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EI 1. WestMidlands South — (Healthcare Purchasing Consortium)
2. Shropshire & Staffordshire (LifeSource CPH)

3. Greater Manchester CPH

HEMSTT . REREERE
4. South Central (Thames Valley and Hants & IOW)
5. North Central London

6. East Midlands re:source (Trent and Leicestershire,
Northamptonshire & Rutland)

: #{§5E T . 2006/074EIZB1T. RiE
7. Cheshire & Merseyside (merger with Greater Manchester to form
North West Hub)

8. Birmingham and Black Country (West Midlands Alliance merger
with HPC

9. Norfolk, Suffolk, Cambridgeshire, Essex, Beds & Herts
10. London (phase 1 London Procurement Project)
11. Surrey & Sussex and Kent & Medway

BT+

12. Cumbria & Lancashire (merger with Greater
North West Hub)

13. North East

14. South West

15. Yorkshire & Humber
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> AdvaMed AdvaMed

Advanced Medical Technology Association 4 Advanced Medical Technology Association
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Jeffrey Secunda
GS1 Healthcare Conference B - B A S 1A Y
Washington, DC AdvaMed
16 - 18 June 2009
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41 Class | recalls
931 Class Il recalls
78 Class lll recalls -
Class | — 28M units (devices by lots, kits, etc)
Range 4-27M (Moisture plus Solution)
For March 2007 — 142 Class Il recalls
35M individual units (just one month)
Range 1-33M (Life scan one touch test strips)
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For 2007, we received ~ 66k reports

~ 15% lacked model or catalogue number
~ 50% lacked lot or other identifier

~10% lacked both

The face of things to come...

(01)00802526255410(17)080531(10)6062151
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(01)00802526255410 (17) 080531 (10) 6062151
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Facilitate the population of device use information in Electronic Medical Record Systems
(HIT)

Provide ancillary benefits for a wide variety of stakeholders:
* Improve materials management and associated healthcare cost savings
+ Help track devices and identify counterfeit devices
+ Identify similar or substantially equivalent devices to avoid shortage
« _Emergency preparedness — national, military
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Reduce device related medical errors - identify compatibility and interoperability issues:
* right device for right patient (latex allergy)
= right accessory for right device
= MRI compatibility

Improve identification of specific device in adverse event reports and provide more “denominator” data
Facilitate more effective device recalls - identify and locate recalled devices in a timely fashion
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@1 BIEF DAL 2007412

September 27, 2007, the FDAAA signed into law:

+ The Secretary shall promulgate regulations establishing a unique device identification system
for medical devices requiring the label of devices to bear a unique identifier, unless the
Secretary requires an alternative placement or provides an exception for a particular device
or type of device. The unique identifier shall adequately identify the device through
distribution and use, and may include information on the lot or serial number.
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Establish a unique device identification system:
* Regquires that the label of devices bear a unique identifier [“Label” is defined as “...a
display of written, printed, or graphic matter upon the immediate container of any article.”;

* Allows FDA to describe an altemative placement (e.g., on the device itself or its packaging)
for a particular device or device type;
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