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Safety

Steris System 1 Processor: FDA Notice and Recommendations

Audience: Hospital risk managers, surgical service managers, infection control professionals

10] FDA Obtains Consent Decree to Stop Marketing of Unapproved Sterilization System-STERIS System 1
FDAf& IERBAAEMSTERIS System 1 (SS1) k1

[UPDATED 02/02/2010] FDA is extending to 18 months the total recommended time period for transitioning from Steris Corporation’s

modified System 1 processor (S51) to legally-marketed alternative devices. FDAZERKZE18A M SS1BI A R Bt&
[UPDATED 12/17/2009] Alternatives to STERIS System 1 (FDA-cleared sterilization and disinfection products) added to ieb site.

[Posted 12/03/2009] FDA notified healthcare facility administrators and infection control healthcare professionals of important
information regarding the regulatory status of the STERIS System 1 Processor (SS1) used in surgical and endoscopy suites for

reprocessing, i.e., sterilizing or disinfecting, medical devices.
;R?J" e @iﬁmgﬁm R S e
heths B A A AT IS e v

Ei?%%%m ‘m&%&ﬁ%ﬁ

reprofgef] TR R s FRA BB R ;Qé )¢§| to
Z;’:% mmmg:; m?ﬁgﬂm&%&w%&mw&;&m“ "
FDA TeCsmmen dgp n 3¢ ernative to the SS1 to meet sterilization and disinfection needs, the facility
g‘m£3’§£}£§§ Insure continued patient safety. If an acceptable alternative to the SS1 is
not eeds and sterilization and disinfection requirements and take steps
W %@Wﬁ%ﬁmm

to obtain legally-marketed substitutes for the S51.

User facilities, including hospitals, are required to report suspected device-related deaths to FDA and the manufacturer, and serious
injuries to the manufacturer or to FDA, if the manufacturer is unknown (see http://wvaw.fda,gov/MedicalDevices/

DeviceRegulati ts/Repor d ts/ It.htm?). Also, FDA solicits voluntary reports
of adverse events from f‘ea\ Na re professionals, Adverse events may be submitted online’
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