
     
         

      
   

 

       

     
       

 

     
 

   
 

        
 

 
 

 
  

 

 
 

  
 

 

 

 

 
  

 
 

 
 

 
      

 
 

 
  

  
 

 
 

 

  
 

 

 
 

 

        
 
 
 
 
 
 
 

 

State of California—Health and Human Services Agency 

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

CALIFORNIA DEVICE RECALL INFORMATION SHEET 

Karl Storz Endoscopy Recalls Videoscope due to Infection Risk 

Recall Date Product Description Recalling Firm Recall Reason 

11/10/2021 FIVE S 3.5x65, Flexible Intuba-
tion Videoscope

REF: 091361-06 (6 Units) 

Karl Storz 
Endoscopy USA
El Segundo, 
California 

Affected flexible 
intubation video 
endoscopes did not 
achieve the required 
sterility assurance 
level. There is a risk 
that the patient may 
be exposed to a 
higher risk of 
infection. 

Recall 
Class Product Identification Distribution Affected Dates 

II FIVE S 3.5x65, Flexible 
Intuba-tion Videoscope

All LOTs with remaining shelf 
life 

330 Intubation 
Scopes in 
California 

September 2021 
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 

http://www.cdph.ca.gov/
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/FoodSafetyProgram/FoodRecalls.aspx
https://www.accessdata.fda.gov/scripts/ires/index.cfm?dev?Product=189315

