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URGENT FIELD SAFETY NOTICE 

IMMEDIATE ACTION REQUIRED 

ANGIODYNAMICS MINI STICK MAX COAXIAL MICROINTRODUCER KIT 
 

January 30, 2024 

Attention: Risk Management Department  

AngioDynamics, Inc., is conducting a medical device Field Safety Corrective Action (FSCA) to the end user 
level based on the non-conformance of a supplied component included within the AngioDynamics Mini 
Stick Max Coaxial Microintroducer Kit.  This non-conformance may prevent the guidewire from passing 
through the introducer hub during a surgical procedure. The inability of the guidewire to pass through the 
introducer is due to the presence of voids in the internal lumen of the sheath hub. 

AngioDynamics became aware of this issue upon receipt of multiple reported complaints associated with 
the affected Mini Stick Max Kits. To date, AngioDynamics has not received reports of patient injury as a 
result of this issue. The potential risk of the non-conformance is a delay in procedure, wherein the user 
may need to exchange the sheath to complete the case. 

AngioDynamics has confirmed that the Mini Stick Max kits affected by this FSCA were distributed globally 
to end-users. AngioDynamics began distributing the affected lots of Mini Stick Max Kits affected by this 
FSCA on June 13, 2023.  Our records indicate that your health care facility has received one or more of the 
Mini Stick Max kits subject to this FSCA.   

Please refer to the Reply Verification Tracking Form, included with this Field Safety Notification (FSN), for 
the details on the affected devices provided to your specific organization. (Product Description, Product 
Number, Ref./Catalog Number, Lot/Batch Number, Quantity Shipped, Date Shipped, and Sales Order 
Number).  

NOTE: The Ref./Catalog numbers and lot/batch numbers are located on the labeling of the Mini Stick 
Max Kits.  

1. Actions to be taken:  

• IMMEDIATELY  
o Stop using the product subject to FSCA.  
o Remove any affected (recalled) product from your inventory (whether in labs, Central 

Supply, Shipping and Receiving or ANY other location).  
o Segregate this product in a secure location for return to AngioDynamics, Inc.  
o Forward a copy of this FSN to all sites to which you have distributed affected product.   

Contact Category 

 Initial Contact 

 2nd Contact  

 3rd Contact 







 

Select all that apply and return to recall@angiodynamics.com.

  □ We do NOT have any affected product

  □ We have found affected product and are returning the quantity (eaches) indicated above

   Return Authorization Number: 87MSM0967   Product Return Date: ___________

  □ Affected product was redistributed to another facility to which we have forwarded a copy of this Field Safety  

   Notification.

   Name of facility / Contact: _____________________________________________

   Address:  ___________________________________________________________

   Telephone Number: ___________________ Fax Number: ___________________

  □ We have received complaints of adverse effects associated with the use of the product.

   If so, please provide details to AngioDynamics as soon as possible.

         Report any injuries/illnesses associated with recalled devices to US FDA via MedWatch.

To ensure regulatory compliance, please be certain to complete this form in its entirety.

Print Contact Name: ________________________________________ Title: __________________________ 

Facility Name: _____________________________________________ Department: ____________________

City and State: ____________________________________________________________________________

Telephone #: ____ -____ -______ Fax #: ____ - ____ - ______ E-Mail: _______________________________

Contact Signature: __________________________________________ Date: _________________________ 
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