
 

       

     
       

 

     
 

   
 

 
 

        
 

 
 

 
 

 

 
 

 

 
 

 
 

 
 
 

 

 
 

 
 

 
 

 

 
 

 
 

 

 
 

 
 

 
 
 

 

 
 

 
 

 
 

 

 
 

 
 

 

 
 

 
 

 
 
 

 

 
 

 
 

 
 

 
 

 
 

 
 

 

 
 

 
 

 
 
 

 

 
 

 
 

 
 

 
  

  
 

State of California—Health and Human Services Agency 

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

CALIFORNIA DEVICE RECALL INFORMATION SHEET 

Olympus Corporation of the Americas Bronchofiberscope and Bronchovideo Scope for
Endobronchial Combustion 

Recall Date Product Description Recalling Firm Recall Reason 

7/26/2023 Olympus OES
BRONCHOFIBERSCOPE BF 
Type

Model Numbers BF-XT40, BF-
P60, BF-MP60, BF-1T60 

Olympus 
Corporation of the 
Americas 

Center Valley, 
Pennsylvania 

There have been 
complaints of 
endobronchial 
combustion during 
therapeutic laser 
procedures with the 
bronchoscope. 

7/26/2023 Olympus 
BRONCHOFIBERSCOPE BF 
Type

Model Numbers BF-PE2, BF-
TE2 

Olympus 
Corporation of the 
Americas 

Center Valley, 
Pennsylvania 

There have been 
complaints of 
endobronchial 
combustion during 
therapeutic laser 
procedures with the 
bronchoscope. 

7/26/2023 Olympus 
BRONCHOVIDEOSCOPE BF 
Type

Model Numbers BF-P150, BF-
1T150 

Olympus 
Corporation of the 
Americas 

Center Valley, 
Pennsylvania 

There have been 
complaints of 
endobronchial 
combustion during 
therapeutic laser 
procedures with the 
bronchoscope. 

7/26/2023 Olympus EVIS EXERA
BRONCHOVIDEOSCOPE BF 
TYPE 

Model Number BF-XT160 

Olympus 
Corporation of the 
Americas 

Center Valley, 
Pennsylvania 

There have been 
complaints of 
endobronchial 
combustion during 
therapeutic laser 
procedures with the 
bronchoscope. 

7/26/2023 Olympus EVIS EXERA II Olympus There have been 

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


 
 

 
 

 

 
 

 
 

 
 

 
 

 
 

 
 

 
  

 
 

 
 

 

 
 

 
 

 
 
 

 

 
 

 
 

 
 
      

 
 

 
 

 
 

 
 
 

 

 
 

 
 

 
 

 
  

 

 

 

 
 

 

 
 

 

  

 
 

 

 
  

 
 

 
 

 

 
 

 
  

 
 

BRONCHOVIDEOSCOPE BF 
TYPE 

Model Numbers BF-P180, BF-
Q180, BF-Q180-AC, BF-1T180, 
BF-1TQ180 

Corporation of the 
Americas 

Center Valley, 
Pennsylvania 

complaints of 
endobronchial 
combustion during 
therapeutic laser 
procedures with the 
bronchoscope. 

7/26/2023 Olympus EVIS EXERA III
BRONCHOVIDEOSCOPE BF 
TYPE 

Model Numbers BF-H190, BF-
Q190, BF-XT190, BF-1TH190 

Olympus 
Corporation of the 
Americas 

Center Valley, 
Pennsylvania 

There have been 
complaints of 
endobronchial 
combustion during 
therapeutic laser 
procedures with the 
bronchoscope. 

Recall 
Class Product Identification Distribution Affected Dates 

I Olympus OES
BRONCHOFIBERSCOPE BF 
Type

All serial numbers BF-XT40** 
OES BRONCHOFIBERSCOPE 
OLYMPUS BF TYPE XT40 UDI: 
04953170055980 BF-P60 OES 
BRONCHOFIBERSCOPE 
OLYMPUS BF TYPE P60 UDI: 
04953170339288 BF-MP60 
OES BRONCHOFIBERSCOPE 
OLYMPUS BF TYPE MP60 
UDI: 04953170338394 BF-1T60 
OES BRONCHOFIBERSCOPE 
OLYMPUS BF TYPE 1T60 UDI: 
04953170339264 

1535 Units 
Nationwide 

June 2023 and 
Prior 

I Olympus 
BRONCHOFIBERSCOPE BF 
Type

All serial numbers BF-PE2 
BRONCHOFIBERSCOPE 
OLYMPUS BF TYPE PE2 UDI: 
04953170339974 BF-TE2 
BRONCHOFIBERSCOPE 
OLYMPUS BF TYPE TE2 UDI: 
04953170339998 

4 Units Nationwide June 2023 and Prior 

I Olympus 
BRONCHOVIDEOSCOPE BF 
Type 

9 Units Nationwide June 2023 and Prior 



 

 

 
 

 
 

 
 

 
 

 
  

 
 

 

 
   

 
 

 
 

 
  

 
 

 
 

 
 

 

 
 

 

 
 

 

 

 
 

 
  

 

 
 

 
 

 
 

 
 

 

 

 

 
  

 

 
 

All serial numbers BF-P150* 
BRONCHOVIDEOSCOPE 
OLYMPUS BF TYPE P150 UDI: 
04953170288876 BF-1T150 
BRONCHOVIDEOSCOPE 
OLYMPUS BF TYPE 1T150 
UDI: 04953170288968 

I Olympus EVIS EXERA 
BRONCHOVIDEOSCOPE BF 
TYPE 

All serial numbers BF-XT160* 
EVIS EXERA 
BRONCHOVIDEOSCOPE 
OLYMPUS BF TYPE XT160 
UDI: 04953170340147 

284 Units Nationwide June 2023 and Prior 

I Olympus EVIS EXERA II 
BRONCHOVIDEOSCOPE BF 
TYPE 

All serial numbers BF-P180* 
EVIS EXERA II 
BRONCHOVIDEOSCOPE 
OLYMPUS BF TYPE P180 UDI: 
04953170339288 BF-Q180** 
EVIS EXERA II 
BRONCHOVIDEOSCOPE 
OLYMPUS BF TYPE Q180 UDI: 
04953170339301 BF-Q180-AC* 
EVIS EXERA II 
BRONCHOVIDEOSCOPE 
OLYMPUS BF TYPE Q180-AC 
UDI: 04953170340086 BF-
1T180* EVIS EXERA II 
BRONCHOVIDEOSCOPE 
OLYMPUS BF TYPE 1T180 
UDI:  04953170339325 BF-
1TQ180* EVIS EXERA II 
BRONCHOVIDEOSCOPE 
OLYMPUS BF TYPE 1TQ180 
UDI: 04953170339349 

17,609 Units 
Nationwide 

June 2023 and Prior 

I Olympus EVIS EXERA III 
BRONCHOVIDEOSCOPE BF 
TYPE 

All serial numbers BF-H190 
EVIS EXERA III 
BRONCHOVIDEOSCOPE 
OLYMPUS BF-H190 UDI: 
04953170434754 BF-Q190 
EVIS EXERA III 
BRONCHOVIDEOSCOPE 

9,684 Units 
Nationwide 

June 2023 and Prior 



 

 

 

 

 
 

        
 
 
 
 
 
 
 

 
 
 
 
 
 

     
         

      
   

OLYMPUS BF-Q190 UDI: 
04953170335198 BF-XT190 
EVIS EXERA III 
BRONCHOVIDEOSCOPE 
OLYMPUS BF-XT190UDI: 
04953170402470 BF-1TH190 
EVIS EXERA III 
BRONCHOVIDEOSCOPE 
OLYMPUS BF-1TH190 UDI: 
04953170434778 

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=200490
http://www.cdph.ca.gov/



