentially affected sensor(s) on www.FreeStyleCheck.com. Select 

“CONFIRM SENSOR SERIAL NUMBER” and enter a valid serial number. If your sensor is potentially 

impacted, you will be instructed to enter your contact information so a replacement product can be sent to 

you at no cost. 

 

Use a blood glucose meter or the built-in meter in your FreeStyle Libre 3 Reader to make treatment 

decisions when your sensor readings don’t match your symptoms or expectations.  

 
Abbott has identified and resolved the cause of the issue. The company continues to produce Libre 3 and 

Libre 3 Plus sensors to fulfill replacement and new orders and does not expect significant supply 

disruptions.  

 

How to locate the sensor serial number 

 

If you are wearing a FreeStyle Libre 3 and FreeStyle Libre 3 Plus sensor, you can find the serial 

number in the app or reader. The serial number can also be found on the label on the bottom of the 

sensor applicator or carton. (If you are using a sensor with a connected insulin delivery device, please 

refer to the connected insulin delivery device user manual on how to locate the sensor serial number.) 

 

 

 
 

 

We have notified the U.S. Food & Drug Administration. 

 

Libre appFreeStyle Libre 3 app

About

FreeStyle Libre 3
Name
FreeStyle Libre 3 app
AFreeStyle Libre product

Software Release Version

Software Full Version

3.6.5.12633

Last 3 Sensors:

Status:

Status:
OHYCEOJLF
Status: 01HX1Q5G02

OS Version:
18.6.2

Smartphone Model:
iPhone

Country:

United States

Customer Service;
https://www.freestylelibre.com

In the app, from the MainMenu select About
Screen and locate sensor serial number under
“Last 3 Sensors”

11:49 12:04

About

Libre

Software Release Version

Software Full Version
1.1.0.1692

Ul
(01)00357599841003(8012)1.1.0.1692

OQOF70VA7
OPMETFLLF
OPMETFELR

OS Version

18.6.2

Phone

iPhone 14 Pro

Country

United States

Home

In the app, from the bottom Menu
select Profile > About, locate sensor
serial number under “Last 3 Sensors”

5G?

2026-04-30

(01)00357599843014

(91)78769-01

LOT
SN Sensor Carton

Name
Libre FreeStyle Libre 3 Reader

SensorSN & Status
1)

(2)

(3)

Version

In the Reader, from the Settings
Menu select System Status, then
System Info

OK

Sensor
Applicator
label2025-10-31

2/3

A Profle

http://www.freestylecheck.com/
http://www.freestylecheck.com/
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If you have additional questions or need to report any adverse reactions or quality problems experienced 

with the use of FreeStyle Libre 3 or FreeStyle Libre 3 Plus, please call Abbott Customer Service at 1-833-

815-4273, available seven days a week from 8 a.m. to 8 p.m. Eastern Time. Agents are available 24/7 

through live chat at https://www.freestyle.abbott/us-en/support/contact-us.html. 

 

Adverse reactions or quality problems experienced with the use of this product may be reported to the 

FDA’s MedWatch Adverse Event Reporting program either online, by regular mail or by fax. 

Complete and submit the report online at www.fda.gov/medwatch. Regular Mail or Fax: Download form or 

call 1-800-332-1088 to request a reporting form, then complete and return to the address on the pre-

addressed form or submit by fax to 1-800-FDA-0178. 

 

Thank you for your attention to this urgent medical device correction notice. We sincerely apologize for 

any inconvenience this may have caused. 

 

Sincerely, 

Abbott  

 

 

https://www.freestyle.abbott/us-en/support/contact-us.html
http://www.fda.gov/medwatch

