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New guidance to promote and support use of auto identification (barcoding and

y  similar technologies) to increase patient safety and improve efficiency has been
launched. There is evidence of real improvements to pa safety when coding
systems are used to match patients to their care - reduced medication errors,
reduced risk of wrong site surgery, accurate track and trace of surgical
instruments, equipment and ather devices and much better record keeping. Using
coding to manage supplies and purchasing electronically can cut costs dramatically
as well as improve efficiency. This doc

t has been written in partnership with
ends both industry and NHS adopt the

1 FaFIAIILRY—E X(NHS) &I

-REOERERRENE. BHRBI2%(=ETARE -ERESE).

-2006 SFEERE1920.8%k M, BIRDSEN T — BB, S H(BARIE—EH
EHERRDHTR),

-BREIFEDEHAEEZI MY ITE IGeneral Practitioner& L TE %,

- yFr—BHET CEIERENHEDFELERILY. EEOETETLZ
2 FMECOR/BERSERATEELZL-OLER M97TELBEOTILT
ToOVBRFEARBHETE. EREAESEOEAE NHSTEEE, M=%
DB AT LEEAL RBEEHLT-,

-REOBREREDOGDPHLEE8.3% T— ARYOEREE(X2724F)L, AKX

18.0%. 2358k )L LY ELY, (OECD2007 £ hR)




I NHSOEXTHEHDIEE

100
90
80
70
60
50
40
30
20
10

D£billion

1997-8 ¥ 2004-5 % 2007-8

s e SRR

| &£6901f&
43 (966001 R)

. EEHHAT(PASA)L(E

- B B it #5FrPurchasing And Supply Agency|$20004£4 A %31,

"BEADEREHEK NHSET D500, LD ERBEERFICHUTER-E
FEREOXLFABENOHEREE ., A\ METERBREAREEBRRETS
éo

BREFXBLELTEREZHRL. MREZHL-OICHE-Y—EXZFREL

- EMBELY—EARBOERFENIKA, H1KANERLAIVEE
4. FE3Jc A A g 1= kB2,

FERRIZTOOYREA—(AFVT150048), 7ATL8$326000LL L,

-1BFET R . 1B EEH 212004 . B XX DRRELFH 1 BT
b} (200757 —%)

i




NHS 3 [EEE B AHI D Hh X
(*f‘/ﬁb/l*ﬂﬂﬁ)

BFoir-%BE

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

3. Greater Manchester CPH

EHETT. BEEERE
4. South Central (Thames Valley and Hants & IOW)
5. North Central London

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

HEMSET . 2006/074EICHE1T. BHE

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

BiTERSD

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 / Advanced Medical Technology Association
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Washington, DC AdvaMed
16 - 18 June 2009
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FDAERBR I _—IT/NAREAMEE ?
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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(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

| .REF' FMFO@ ILOT‘ 1Q34 i *m_&izosumem
080100 4 g;:?:: E:OJZ—Surgery Inc
Cincinnati OH
R 452422839 Usa

contain

(01) 2 081019001 002 4 @@ ® Doss ot

Do not use if package ~ Single palient  latex or
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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

R T
292219*10;;15 & Altention. See accompanying documents.
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