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AL08-11	 March 12, 2008 

Item: STERIS C1160 Universal Flexible Processing Trays used with the STERIS  
System 1 Sterile Processing Systems 

Specific Incident: STERIS Corporation issued an Urgent Recall Notice about the design/operation 
of the C1160 universal flexible processing tray that may compromise the ability of 
the STERIS System 1 Sterile Processor to provide an effective sterilization cycle 
when the C1160 tray is used. 

 STERIS identified this issue internally during quality control procedures; STERIS 
indicated there have been no adverse incidents reported from facilities regarding 
this issue. It is possible, however, that devices (e.g., endoscopes, esophageal 
dilators) sterilized in the STERIS System 1 with C1160 trays may not have been 
adequately sterilized. Additional diagnostic cycles recommended by STERIS will 
ensure the processor is operating within acceptable limits. 
 
NOTE: This Patient Safety Alert applies to all STERIS System 1 models and 
all serial numbers of C1160 trays. This Patient Safety  Alert does not apply  
to C1200, C1220, or C1140 trays. 

 General Information:  Prior to STERIS’ Urgent Recall Notice, STERIS’ operating instructions indicated 
that a diagnostic cycle is only required to be run once every 24 hours. Since the 
discovery that the C1160 tray may compromise the ability of the STERIS System 
1 to provide an effective sterilization cycle when the C1160 tray is used, STERIS 
is now indicating that, in addition, diagnostic cycles be run after each C1160 tray 
is processed in the STERIS System  1.   

 

Actions:  Chief of SPD (or designee) will ensure the following actions are carried out by 
close of business Friday, March 14, 2008:  

1. 	 Reprocessing personnel who utilize the STERIS System 1 must read this 
Patient Safety Alert and the attachments. 

NOTE: Be sure to identify all areas in your facility that have STERIS 
System 1 Processing Systems that may include, but are not limited 
to the following: Ambulatory Surgery, Endoscopy, GI, GU, OR, 
Respiratory, SPD, and Urology.   

2. 	 If possible, discontinue  the use of STERIS C1160 trays with the STERIS  
System 1 until STERIS is able to correct the problem at your facility. (STERIS 
began field correction on March 7, 2008.) Use alternative trays in the 
meantime to sterilize your devices. 

NOTE: The alternative trays must be suitable for use with the 
particular device(s) to be reprocessed and with the STERIS System 1 
(i.e., obtain written confirmation of suitability from the device 
manufacturer or STERIS on the proper tray to be used with each 
device).  
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3. 	 If you must utilize the C1160 trays to sterilize devices in the STERIS System 
1, until STERIS performs a field correction to fix the problem at your facility, 
reprocessing personnel must run a diagnostic cycle at the beginning of each 
day and after every sterile processing cycle with the C1160 tray. The device 
reprocessed in the C1160 tray must be held until its diagnostic cycle has been 
completed and passed. If the device’s diagnostic test did not pass, the 
problem must be corrected and the device reprocessed. 

Add’l Information:	   Guidance regarding notification of patients that may have been exposed to 
pathogens as a result of possible improper reprocessing is not addressed in 
this Patient Safety Alert. Such guidance could potentially be provided in a 
separate communication.   

Source: 	 Manufacturer, VA medical facility  

Contacts:  	  
 

Bob Osburn, National SPD at (214) 857-4190,  or   

Holly Wright Lee, STERI S Corporation at (800) 548-4873 or (440) 392-7019. 


Attachments:    1.) Urgent Recall Notice from STERIS Corporation, dated February 19, 2008 

 A.) Figure of C1160 Universal Flexible Processing Tray 

  B.) Illustration of diagnostic cycle failure messages 


Page 2 of 6 



 

 
 
 
 

 
 
 

AL08-11 

Attachment 1 

Urgent Recall Notice from STERIS Corporation, dated February 19, 2008. 
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Attachment 1 - continued 
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Attachment A 
C1160 Universal Flexible Processing Tray 
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Attachment B 
Illustrations of diagnostic cycle failure messages 
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