









March 8, 2002


Item:  
Bronchoscopes manufactured by Olympus America, Inc.  Affected models are:  BF-40, BF -P40, BF-1T40, BF-3C40, BF -XP40, BF -XT40, BF –240, BF -P240, BF-1T240, BF-6C240, BF-160, BF-P160, BF-1T160, BF-3C160, BF -XT160, per manufacturer’s letter.
Specific Incident:
A loose biopsy port can trap bacteria in a spot that the usual disinfecting process may not reach.  Bronchoscopes are not steam-sterilized like other instruments, but are cleaned with chemicals and washed in a special machine.  An unnamed private hospital reported an unusually high number of cultures performed on lung secretions collected from Olympus bronchoscopes that were positive for pseudomonas.  Epidemiologists traced the problem to the Olympus bronchoscopes, which were picking up bacteria from one patient, shielding them from the disinfectants and transferring them to the next patient exposed to the scope.  

Action:  
1.  If you have not already done so, immediately (within 24 hours) identify all units affected by this alert.  Remove them from service and test them for a loose portal following Olympus’ procedure (attachment 1).

2. If you detect any looseness in the biopsy channel port, discontinue using the affected bronchoscope, notify Olympus via fax (Attachment 2) and return it to Olympus per their directions (Attachment 3) for immediate upgrade.

3. If the unit is not affected, it can be used.  However, Olympus requests that it be returned for a biopsy port housing upgrade when practical.

4. Finally, if you have affected units, review relevant patient records to determine if there is a pattern of increased pseudomonas infections associated with use of these bronchoscopes and report positive findings to Dr. Gary Roselle, VAMC Cincinnati (negative reports not required).

Additional Information: Olympus mailed notices in November 2001, with a second notice February 27, 2002.  
Source:
Manufacturer

Contact:
Laura Storms-Tyler, Olympus at (631) 844-5688.  You can also contact Paul Sherman, VA Center for Engineering & Occupational Safety and Health (CEOSH) at (314) 543-6700.

Attachment 1

User Evaluation of Bronchoscope Biopsy Port Looseness

Applicable to the following Olympus bronchoscope models: BF-40, BF-P40, BF-1T40, BF-3C40, BF-XP40, BF-XT40, BF-240, BF-P240, BF-1T240, BF-6C240, BF-160, BF-P160, BF-1T160, BF-3C160, BF-XT160
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 Attachment 2

Olympus Bronchoscope Recall Response Form

Affected Models: BF-40, BF-P40, BF-1T40, BF-3C40, BF-XP40, BF-XT40, BF-240, BF-P240, BF-1T240, BF-6C240, BF-160, BF-P160, BF-1T160, BF-3C160, BF-XT160

I have received the Recall information on the Olympus Bronchoscope models referenced above and understand that I need to return my unit for replacement of the biopsy port.

Model and Serial number of affected bronchoscope(s):

_________________________________
_______________________________

_________________________________
_______________________________

_________________________________
_______________________________

_________________________________
_______________________________

_________________________________
_______________________________

_________________________________
_______________________________

Name:  ______________________________________________

Institution: ___________________________________________

Address:  ____________________________________________

City: __________________________    State:  _______   Postal code: _______________

Phone number: _______________________________________

Fax completed questionnaire to Mary Anne Pizzinga at (631) 844-5554 or (631) 844-5416

Olympus America Inc.
Two Corporate Center Drive

Melville, NY 11042-1179

Attachment 3

Olympus Recall Return Instructions

All bronchoscopes should be returned to:


Olympus National Service Center

ATTN: Bronchoscope Modification

2400 Ringwood Avenue

San Jose CA 95131-1700 

Send bronchoscopes to Olympus via Federal Express (FedEx 2Day Service).  

Please indicate in the “Bill to” section of the FedEx form to bill recipient (Olympus).







Step 2: If you detect looseness in the biopsy channel port, re-tighten the biopsy port by turning with fingers firmly in a clockwise direction (refer to picture 4), and discontinue use of the bronchoscope. 








After putting on sterile gloves:





Step1:  Twist the biopsy port counter-clockwise with fingers


              (refer to picture 2). 


In case the biopsy port is loose, the port will turn easily 


             (refer to picture 3). 





Even if no looseness is detected, Olympus requests you return the bronchoscope for a biopsy port housing upgrade as soon as practical.














Please check the looseness of the biopsy port (refer to picture 1) of your bronchoscope by utilizing the following procedure. 











