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URGENT FIELD SAFETY NOTIFICATION 
June 18, 2018 

 
Dear Valued Customer, 
 
As a result of customer complaints, Bovie Medical has become aware of an issue that may 
result in the rotating tip separating from the distal end of the handpiece while being extracted 
from the trocar/cannula with force exceeding current specifications. This can occur if the device 
tip gets caught on a ledge inside the cannula and significant mechanical force is used to free it.  

IMPACT:  If this happens and it is not noticed at the time of extraction, the separated tip could 
be left inside the patient. There have been no user or patient injuries reported as a result of this 
issue.   

ACTIONS:  
1. Discontinue use of any handpieces with catalog and lot numbers included in the list below. 
2. Immediately return all impacted handpieces in your inventory to Bovie Medical. 
3. Consider using the BVX-330B device or BVX-450B as replacement devices as these 

handpieces do not contain the defective component. 
4. To receive free replacement devices or to return any unused handpieces call your Local 

Bovie Representative or Customer Service at the number below. 
5. List of Impacted Products: 

Product Name Catalog Number Lot Numbers 

J-Plasma Precise® 360 
Handpiece 

BVX-330BR 
BVX-450BR 
BVX-330NR 
BVX-450NR 

All Lot Numbers 

 
RESOLUTION: This issue will be resolved with a manufacturing and/or design change to the 
affected handpieces. 
 

Bovie Medical considers product quality and customer satisfaction as our top priorities. You are 
receiving this letter because our records indicate you have received J-Plasma Precise 360 
handpieces. We appreciate your time and attention in reading this important notification. Please 
share this information with your surgical staff and retain this notification as part of your facility 
Quality documentation.  If you have forwarded any of the affected product(s) listed above to 
another facility, please provide them a copy of this letter.  
 
Please complete and return the enclosed Response Form within 10 days so we are assured you 
have received this important communication.  If you have any questions regarding this notice, 
please contact: 
 Email: corrections@boviemed.com  
 Toll free call 1-800-537-2790, Monday through Friday, 8:00 AM to 5:00 PM, Eastern Time.   
 
We apologize for the inconvenience that this has caused you and your facility.  
 
Sincerely, 

  
  
Dr. Topaz J. Kirlew, MBA, MT(ASCP) 
Executive Director Quality & Regulatory Affairs 

Enclosure: Response Form 
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