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FDA Challenges STERIS



In response to recent concerns by the FDA about the STERIS System 1, STERIS has released this letter to its customers on December 6, 2009.

Dear Valued U.S. Customer,


I want to take this opportunity to update you regarding the December 3, 2009 FDA notice to healthcare facility administrators concerning the regulatory status of the STERIS SYSTEM 1 Sterile Processing System.


All of us at STERIS share your deep commitment to patient safety, and we are proud that the SYSTEM 1 processor has been safely used for more than 300 million cycles over more than 20 years. As the FDA stated in its December 3rd Q&A, they are not aware of any confirmed cases of infection directly attributable to SYSTEM 1 that would require patient notification.


Upon receiving the December 3rd FDA notice, STERIS began discussions with the FDA on a number of important issues affecting your continued use of SYSTEM 1. We greatly respect the FDA, its mission and its important responsibilities, and we are continuing to work with the Agency to clarify these issues and develop an effective transition plan. As part of that plan, we are seeking to address any confusion these events may have caused you.


When considering acceptable alternatives to meet your sterilization and disinfection requirements, you should review and consider the FDA’s Q&A, including the section entitled “What factors should I consider in selecting an alternative product?”

Additionally, the FDA provided important guidance in its December 4th Stakeholder Conference Call. You may also wish to consider the following:
•Identify all devices currently processed in your STERIS SYSTEM 1 sterile processing system.


•Obtain and review all device manufacturer’s instructions and refer to the recommended reprocessing instructions.


•Identify available reprocessing alternatives in your healthcare facility and determine which devices could be moved to those alternative processes.


•Alternative reprocessing methods include, among others:  
· Ethylene oxide
· Manual soak
· Hydrogen peroxide
· Steam sterilization
· High level disinfection.


We will provide further updates as soon as new information is available to us. If you have any questions, please contact STERIS at 440-392-7223 or visit www.steris.com. 

Sincerely, 

Rosemary Niewolakm, 

Product Manager, SYSTEM 1

STERIS Corporation

