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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 |l 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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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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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:
= Requires 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 alternative placement (e.g., on the device itself or its packaging)
for a particular device or device type;
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Manufacturer
B T.A.G. Medical Products
. [ Kibbutz Gaaton 25130 lsrael :
h Tel: 972.4-9858400, Fax: 972-4-9858404

: ~ Finger-Mounted
Finger-Mounted | &zepresnine Locking Forceps

Locking Forceps | iy o

Fax: +49 [251) 3226622
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4. Medtronic

05504SP

" Catheter Connecting Cable, 4 Conductor
Céble de connexion de cathéter, 4 Conducteurs
KatheteranschiuBkabel, 4 Pol
Cable de conexidn de catéter, 4 Conductores
Cavo di collegamento per cateteri, 4 Pins
Kabel voor catheterverbinding. 4 - pins geleider
Forbindelseskabel for kateter, 4 ledere
Kabel for kateteranslutning. 4 tedare
Cabao de ligagao do cateter, 4 condutores
Kaiwdio ouvdeong KGBUr‘]pG 4KAwvo
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