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WaisMed Ltd. 
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10 Amal St. Afek Industrial Park                    
Rosh Ha’yin 4809234, Israel                     

safeguardmedical.com  
 

 
 
 

 
June ##, 2025 

 
Customer Name 
Device Name 
Street Address 
City, State, Zip Code 

Dear Customer, 

URGENT: MEDICAL DEVICE RECALL 
NIO Intraosseous Needle 

The purpose of this letter is to advise you that Waismed Ltd. is voluntarily recalling specific lots of the NIO A 
and NIO+ (Single-Use, Automatic Intraosseous Device for Adults 15G, 42.0mm (1.65in)) intended to provide 
intraosseous (IO) access in the proximal tibia or humeral head as an alternative to emergency intravenous 
access for use in adult patients. 

 
While the vast majority of devices in these lots are expected to function as intended, a small number have 
exhibited a manufacturing issue that could impact performance. This voluntary action is being taken out of an 
abundance of caution to ensure continued patient safety. 

 
 

Recent internal testing identified a potential manufacturing issue affecting the device’s built-in stabilizer 
mechanism, which in some cases may not be released properly after deployment and insertion. This 
malfunction has been observed in a limited number of units, but because it may impact on critical emergency 
care, we are initiating a field action for all potentially affected lots. 

Reason for the Voluntary Recall 
 

The NIO Intraosseous Needle has been found to have a manufacturing issue where the built-in stabilizer 
mechanism may fail to release properly from the device following deployment and insertion. 

Risk to Health 
The identified issue may prevent the device from functioning as intended, potentially causing delays in care 
due to the inability to establish functional intraosseous access. When the stabilizer becomes stuck and cannot 
be removed following standard Instructions for Use (IFU) procedures requiring twisting and upward pulling 
motion, clinicians may experience treatment delays while attempting device removal or may need to 
discontinue use of the initial insertion site. In cases where the stabilizer cannot be freed despite following IFU 
instructions, healthcare providers would be required to deploy a new device at one of three alternative 
anatomical sites on the patient, further prolonging time to treatment initiation. Healthcare providers should 
immediately discontinue use of affected devices and consider alternative intraosseous access products to 
ensure continuity of patient care without compromising treatment timelines in critical situations. 

Actions to be taken by the Customer/User: 
Upon receipt of this recall notice, customers and users must immediately quarantine and remove all NIO A and 
NIO+ devices from the affected lots from all points of use, including emergency kits, crash carts, ambulances, 
and clinical storage areas. Discontinue use of any devices from the recalled lots and verify your inventory against 
the specific lot numbers listed in this recall notice to identify all affected products. Please complete the attached 
Recall Acknowledgement and Receipt Form and return it to Waismed Ltd. per the instructions on the form. 
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MEDICAL DEVICE RECALL RETURN RESPONSE 
Acknowledgement and Receipt Form 

Response is Required 
 

Customer Information: 
Customer Name 
Street Address 
Town, State, Zip Code 

 
 

PRODUCT NAME NIO-A and / or NIO+ 
Lot numbers: shown in table below 

 
I have read and understand the recall instructions provided in the <date of> letter. Yes  No  

 
Any adverse events associated with recalled product? Yes  No  

 
If yes, please explain in detail (be sure to include the dates, quantities, and provide all available information).: 

 

 
Affected Product Information: The following products were received by your Company. Please confirm inventory below. 

 

Product/Brand 
Names, UDI ( if 

applicable) 

Manufacturer’s 
Product 

Number/Catalog 
Number 

Lot Number 
shipped to 
Customer 

Quantity 
shipped to 
Customer 

Quantity in 
Customer 
inventory 

Quantity 
used 

without 
issue 

Quantity to 
be returned 

       
       
       

 
 

Return Response Box: 

 

SIGNATURE  DATE  
 

Name/Title  
Telephone  
Email address  

PLEASE EMAIL COMPLETED RESPONSE FORM TO: RECALLS@SAFEGUARDMEDICAL.COM 
OR MAIL TO: FIRM NAME AND ADDRESS IN THE LETTER ABOVE 

 

Please provide any additional information, if applicable. 




