
 

       

     
       

 

     
 

  
 

        
 

 
 

 
 

 
 

 
 

 
 

 
 

 
  

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
  

 

 
 

 
 

 
 

 

 
 

 
 

 
 

 
  

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
  

 

 
 

 
 

 
  

  
 

 

 
 

 
 

 
 

 
  

 

 
 

 
 

 
  

  
 

 
 

 
 

 
 

 
 

 
  

 

 
 

State of California—Health and Human Services Agency 

California Department of Public Health 
Food and Drug Branch – Device Recalls 

CALIFORNIA DEVICE RECALL INFORMATION SHEET 

Megadyne Recalls MEGA Series Patient Return Electrodes for Electrosurgery because of Burns 

Recall Date Product Description Recalling Firm Recall Reason 

7/5/2023 Mega 2000 Patient Return
Electrode 

Used during electrosurgery 

MEGADYNE 
MEDICAL 
PRODUCTS, INC. 

Blue Ash, Ohio 

Firm has received 
reports of patient 
burns in surgical pro-
cedures where dev-
ice was used. 

7/5/2023 Mega Soft Reusable Patient
Return Electrode 

Used during electrosurgery 

MEGADYNE 
MEDICAL 
PRODUCTS, INC. 

Blue Ash, Ohio 

Firm has received 
reports of patient 
burns in surgical pro-
cedures where dev-
ice was used. 

7/5/2023 Mega Soft Dual Reusable 
Patient Return Electrode 

used during electrosurgery 

MEGADYNE 
MEDICAL 
PRODUCTS, INC. 

Blue Ash, Ohio 

Firm has received 
reports of patient 
burns in surgical pro-
cedures where dev-
ice was used. 

7/5/2023 Mega Soft Pediatric Patient
Return Electrode 

Used during electrosurgery 

MEGADYNE 
MEDICAL 
PRODUCTS, INC. 

Blue Ash, Ohio 

Firm has received 
reports of patient 
burns in surgical pro-
cedures where dev-
ice was used. 

7/5/2023 Mega Soft Universal & Universal 
Plus Patient Return Electrodes 

Used during electrosurgery 

MEGADYNE 
MEDICAL 
PRODUCTS, INC. 

Blue Ash, Ohio 

Firm has received 
reports of patient 
burns in surgical pro-
cedures where dev-
ice was used. 

7/5/2023 Mega Soft Universal & Universal 
Plus Dual Patient Return 
Electrode 

Used during electrosurgery 

MEGADYNE 
MEDICAL 
PRODUCTS, INC. 

Blue Ash, Ohio 

Firm has received 
reports of patient 
burns in surgical pro-
cedures where dev-
ice was used. 

https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx


 
      

 
 

 
 

 

 
 

 
  

 

 

 

 
 

 
 

 

 
 

 
  

 

 
 

 
 

 

 

 
 

 
  

 

 
 

 
 

 
 

 

 
 

 
  

 

 
 

 
 

 
 

 
 

 
 

 
 

 
  

 

 
 

 
 

 
 

 
 

  
 

 
 

 
  

 

 
 

        
 
 
 
 

 

     
         

      
   

Recall 
Class Product Identification Distribution Affected Dates 

I Mega 2000 Patient Return
Electrode 

Model No. 0800; UDI-DI: 
10614559100936; All Units 

21100 Units 
Nationwide 

June 2023 and 
prior 

I Mega Soft Reusable Patient
Return Electrode 

Model No. 0830; UDI-DI: 
10614559101797; All Units. 

21100 Units 
Nationwide 

June 2023 and prior 

I Mega Soft Dual Reusable 
Patient Return Electrode 

Model No. 0835; UDI-DI: 
10614559101872; All Units. 

21100 Units 
Nationwide 

June 2023 and prior 

I Mega Soft Pediatric Patient
Return Electrode 

Model No. 0840; UDI-DI: 
10614559103395; All Units. 

21100 Units 
Nationwide 

June 2023 and prior 

I Mega Soft Universal &
Universal Plus Patient Return 
Electrodes 

Model No. 0845 & 0847; UDI-DI: 
10614559103906 & 
10614559104842; All Units. 

21100 Units 
Nationwide 

June 2023 and prior 

I Mega Soft Universal &
Universal Plus Dual Patient 
Return Electrode 

Model No. 0848 & 0846; UDI-DI: 
10614559104859 & 
10614559104248; All Units. 

21100 Units 
Nationwide 

June 2023 and prior 

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE FDA WEBSITE 

CDPH Food and Drug Branch 
MS 7602  P.O. Box 997435  Sacramento, CA 95899-7435 

(916) 650-6500 ● (916) 650-6650 FAX
Internet Address: www.cdph.ca.gov 

https://www.accessdata.fda.gov/scripts/ires/index.cfm?dev?Product=201763
http://www.cdph.ca.gov/



