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OLYMPUS OLYMPUS ERCP ENDOSCOPE Back to Search Results
Model Number J180
Event Date 12/20/2012
Event Type  Malfunction  
Event Description
This pt and 15 subsequent pts developed klebsiella pneumoniae infections after having undergone endoscopic
retrograde cholangiopancreatogram (ercp) procedures. The problem was thought to be related to difficulty in
reliably cleaning and disinfecting the mechanically complex 'elevator' at the distal end of the endoscope. In
response, the method of reprocessing was changed from automated high­level disinfection (hld) to gas
sterilization. In addition, all staff was re­trained in scope pre­cleaning, cleaning, and high­level disinfection. The
re­training and hdl was assessed by obtaining brush specimens of the elevator after hld of 10 ercp scopes that
had been used on pts with known infection of the biliary tract. All of these cultures were negative.
 
Search Alerts/Recalls23

  New Search  |  Submit an Adverse Event Report24

Brand NameOLYMPUS
Type of DeviceERCP ENDOSCOPE

Manufacturer (Section D)OLYMPUS
Center Valley PA 18034

MDR Report Key3413223
Report NumberMW5032234

Device Sequence Number1
Product CodeKOG25
Report SourceVoluntary

Reporter OccupationATTORNEY
Type of ReportInitial

Report Date10/09/2013
2 DeviceS WERE Involved in the Event:1 2 
0 PatientS WERE Involved in the Event:

Date FDA Received10/10/2013
Is This An Adverse Event Report?No

Is This A Product Problem Report?Yes
Device OperatorHealth Professional

Device MODEL NumberJ180
Is The Reporter A Health Professional?No

Is this a Reprocessed and Reused Single­Use Device?No

Links on this page:
1.  http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain

2.  http://www.addthis.com/bookmark.php
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OLYMPUS MEDICAL SYSTEM CORPORATION DUODENOVIDEOSCOPE Back to Search Results
Lot Number N/A
Device Problem No Known Device Problem
Event Type Injury
Event Description
Olympus received a news article which reported that eight patients tested positive for carbapenem-
resistant enterobacteriaceae (cre) infections after undergoing a procedure using a duodeno videoscope 
(model/serial number unspecified) at the user facility. In addition, it was stated the hospital cultured its 
scopes and found no bacteria matching the strain causing the patient's infections. The exact cause of the 
patient's outcome cannot be conclusively determined at this time. Originally, (b)(6) 2015 olympus was 
informed of one patient infection in which the patient was medically treated with antibiotics. Based on the 
new information received olympus will submit seven mdrs to account for the eight patients. (cross 
reference: 2951238-2015-00388, 2951238-2015-00389, 2951238-2015-00390, 2951238-2015-00391, 
2951238-2015-00392, and 2951238-2015-00393) olympus followed up with the user facility to obtain 
additional information regarding the reported events by telephone and in writing but with no result.

Manufacturer Narrative
The user facility has not provided the specific model and serial number of the scopes involved into the 
reported events. Therefore, it is unknown if the user facility has returned the scope to olympus for service 
or evaluation. As part of our investigation in this report, olympus dispatched an endoscopy support 
specialist (ess) to the user facility to observe their reprocessing practices. At this time the user facility has 
not yet scheduled a date for the in-service. If additional and significant information becomes available at a 
later time these reports will be supplemented please see original associated medical device report: 
2951238-2015-00249.

Search Alerts/Recalls2323

New Search24  | Submit an Adverse Event Report2524

Brand NameDUODENOVIDEOSCOPE
Type of DeviceDUODENOVIDEOSCOPE

Manufacturer (Section D)OLYMPUS MEDICAL SYSTEM 
CORPORATION
2951 Ishikawa-Cho,
Hachioji-Shi
Tokyo 192-8 507
JAPAN 192-8507

Manufacturer ContactNoemi Schambach
2400 Ringwood Avenue
San Jose , CA 95131
(408) 408 -4089
40893550 4089355002 

MDR Report Key5030603

MAUDE Adverse Event Report: OLYMPUS MEDICAL SYSTEM CORPORATION 
DUODENOVIDEOSCOPE
FDA Home33Medical Devices44Databases55
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Report Number2951238-2015-00387
Device Sequence Number1

Product CodeFDT2625

Report SourceManufacturer
Source TypeLITERATURE,OTHER,USER FACILIT

Reporter OccupationOther
Type of ReportInitial

Report Date08/05/2015
1 Device Was Involved in the Event
1 Patient Was Involved in the Event

Date FDA Received08/25/2015
Is This An Adverse Event Report?Yes

Is This A Product Problem Report?No
Device OperatorHealth Professional

Device LOT NumberN/A
Was Device Available For Evaluation?No

Is The Reporter A Health Professional?Yes
Was the Report Sent to FDA?

Event LocationNo Information
Date Manufacturer Received08/05/2015

Was Device Evaluated By Manufacturer?Device Not Returned To Manufacturer
Is The Device Single Use?No

Is this a Reprocessed and Reused Single-Use 
Device?No

Type of Device UsageReuse

Patient TREATMENT DATA
Date Received: 08/25/2015 Patient Sequence Number: 1
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