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Four Areas of Medical Expertise.

Four Divisions orientate their products and services towards different areas of medicine:
= hospitals — Hospital Care Division
= surgery — Aesculap Division
= home care sector and general practitioners — OPM Division
= extracorporeal blood treatment — B. Braun Avitum

Medical Devices + Pharmaceuticals
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SHARING EXPERTISE

We are there where people need us —in 50 countries across the
globe (> 40.000 employees).
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AIDC Standards : Where do we are today in Healthcare ? ~ sw» NG EXPERTISE

= the long path from the development up to the implementation !

global AIDC Std available

A
no AIDC Standard I HC products marked
AIDC — Babylon* : Standardst AIDC usage along SC
low degree of usage Stangards Implementation increased patient safety
Develapment Manuf. — SC stakeh. — HC provider ~ nancial savings HC syst
I T
START I GOAL ¢
2005 ﬁ 20?7 . o
! INVESTMENTS !
| MOTIVATION
TODAY Manufacturer HC provider
deveI(_)p_ments fa_r advanced 2010 1) legal compliance 1) ROI
descriptions available 2) market requirem. 2) patient safety / quality
P”Ot projects running 3) ROI 3) process simplification
Increasing interest on AIDC usage 4) added value (patient safety)

AIDC partly used at daily operations 5) competition advantage
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AIDC implementation SHARING EXPERTISE

Definition of the company’s AIDC strategy

check what's going on globally
= organize the internal information flow + responsibilites

= get a clear picture of the respective regulations, customer

requirements, trends, ...
= establish a core team of experts with regard to AIDC
= pbecome familiar with globally accepted standards
= decide which standard(s) you are going to adopt

= describe the strategic goals (short-term / medium-term / long-term)
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AIDC implementation SHARING EXPERTISE

The project team

= depending on the company‘s organization teams become very complex
= due to the various aspects a cross-functional required
= global + local representation

Regulatory Techn. Engineering
Label Design Quality Control
Production
: IT
Marketing

Finance/Controlling
Logistics

Sales
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AIDC Implementation : Project Org. Chart example B/BRAUN

SHARING EXPERTISE

Sponsor
(name)

(Top Management)

Project Lead set standards
(V. Zeinar) strategic decisions
provide support

Global Core Team

Marketing RA/LLD
(hname) (name)

ext. Support
(e.g. printer, camera

Controlling

(QENE)

R onCC:
plants out of scope

systems supplier ... Local Plants
4 aYd aYd aYd aYd aYd aYd aYd N\
(DE 1) DE 2 MY VN CH HU F P BR
name
olant manager (name) (name) (name) (name) (name) (name) (name) (name)
J\L J\L J\L J\L J\L J\L J\L J
( AY 4 AY 4 DY 4 AY 4 AY 4 DY 4 AY 4 N
operat. level operat. level operat. level operat. level operat. level operat. level operat. level operat. level operat. level
responsible responsible responsible responsible responsible responsible responsible responsible responsible
— < N o N < N < N < N < N < N W

responsible for detailed implementation planning and realization
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AIDC |mplementat|0n SHARING EXPERTISE

Technical feasiblility studies

= particularly for consumption unit pack. level (no label)

DM-CodEthrougﬁ the
camera of the verifier

technical framework

= multilingual packaging (> 20 languages)

» |imited space (DM size : 6x6 - 10x10 mm)

= production/packaging line speed

—p— s = DM quality verification : ISO/IEC 15415 (final grade 1,5)
o = packaging material (Tyvek, coated/uncoated paper, label, ...)
STERILEIR) § 20106 EL%: = translucent paper in use

o = printing technology (inkjet, thermo transfers, etc.)

= only validated ink permitted

'
e f
%

[Time consuming learning period !
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AIDC implementation : Inkjet printer system SHARING EXPERTISE

Possible problems

i
(|1

- BN S e Mo P MBS 0

Lines caused by blocked nozzles

Influences on the readability by the lines are possible!
* the smaller the DM-Code, the higher is the influence
* the higher the resolution of the DM-Code (more modules per side), the higher is the influence

=>» possible problems with 6x6mm DM-Codes carrying 22x22 modules (GTIN, expiry, lot no)

l low cost hand-held scanner reads / verifier does NOT ‘
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AIDC implementation : Printing cylinder technology |t

« only fix data (using clichés)
» cylinder pressure adjustments influence the print quality
 continuous print quality hardly achievable

before change of ink roll after change of ink roll
3:#! = Pressure (Druck) : ;L:i = Pressure (Druck)
L 20 3= i q =+ 010 | J- G=1g+01g
¢) sumfite @) 15 pm-Filte
IL#’ 154 i {,-# 15} ter l
th
t"'g
T =B
1 5
@ . I g
STERILE} | R 1l
‘8 @ =4
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AIDC implementation : Printing plate technology SHARING EXPERTISE

« only fix data (using cliches)

* plate pressure varies over the entire print area
e continuous print quality hardly achievable
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AIDC implementation : Further challenges SHARING EXPERTISE

= technical feasibility studies
- pack. material, print technology, ink, impact on production speed, ...

= investment planning + release
= new hardware / software (for in-line printing)

IMPLEMENTATION

= label artwork / packaging paper

- redesign to have space for bar code time Consuming !

= technical engineering efforts
- HW installation, lines 7 days/24h in use, ... Comp|ex I

= perform test trials

I
= measurements to fulfill BC quality requirements costly !

- 100% control by camera systems vs. sample checks
- e.g. in full-autom. pack. lines, how to handle faults, sort-out/bypass
- define internal globally harmonized test methods

= process qualification and validation

= documentation
- drawings, process descriptions, notified bodies, ...

= data maintenance + exchange
- material master data (GTIN)
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AIDC implementation : General information SHARING EXPERTISE

Packaging hierarchy

1000 Stiek (10x100)
e =

* pallet GTIN allocation to all
e Case packaging levels in
* shelf pack SAP material master data

 primary pack
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SHARING EXPERTISE

AIDC implementation : Shelf pack / case

GS1 Standard
* linear bar code
 concatenated (GS1-128)

* non-concatenated (EAN/UPC + GS1-128)
* GTIN, expiry date, lot no (serial no)

Mini-Spike Mlcro—Tlp Mini-Spike Mlcro—Tlp 100 Mini-Spike Micro Tip
. [Eanm e oer stz gt pr o [CEmz]
50 ‘ . 50 ‘ . ml'llitllhellspuﬂ'gph mmp\:\dmup mepape | HE-4550510
Tor asplration or infeciion @0u njeogio, )
(2w B ) A I
- = ¥YYY-MM Parin pragicing
\I;I\:ZHMM : BATCH S I’Fp!ﬂ-mur:‘: o | ETERILER]
[77] 4550510 N [7i7] 4550510 e i ey @ ,.-'"I\
- A® = e &~
I8 TR IH 1] R JUDTWAL IIIHI\HIII\I 100x PZN 2157984
4022495212825(17)130100(10)8A2901088 22495 (17)130100(10)8A2907088 U IJ" Llﬂ
B BRAUN . - B BRAUNM.M S— B BRAUN R Wiz sy Teasgl s
e s s -
ncom wwhbbraun.com ck I Gerrmary i -4
GS1-128 EAN/UPC + GS1-128

(GTIN, expiry date, lot no) (GTIN) (expiry date + lot no)
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AIDC implementation : Primary pack SHARING EXPERTISE
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Infusomat Space Line

GTIN human-readable
wherever possible

Type IV-Standard-Luer Lock
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AIDC implementation : Product (DPM) i A

e product ID + SN
* no GS1 standard

» GS1 Standard
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Pre-requisite for AIDC implementation projects SHARING EXPERTISE

Top-management support !

convince people on a very high management level, that helps :
= to approve/release the investments
= to speed up the schedule

= to resolve escalated issues (e.g. Production vs. Marketing)
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One can also reach big aims in small steps !

= pelieve in global standards
—> pre-requisite : to be familiar with global standards (matter of course)
= understand your business partner needs
= start implementation now,
—> do not wait for ever until the 100% perfect solution is available
= implement stepwise
= benefit from experiences / best practice use cases
= Kkeep engaged or become engaged in GS1 Healthcare (global/local)
= share your expertise

Start to move from the vision to the reality !
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SHARING EXPERTISE

Thank you very much for your attention !

Volker Zeinar

B. Braun Melsungen AG (Freelancer)
Germany
volker.zeinar@bbraun.com

phone +49 (5661) 71 43 28
mobile +49 (160) 824 93 92
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