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‘” Summary

= Presentation of the Robert Ballanger Hospital

= Traceability of Sterilized Medical Devices in the
Robert Ballanger Hospital
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“ Robert Ballanger Hospital

Intercity hospital serving a population of 400,000
persons

650 beds

= 450 beds in acute care (medical, chirurgical and maternity)
= 200 psychiatry beds

Outpatient clinic and pharmacy inside Villepinte
detention center

CDG airport hospital
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“ Sterilization unit

= 120 000 sterilized devices per year

= 20 000 surgery boxes per year
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Definition

Iridectomy scissors
1 product = 1 instrument

Parodontology Set
1 product = 13 instruments
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Repartition of the activity of the

“ sterilisation unit
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Traceability
:LI in 2008

Pharmacy I| Operating room |! Sterilization unit

Traceability
Implantable

Medical Device

Reception
Implantable

Medical Device

Pre-cleaning Cleaning

Surgery
intervention

i)

=2

Q(‘

Sterilization <:| Packaging

: Distribution

Distribution

|
F. Frémont - G. Nicolaos 13-03-2009




Evolution of Traceability
Project — Year 2009
‘|' 1/ Traceability in the operating room
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Evolution of Traceability
Project — Year 2009

2/ Traceability of Individual Sterile Medical Device

DATAMATRIX
Dot-Peening Laser Infodot

Can be made in Industrial taging Easy and fast taging
the sterilization unit Easy reading Cost

Industrial treatment
of instrument

Corrosion ] ]
Problem of Reading Time to tag Devices Deterioration faster
Difficulty with the taging than the others
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Evolution of Traceability

Project — Year 2009
‘# 2/ Traceability of Individual Sterile Medical Device

The Robert Ballanger Hospital choice

DATAMATRIX 2009 2010 2011
INFODOT Clinical services 7000 All
LASER Operating theater 4000 3000 All
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o

DATA MATRIX « Infodot »
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Tooth extraction set
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=|. Code contained in this infodot

articles n® de série

Eichier Editer Mawiguer “isualizer Action Aide

M 4 > Mo = a ¢ = Il & L
“N? de série [TODDF113-0001 Pl
Atticle [TODDP113 | [PINCE WEINGART - 0D-DF113

Produit en série |TL'| 70715-0007 Code bares |KE‘T’5E|'| 32972

Info lF'n:upriétaire] Fgurnisseur] Lger fields] Flemargue]

Emplacement |E|:|n|:|. ART-Sére Shatut
* Marral

& supprimers

Emplacement |

" Supprimé

Creé 19/02/2009 04:09:50, change 19/02/2004 04:09:50 par STE-MT




Stomatology
o

1171 instruments tagged

0,09
Infodot falled
2 On 729
B % products
8 Number q returned
0,57 —
Infodot cutted 2293

instruments
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DATA MATRIX LASER
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“ No conformity of surgical sets

8.7%0 of No Conformity

Problem of packaging
5 9%

l

Can be resolved by UDI

Quality of Instruments
3.7%

l

Can Not be resolved by UDI
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“ Kind of Tagged Instruments

450 —
400 —
350 —
300 —
250 —
200 —
150 —
100 —

* —= Number

/ \ —— %

X2
o
%) 2

06

F. Frémont - G. Nicolaos 13-03-2009

Y
% o
$ O
o o

Q’b

e@
N=719 Instruments Tagged

— 60
— 50
— 40
— 30
— 20
—10
0

17



Laser Data Matrix 2D barcode

¥

i

.

New Instrument

articles n° de serie
Fichier Editer Maviguer Yisualizer Action Aide

L S & &=

*N? de série |PO214004-0001 E

Atticle [PO214004 | [BOUGIE HEGAR SIMPLE N'

Produit en sée |L430001-0003 Code barres |EI1 0366121906932322100233436

Irfa lF'erriétaire] Fgurnisseur] User fields] Hemargue]

Emplacement [Cond. ART-5érie Statut
¢ Moaormal
Emplacement _
MpIAGETEn | & supprirmer
" Supprimé

Lo

Creg 104022004 1h:58:03, change 10/02/2009 16:58:03 par JM




Laser Data Matrix 2D barcode
Used instrument

articles n® de serie

Eichier Editer Mawiguer “izualizer Action Aide

L c =l &= e
"N de série |TPO1E1000-0009 ﬂ
Article |TF'|:I1E1 0oo J |EE.-'-‘-.F|TEL|F| FARABEUF Pr
Froduit en série [ETPOTE10:0001  Code barres |01036516970000002150095700
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Emplacement |E|:|n|:|. ART-S5érie Statut
&+ Moarmal
E mplacement | 4 supprimer
v " Supprimé

Cree 13/03/2008 08:24:19, change 13/03/2009 08:358:10 par = TE-MNG




‘” Logistic data

= 360 instruments can be tagged a week

= 100% of codes were readable when they
were tested after their laser marking

s >999% are readable in the sterilization unit

» It is impossible to adapt the scanner
parameters during the production
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“Conclusion

s First results show the easiness of the
logistic of tagging

= Laser 2D barcodes are practically all
readable and it is possible to tag small
iInstruments
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