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Drivers
Regulators see UDI as the core element for postmarket surveillance
Customers see in UDI prerequisite for optimizing procurement & inventory management

Situation

The deployment of UDIs will become mandatory in all major markets (USA, EU, CN, JAP
etc.), starting in September 2014 with class lll in USA.

Non-compliance will result in a lock-out from these markets.

" No UDI - no business!

Goal & Challenge of a large medical device manufacturer
Create one UDI standard for the whole organization and in parallel
accomplish UDI-compliance for Class lll-Products by SEP 2014.

Outlook: This is just the starting point — UDI will open a new dimension of post market
surveillance (EHR), hospital logistics/inventory management and performance controlling

L Siemens AG 2013 All rights reserved.
Page 38 2013-09-27 Bodo Winkler / Siemens H QT PMO UDI
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