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Imagine one world, one standard, one vision: improving patient safety
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UDI: EU

Implementation

Revision proposals
(26" September 2012)

Recommendation a common UDI System in the EU
(March 2013)

%

Ordinary legislative procedure by EP & Council
(EU member States)

Adoption of the New REGULATION
EEBEUDISSEDOM MBS T (stilin 20152)

WREME 2015EKET? s
UDI and traceability requirements
ERMEUDIES ORS (2016) "
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European
Lormmission
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Argentina

IMDRF 2013
EU Q3 2012 UDI Readmap '??agciitbfl?t:rs EU 2015{tbc)
EC proposals _ MO/ TVD Regulation application
MD/IVD EU - april 2013 System

Regulation EC Ul Canada 2016

Recommendation UDI reguirements (tbc) EU 2020
Turkey 2017 (thc) gﬁi:‘gp"f:j'”"
UTS (Product !
tracking system)

[ USA Q3 2014

e U'SA oA upy DA UDI Eé:jgilﬁm lementation LJDEH:ES:-? | tati
Draft FDA UDI Final FDA UDI Implementation P mplementation
Rule Rule Class 3 Class 2 Class 1

USA 2015
FOA UDI Implementation
Life supporting/sustaining devices
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UDI regulatory requirements under consideration
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Medical devices [ IVDs | | Device |dentifier Certificates issued . Measures taken Sponsors
economic operators, data elements by notified bodies Serious incidents by Member States re. (& manufacturers)
incl. & & devices presenting a description of:
Summary of Safety Information on Field safety risk to health & safety investigational
and Clinical certificates slesl s preventive health device,
Performance refused ) & i protection measures comparator,
(high risk devices) suspended Field safety notices purpose of CI,
reinstated status of Cl
resfricted
withdrawn
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