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Speaker Biographies

Carl Dunlap is the President of Cohesion, Inc. - an SAP Services company focused on
software & services for the Life Sciences Industry. Carl has 14 years of experience with
Enterprise Applications, including 13 years of SAP Quality Management (QM)
experience. Carl has implemented QM at over 20 SAP Customer Sites Worldwide,
serving as the project manager or team lead on several Global Implementations.

Alan Whitworth is the Senior Business Analyst for PLM and SCM for Cardinal
Health’s International CTSi Business in Europe. He has been working in a variety of
roles in the Life Science Industry over the past 30 years (including the past 10 years in
SAP). He has worked on numerous SAP projects at Warner Lambert/Pfizer, Alaris, and
Cardinal Health.

John Harvey is the Quality Manager for Cardinal Health’s Alaris Products division.
The International Manufacturing site is located in Basingstoke, UK.
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Cardinal Health

Leading provider of products, services and technologies for the
healthcare industry

Headquarters in Dublin, OH
No. 19 on Fortune 500

FY 2007 revenues = $87 billion

43,500 employees in more than 25 countries with business operationg
on five continents



Clinical and Medical Products

Clinical and Medical
Products

Clinical Technologies Medical Products and
and Services Technologies

$2.7 billion in revenue $1.8 billion in revenue

$386 million in segment profit $198 million in segment pr

7,200 employees 14,200 employees

Provides leading technologies and services that
help hospitals prevent medication errors,
reduce hospital-acquired infections and manage
medications and supplies more efficiently

Develops and manufac
medical and surgical p
healthcare’s most frg
performed procec







How we serve customers

= Alaris® medication safety
systems deliver more than 4.5 million
Guardrails® infusions every year
for over 500 unique IV medications

» Pyxis® automation systems dispense
more than 4 million doses of
medication and | million medical
supplies daily

* Provides pharmacy management
services with more than 1,000
pharmacists, operating effective
pharmacy functions and
optimizing performance




Learning Points

How to design the inspection plan master data so it is
simple to maintain and use (remember your end-users)

Use electronic signatures and document management
during results recording

Discover how simplified quality notifications were used
to capture defects from the production line

Make your process more efficient with simple hardware
solutions (bar code scanning, USB measuring equipment




Process Flow
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Inspection Plan Model

Display Inspection Plan: Characteristic Overview
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Insp. Plan Document (.pdf) available to inspector
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ZIP Document

Display Document: Basic Data Engin/Des. Drawing (ZIP)
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Process Flow
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Goods Receipt Slip — Insp. Lot & Quality Level




Before — Record Paper Results




After — Electronic Results Recording in SAP
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Qualitative Results — Scan Attribute codes




Quantitative Results - USB Wedge, Foot Pedal




Simplified Defect Codes

III? Multiple Selection of Codes

& Defect type Defect types

@7870M-G 0787 Defect Codes

Ly
—[1»
—L1»
—[1»
—L1»
—[1»
—L1»
—[1»
—L1»
—[1»
—L1»
—[1»
—L1»
—[1»
—L1»
—L 1 »
—L1»
—[1»
—L1»
—[1»
—[1»

Over Size

Under Size

Damaged / Broken
Soldering

Open/Short Circuit
Missing Component
Wrong Component
Defective Component
Component Orientation
Incorrect Assembly
Defective Function
Documentation
Labelling

Packaging

Burrs / Flashing
Colour

Corrosion / Dirtiness
Dented / Chipped
Roughness

Scratched

& Incomplete Inspection Documenta

| [ R

v Copy |[B][%]|2[%]




QGAS - Printout

13.03.2008 16:20 Page 01 from 04

Inspection report

Inspection Lot: Notification Number:

Material 10005P00449 SWITCH ASSY DS POWER
Vender 10113 EC Electronics Ltd.

Status No usage decision made/Defects Found

Origin 01 Goods receipt

Inspection type 01 Incoming insp. for GE for purchase order
Task list Inzpection Plan Issue 02

Inspection period 29.02.2008 - 29.02.2008

Lot size 30 EA

Sample size i EA

Quality Level

Inspection operation 0010Incoming Goods Inspection

Characteristic 0010 Check Certificate Of Conformance
Status Processing is completed

Tobeinspected 1 * 1.00 EA Inspected
Atfribute Fesult iz valid (dzfault)

Code P Pass

Valuation Accepted




QGAS - Printout

Inspection report

Inspection lot 010000016926
Material 100053P00449 SWITCH ASSY DS POWER
Vendor 10115 EC Electronics Ltd.

Status No usage decision made/Defects Found

Characteristic 0020 Dimension A
Status Processing is completed
Tobeinspected 8 * 1.00 EA

Altribute Foezsult is valid (default)

Defect overview for characteristic

Code group CodeNo. of defects Short text/Note /
07870M-G 02 1 Under Size
1 piece was under lower tolerance
Details Mean of valid meazured values 137.6230 mm
Standard deviation of valid measured values 3.3333mm
MMaxVal of valid measured vals. 145.0000 mm
MinVal of valid measured wvals. 129.0000 mm
Inspection descriptionT1233
Valuation Rejected

Single values

Unit to be inspectedd001

Altribute: Foesult 13 walid (default)
Recorded measured values: 140.0000 mm
Valuation: Accepted

Unit to be inspected0002

Altribute: Result is valid (defauli)
Recorded measzured values: 141.0000 mm
Valuation: Accepted

Unit to be inspecteddd03




Digital Signature
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Email — Worklist to Quality Engineers

Display list of items: List of Notifications

&[7)a e 3] 2] | [EE ] ]| [t otification [| & Order

Bty |

Inspection lot

Material description

List name

Problem code text

F2

10000013831

FLOW SENSOR

Vishay GmbH

Incomplete Inspection Documentation

F2

10000013948

ASSY HSG,REAR.597/8/9 FSO

Southwest Mold Inc.

Incomplete Inspection Documentation

F2

F2

F2

10000016480

"ASSY LED MODULE,7X0X (BOM)"

Vishay GmbH

Documentation

Mo Issue Level On Supplier COC

"ASSY LED MODULE,7X0xX (BOM)"

Vishay GmbH

Documentation

Mo place of manufacturing on part

"ASSY LED MODULE,7X0X (BOM)"

Vishay GmbH

Qver Size

CQversize Upto 0.037




Usage Decision by QE (Security / Follow Up Action)

Il:E’Llsaqe Decision for Inspection Lot

= Decision Usage decisions

L- UD-B787 Usage Decision for Plant 0787

BB Accept (Automatic Stock Posting)

» BBEY Conditional Acceptance (Cardinal Resp)

» BBV Conditional Acceptance (Vendor Resp)

» BFAT Accept (First Article Inspection)

3 Accept Return from Vendors MRB Process

» RB1Y Rejected (Vendor Responsibility)
Rejected (Cardinal Responsibility)
Rejected (Shared Responsibility)
Reject (First Article Inspection)
Rejected Return from Vendors MRB Process

Usage decision

Code valuation A Accepte .. Bl @
UD code 1Y) Ia A787UDA | Accept (Automatic Stock Posting)

Quality score 188 Quality score from usage decision code
FollowUpActn Z_0Mea ‘ QOnly allow if no defects or failed chara




Process Flow

Defect Recording from Production
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Individual
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defect Report
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v

v
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date
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24
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Simple Notification Creation (1QS21)




Simple Notification Creation (1QS21)

Create Notification: Line Defects (0787)
E & |G | s (]2 Objectlﬁ Noti‘ﬁcationID OrderlE Action Iagl'-?n?; Document ﬂuwl

Notification 200004129 | |Z3 Line Defects (078.. T
Status OSNO NOTE |

Material 1000ELOETT4
Revision level | |
Serial number

PIt for WorkCtr a787

Waork center ASENAGP

Unit of measure

Ref. quantity

a7a7aM-G| |11 Defective Function

Mains LED pulsing with battery LED
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Simple Notification Creation (1QS21)




Bar Code labels printed




Worklist to Quality Engineers

Display list of items: List of Notifications

e W e [ o]

Typ

Motification

Material

=
(=]

.|Code group

Prob

Problem code text

[tem text

3

200003664

1000SP0O0B2T

0787QM-G

18

Dented / Chipped

Options label dented front case

Z3

200003923

142475

0787QM-G

11

Defective Function

intermittant pixels aux lcd

Z3

200003922

143254-001

0787QM-G

20

Scratched

Scratched / marked on window

£3

200003888

B000ELOOO19

0787QAM-G

03

Damaged / Broken

flexi damaged at end

Z3

200003996

1000LBO0B26

0787QM-G

03

Damaged / Broken

Destroyed on line

Z3

200003971

10565254

0787QM-G

11

Defective Function

Backup speaker error

Z3

200003976

10565254

0787QM-G

11

Defective Function

Motor behind error

£3

200003978

141498100

0787QAM-G

0B

Missing Component

Front case thread insert missing

Z3

200003977

143254-001

0787QM-G

03

Damaged / Broken

Keypad backing left on when fitting caus

Z3

200003979

143254-001

0787QM-G

06

Missing Component

Aftached to 141498-100. Missing insert

Z3

200003980

143518

B e e e I T T T e Y

0787QM-G

06

Missing Component

Aftached to 141498-100. Missing insert




Quality Notification — Action Box

Action box

£8 Print Header Label

&= Assign Vendor

&% Engineering Investigation
i Return to Vendor

il Scrapping

Bl Issue to cost centre

s Use as is (Return no action)
03 Print Task Labels

= Print Summary Report




Return on Investment

» Utilize your existing investment in SAP ERP
Software

" No need to purchase an outside Quality Package

" Implementation resulted in efficiency gains after

initial change period

= 25% reduction in resource requirements




Before

Very Subjective
Cabinets full of paper copies (overflowing)
Paper hard to track and control

= Administration/Transcription errors
No way to analyze data
Lack of organization

Lots of data — but no easy way to retreive/report
* No way to Quantify
* “If you can’t measure it — you can’t manage it
Limited visibility for Management & Suppliers
= Hard to calculate metrics (i.e. first pass yield)




After

Improved Visibility for Management/Suppliers

* Measure & Quantify (calculate metrics)
= First Pass Yield
= Top Defects per Product Family
= Support for CAPA process

What is on the Shelves
= Can see in SAP

Improved Accuracy & Discipline

Ability to focus on Important Issues

Focus on Key Vendors & Materials (80/20)
Quality Engineers can focus on Value Add

Continuous Improvement — Next Stage
" Instrument Results Recording




Key Learnings

K.L.S.S.
= Keep it Simple
Involve End Users early & often
= Grass Roots Campaign
= End Users “SAP is very user friendly”
Expect the first few weeks to expose issues
* Work load may shift
= |ssues exposed due to old paper system
= Culture change
A falling tide exposes the rocks

“After all, you only find out who is swimming naked when the
tide goes out” — Warren Buffett

= Recording Quality Data in SAP will expose issues




[Thank you to Recelving Inspection

= Ray Bailey

" Andrew Huggins
= Dean Phillips

= Dave Ryan




Thank you for participating.
Please remember to complete and return your

evaluation form following this session.

For ongoing education on this area of focus, visit the
Year-Round Community page at www.asug.com/yrc

Up Questions:
Dhesion.biz



mailto:cdunlap@cohesion.biz
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