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GYRUSACMI STATEMENT CONCERNING STERISSYSTEM 1
ADDITIONAL INFORMATION

As a follow up to our statement published on Decem@2, 2009 concerning the FDA'’s actions with
respect the STERIS System 1 (SS1), Gyrus ACMI wakédto offer the following additional
information.

FDA

FDA has posted several documents regarding then@®&r. These documents can be found at
http://www.fda.gov/MedicalDevices/Safety/Alertsamutides/ucm194411.htnThe documents include a
transcript of the conference call with healthca@ilities hosted by FDA on December 10, 2009, a
Questions and Answers document and a documemigitgally marketed alternative sterilization
methods to replace the SS1.

Among other things, FDA states in these documdrasSTERIS Corporation (STERIS) has
significantly modified the SS1 and that FDA has ayproved or cleared this modified product.
Accordingly, FDA has not determined whether the &Sshafe or effective for its labeled claims,
including claims that it sterilizes medical devices

According to FDA, diagnostic and therapeutic prared using devices processed in a SSI should not
be interrupted until suitable reprocessing alteveatare in place. The agency believes that heaithc
facilities should transition to an acceptable alé¢ive as soon as possible to ensure continueenpati
safety. According to FDA, healthcare facilities sltbbe able to make this transition in three to six
months.

If you haven’'t done so already, we strongly urge i@review the documents posted by FDA in order to
get a more complete understanding of this situation

REPROCESSING ALTERNATIVESFOR GYRUS ENDSCOPES

As noted in our December 22 statement, there aneealsterilization alternatives to the SS1 to repss
Gyrus ACMI endoscopes. Two methods that are ofiteil @are steam sterilization and hydrogen
peroxide gas vapor (or STERRAD) processes.

Steam sterilization is the most prevalent methaodl&vice sterilization and is frequently more cost-
effective than the “per cycle” cost of other altimes. Whether using gravity-displacement or pre-
vacuum cycles, Gyrus ACMI offers a range of autealde products, such as M3™Gold Telescopes,
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SlimLine™ MRO™-7 Series Autoclavable Ureteroscoesl Elite 2 Resectoscope Sheath Systems,
that can withstand the rigors of the steam autectaecess.

For devices that are heat labile (including mastifile endoscopes), a suitable alternative mayée t
STERRAD® NX Sterilization System, manufactured byvAnced Sterilization Products (ASP). This
system offers healthcare facilities a viable opfimmlow-temperature sterilization of heat-labile
endoscopes that may have traditionally been stedlusing ethylene oxide or liquid chemical
sterilization methods. Gyrus ACMI offers severakible endoscopes that are compatible with the
STERRAD® NX Sterilization System.

For further information on these and other alteweasterilization methods, please consult the
Instructions for Use that accompany each Gyrus AG#tlice, or contact a Technical Support Specialist
at 800-852-9361.
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We trust that this additional information providedue to your facility as you transition from the
STERIS System 1 to another sterilization methodu&ACMI looks forward to partnering with you to
meet your reprocessing needs.



