URGENT FIELD SAFETY NOTICE

ATTENTION

Central Sterilisation Department

TYPE OF ACTION

Voluntary FIELD SAFETY NOTICE

REF / DATE

ASP08/2013/October 02, 2013

PRODUCT

STERRAD® Boosters and Adaptors, Product Codes 15400. 15401,
15402, 15403 and 15407

REASON

The purpose of this communication is to announce the introduction of a new
verification tool that should be used with your STERRAD® Boosters and
STERRAD® Adaptors. This new tool is a checklist (Attached) that should be
printed and used to provide verification of the proper use of the STERRAD®
Booster/Adaptor before and after the STERRAD® sterilization cycle. (Note: This
checklist should not be placed inside of the STERRAD® System or in any type of
sterilization packaging)

ACTION

What Action Is Required?

e This new tool is a checklist (Attached) that should be printed and used to
provide verification of the proper use of the STERRAD® Booster/Adaptor
before and after the STERRAD® sterilization cycle.

TRANSMISSION

Keep a copy of this letter with your STERRAD® Booster Instructions for
Use (IFU) until you receive the updated IFU (Rev 104421-02) with your next
STERRAD® Booster order.

CONTACT

If you have additional questions about this action, please contact your Sales
Representative or call [Affiliate Name].

We apologize for any inconvenience this will cause you, but rest assured it is our
utmost intent to make this process as easy for you as possible.

CONFIRMATION

This action has been notified to the appropriate Regulatory Agencies.

FSN ASP07/2013
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