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Value Innovation Partners, Ltd. was founded by a group of business
practitioners with offices in Boston, Chicago, Leeds, UK and Melbourne, AU.

Experience

Involvement

Results

Professionals with an average of 20 years of industry experience

Clients in all major business sectors

Recognized leaders in Lean Enterprise, Lean Supply Chain, ABC Analysis,
Pharmacovigilance, Six Sigma, Lean Office and Lean Healthcare

Participate in the analysis and implementation of solutions
Deliver innovative, hands-on, creative approach
Establish long-term relationships

Quantifiable and sustainable benefits
Transfer critical skills
Improve customer satisfaction, working capital, revenue and processes
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Partial Client List

R e

Medical Devices

: Building Products
Manufacturing

Print/Packaging
Distribution

Group

Value Innovation Partners

partnership in value creation

Pharmaceutical

Food & Beverage
Biomed

Group
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VIP’s Proven Methodology

R

VIP employs a structured 4-step process.
(Benefits realized throughout the process)

Continuous Long-Term Goals

4. CONTINUOUS IMPROVEMENT

!

> é‘?»
BN

\ 2. IMPLEMENTATION

'd

!

1. ASSESSMENT

Dramatic Short-
Term Goals

3. NORMALIZATION

!

How to

Implement

What to
Implement
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Our Approach:

Linking VIP Services with Stakeholder Value

SERVICES

Strategic
Sourcing

Design for
Excellence

Lean
Management

Supply
Chain
Management

Activity
Based
Management

VIP
coordinates
critical
success
factors

DRIVERS

Working
Capital

Speed to
market

Waste
Elimination

Lead-time

Cost of
guality

BUSINESS STRATEGY

Manage Cash/

A 4

Inventory

New Prod/Markets

h 4

Increased Sales

A 4

Customer Focus

Return on

A 4

Assets/
Investments

Debt/Equity

h 4

Management

R R s

STAKEHOLDER
VALUE
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VIP Tools and Techniques

LEADERSHIP

¢ Values ¢ Market Growth
¢ Innovation e Lean Thinking
* Organizational Performance * Financial Growth

SUPPLY CHAIN MANAGEMENT
1 [ MANAGE SUPPLIERS DESIGN =—> PRODUCE . DELIVER SATISFY CUSTOMERS !

SERVICES RROBUCIEEY PROCUREMENT -Mb -mﬁz- BUSINESS PLANNING

_ « DFM/A Value Eng. 3 Party + QFD
1. Lean Enterprise « Concurrent + Strategic . Kanban Logistics « Voice of Customer
2. Supply Chain Mgmt Engineering Sourcing « SMED « Customer + Business Objectives
3. ABM Analysis + Design for e Supplier « TPM Service + Business Strategy
4. Six Sigma _ Excellence Qualification « Vision Mgmt « Warehousing « Structured Mgmt
5. Business Simulation »|* Design for Ly|e Part Certification »e Cell Mfg b+ Transportation »|+ Goal Setting
and Workshop Quality « Outsourcing e One Piece Flow || Distribution + Asset Mgmt
6. Pharmacovigilance « Design for . VMI + Pull Systems « DRP « Training
7. Mergers and Service + Consignment + Group + Demand
Acquisitions » Design for * Supplier Mgmt Technology Planning
8. 1SO9000/QSR Logistics + Lean Procurement
| | | | |
. » Zero Defects » Poke Yoke
. Perfor.mance Metrics « ABC « DOE « SPC
: E-Buimesi * MRP/APS « Total Quality Management « Critical to Quality
enchmarks * Project Management « Zero Inspection e Corrective Action
« Communication System « Documented Process « EMEA » Cost of Quality
* Six Sigma * Problem Solving

Value Innovation Partners
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Our Process Excellence Model

R nneeermmmwnnnnmEm

PROCESS EXCELLENCE

: Activit
Lean . Value Chain y
. Six Sigma Based
Enterprise Management
Management

“Robust

Processes”

“Value
Streams”
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VIP Lean Forecasting, Planning,

Scheduling, & Manufacturing

L e e

RHYTHM

“

WHEELS

t

CELL 5« CELL 4 %7

INVENTORY #1 &~  isToRCAL
CONTROL POINT DEMAND

MPS

MRP
PLANNED
EVENTS

4

MODIFIED AVERAGE

INVENTORY #2
CONTROL POINT

Demand Pull (Kanban)

CELL 3« CELL 2« CELL1

w

_Concept

PLANNING OUTPUTS
* SALES FORECAST
CAPACITY
SERVICE LEVELS
KANBAN SIZE
RHYTHM TIME/
VARIABILITY

SCHEDULING OUTPUTS
« CONSUME TRIGGER
* FIXED SEQUENCE

« FACTORIALS

Demand Pull (Kanban) ‘
CALCULATE
RHYTHM REPLENISHMENT
’ QUANTITIES
by (DEMAND
WHEELS SALES DEMAND  pep| AcES
FORECAST)
FINISHED GOODS REPLENISHMENT LEAN PRODUCTION PURCHASING PERFORMANCE METRICS
« INVENTORY LEVEL e PULL ¢ STRATEGIC SOURCING ¢ SIX SIGMA
¢ CONSUMPTION TRIGGER ¢ 5S « KANBAN ¢« BALANCED SCORECARD
« PRODUCTION SCHEDULE « SMED « POSTPONEMENT
« LAYOUT « PRODUCTION DEMAND
« ONE RIGHT WAY
FINISHED GOODS PRODUCTION « STANDARD WORK
+ PRODUCTION ORDER REPORT . CELLS
+ MATERIAL CONSUMPTION « GROUP TECHNOLOGY
« BACKFLUSHING
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Our Strategic Sourcing Model

R R R R s

Leverage Purchasing Power

* Review supplier base

* Leverage volumes

» Single source

e Bundle commodity
categories with same
source

* Review “total” costs
* Implement target cost
* Renegotiate costs

e Unbundle pricing

* Expand geographic supply base

« Develop new suppliers
(partners)

» Profit from global supply

Create Value

» Value Engineering
« Concurrent Engineering

Volume Pro.d.uct.  Improve product quality
Leveraging Specification & « Part Certification
Enhancement « Optimize product liability

Process * Value map

Improvement » Share productivity
gains

« Integrate logistics

» Supplier qualification

Total Cost Strategic
Evaluation Sourcing

Global Supplier
Sourcing Management

Develop supplier partnerships
* Integrate supply chain
« Robust make/buy process

e Develop supplier
communication process

Group

Value Innovation Partners
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LeanS|gma “DMAIC” Approach

Typical Process

Balance / Time / $Inventory Capability / Variability / $COPQ

¥

£ S <0<
Lean Step 1 Step 2 Step 3 Step 4 S|X S|gma .
Phases Deliverables
Voice Of the Customer Select projects
: Value Stream Mapping within the
D efine Product Family Matrix
Muda Matrix process
Cycle Time Measurement i Quality Basics Understand
5S, Quick Hits i Minitab, Basic Graphical Analysis current state
M easure Sequence Of Events i Z Calc, Capability metrics and potential
Spaghetti Diagram ; Measurement Systems Analysis P
: factors
Takt Time Determination i Cause& Effect, FMEA . i i
A na|yze> Mixed Model Line Balance : Statistical Hypothesis Testing Confirm Vital
! Few factors

Heijunka, Kanban, Pull | Design Of Experiments, Tolerance imi
I mprove OMS, Visual Management : Poka Yoke Cpfimize
C ontrol Flexing, Daily Rate Planning ! SPC, Control Plan Implement

Sustain
Improving Balance... Improving Capabilities...
Enhances Process Capabilities Enhances Process Balance
Improved Process
‘ — " F < << < ’
Balanced Steps < é ( Reduced Variation
Step 1 Step 2 Step 3 Step 4
Customer Focused Quality Vﬂ)
Group
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Senior Management Participation Model

Senior Management efforts across the + Agree Recommendations
Company including:

Communication Strategy

Reward and Recognition systems

Goal Alignment

Project over-site management

Prioritization

Process Alignment
Collaborative environment
Scorecard/Dashboard
Roles & Repsonsiblities

« Give Strategic Direction

¢ Resolve Issues
« Remove obstacles
¢ Support & coach

Steering Team

¢ Cross-functional ‘users’
¢ Full Time Team
« Make Recommendations

¢ Give Tactical Direction

* Agree Recommendations
* Resolve Issues

. Support & coach Pilot Project Team
* Implement Recommendations

« Cross-functional ‘experts’
* Milestone Delivery

e N

Adhoc @
Project Groups

Keep all informed through a “Lean Project” Folder on a shared drive

Value Innovation Partners
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Life Sciences Expertise

Pharmacovigilance
. Compliance

. PSURS

. Signaling
Laboratory redesign

. Layout and Process Flow
. LIMS/GLP

. Virtual

. Scheduling

. Testing requirements

Documentation design and redesign
SOP/GMP/cGMP/GLP

. Reviews
. Audits
. Redesigns
Manufacturing Floor
. Lean concepts

. 5S, SMED, TPM, etal
. Batch record redesign

. PIMS
Supply Chain

. Procurement
o Raws and components
. Testing and inspection
. Distribution and Logistics

Utilities Optimization
Sales & Marketing

. Bid Process

Laboratory scheduling on simple FIFO and real-time
resource allocation, based on queue length
[z Q@ |z VAl ‘

Sterility

Test samples from

Material released to
manufacturing, booked into lab manufacturing based on sample
and ‘displayed

’ st results (NGRS
Simple visible system to indicate ‘backiog’ by + Doc.
test — Priority on Critical Assays AJ’p’.""

In-Process Samples "
oo [ %6 P ISepafratefrﬁ—\Aéork
o W e oop for faile
S R,

The number of tickets ~ Tickets are Monitor ‘on test wip
indicate the ‘backlog' ~ added as
into test; color coding ~ samples are o t  toensurethat

[~ released material
always available to

indicates origin of received, and

sample removed as
they go on test
& testper

No. on test

L, manufacturing

Testing completed on FIFO basis

Process Based Structure

INBOUND MATERIALS

g 1 13 3 3

Raw Materials Detailed View

RECEIVING DEPARTMENT

RAW MATERIALS LAB

Skills
Matrix ~ Training
% Matrix

‘A Place For
Everything

s
Recognition
& Reward

Staff in each lab would be cross trained to handle other testing types where skills are easily
transferable. Staff across labs would be cross trained to handle capacity issues again where skills are
transferable.

Common material and supplies would be distrbute through the use of On-Test Kanbans o maximize
buying power, and minimize inventory exposure and shortag

Each lab would have a macro scheduling wheel and each wmk center (Le. Identity Testing) would have
a'scheduling wheel driving work priorities at the testing lev

Number of work centers by process would be flexible and adjustab\e to meet changing customer needs.
Where appropriate of financially sound, shared equipment/resources would be employed (Le. expensive
kit for testing which is needed by all three lab groups would be centrally located and share scheduled.

Ref: -pal 3

s Customer Y
Feedback memlp- L]
on Quality

All rights reserved VIP 2004
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Global Drug Safety Perspective

| Periodic Safety
Label changes &G
9es_~1- Update Report

Issues Management

. Health
\Authorities

Reporter \!f‘: -

Adverse
Drug Event

First
Awareness

Group

Value Innovation Partners
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The Objective

5 Stages to Lean Pharmacovigilance
e case reporting Phase 1
» sighal detection Phase 2
 periodic reports Phase 3
 label modifications Phase 4
Reactive * issues management Phase 5

Pharmacovigilance

Proactive
Pharmacovigilance

Case reporting

Case
reporting
The first step is to ensure
compliance, before going onto
the next stages

Group

Value Innovation Partners
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VIP has Pharmacovigilance Expertise

Prescribers
& Patients
I
.. : .. g @
Clinical Trials | Clinical / SEUES | i -
P Datab » Approval +— - - —»| Marketing —{ Manufacturing >
rocess a.a ase| | | - Process
1 NDAs ¥
Regulatory
» reporting
Medical
nfo. [ Country 4+ Center |+ Country |« Change |,
nfo. requests
{Adverse [Events | }
Global database PSUR
'|Process Label
Cad
’/
v v A~
Issues Mgt. Signals | |Label Change ‘ Label Vsriatiqn
Process Process Process |Implementation pubmissiof
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Value Innovation Partners
[ pactncralbnp in valie creasion ]



Our Methodology addresses all Safety
ISsues across the entire business

[Crisis Management Process } »lDecisions
\J

2 A ‘.
‘0
*
*
*
‘0
0. I
‘0
£

Label Manufacturing
Signal Detection Change Label Change
Evaluation Process Process Process

Medical AE Case Regulatory Variation
| ' =" PSUR Process - Submission
Information flandling - Reporting
Process .

IB/Protocol recor?gtl?atuonI SAES ereveerenonne | RETTTTTI I.\I.S.KI.E.S..?
' Clinical Trials Process |

i,

Value Innovation Partners
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Example Pharmacovigilance...

AS-1S Ma

L

P

All rights reserved VIP 2004

Error Loops, Process
Process QC |Reg S&DS [Total F/U's & Total Report structur
Steps Steps |Steps Steps Steps Cosuspect Steps Type e
US-CT 47 11 29 0 87 17 104 15 day IND| Parallel
Non US-CT 35 11 22 0 68 9 77 15 day IND| Parallel
Non US-Spont 32 13 21 19 85 45 130 15 day NDA Parallel
US-Spont 79 12 21 19 131 35 166 Spont Bequentia
477
Group

Value Innovation Partners
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Example

Pharmacovigilance...
AS-IS Flow Diagram

ER :"‘x:‘x :"‘x:‘x :"‘x:‘x :"‘x:‘x :"‘x ﬁ%g

The current layout leads to a case travelling about 1/2 mile from case
receipt to submission

Corp
MD e — * 4560 cases times .5
MD = ‘: miles/case = 2780
1 ~ Z [N\ miles traveled/year.
Admin[Temp -MD « The distances result
| in increases in:
« |ead times
- MD MD * batching
, e process delays
Admin / Temp
. ) Temp
Files Admin MD
FDA
2nd Floor

A” rlghts reserved VIP 2004 Value Innovation Partners



Example Pharmacovigilance...

Redesigned Process Map

Actual SAE redesigned process

Client

Lt ol

Error Loops,
Process| QC |[Reg S&DS |Total |F/Us & Total
Steps Steps |Steps |Steps |Steps |Cosuspect Steps NVA VA SNVA
All 17 0 0 0 17 0 17 0 8 9

Value Innovation Partners
[ partnersbip in value creation ]
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Example Pharmacovigilance...
Redesigned Flow Diagram

L e e e e e

Serious Case Path Sequence
1. Receive case by fax and sent

to hub-bin
DSS 2. Initial Triage of case and
3 place in appropriate hub-bin
. Assessment and data entry

3

4. Submission and printing of
required documents

5. File Pending awaiting further
action

6. File Archive awaiting further
action

. Offsite storage

Off-site
storage

Archive Files Archive Files

Value Innovation Partners
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Lean Office In Action

R

$4.8 B Pharmaceutical/Biotech/Chemical Operation

Source:
Client Process Maps

includes rework loops
Number of process steps and hand-offs

180
160

140

120

100

VA
45%

80

60

40

20

0

Old Process Redesigned B Steps
Process ]
Handoffs

Case travel distance was
reduced by 96% from 1/2
mile to 100ft.

All NVA steps were
removed (400+)

Global compliance
improved from 30% to
better than 99%

Case processing time was
reduced from 21 days to 11

Internally generated
documents were reduced
from 32to 1

Improved productivity by
105% with existing staff

Reduced process steps
from 477 to 17

Internal Regulatory and
Compliance Departments
approved and endorsed
changes

All rights reserved VIP 2004
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Typical Change Efforts and Benefits Realized

Change Initiatives

Lean Pharmacovigilance
Pull Replenishment Systems

e Kanbans
Schedule Optimization Programs
Vendor Managed Inventory Programs
Right First Time
Cellular Manufacturing
Business Process Redesign
Value Stream Mapping
Lean System For Managing

e Change Management

e  Team-working/Teambuilding

e Supervisory/Management Training

Strategic Sourcing
e Supplier Certification

e Supplier Negotiation/Selection

SMED, 5S, OOE,Poka Yoke (Error Proofing)

Client Benefits Realized

Average 98% compliance, improve capacity by 105% and removed
all NVA steps

$10.4M run rate reduction in operating expenses

Inventory reduction of 50-80%

Space reduction of 30-60%

Adherence to schedule of 90-100%

Improvement in OTD to 96% average

Reduce time to changeover from hours/days to minutes, additional
capacity of 5-25%, improve safety by 50%, reduce scrap by 30-50%
Improved quality by 30-50%

100% achievable metrics through goal alignment

Supplier partnerships providing no loss of production time due to
shortages, poor quality or late shipments

Reduction in NVAA by 50-80% and hand-offs by 30-50%
Decreased distance traveled by 60-80%

Increase productivity by 5-40%

Improve moral by a factor of at least 2

Identification of bottlenecks and problem areas
Improve regulatory compliance to 98% average

Skills and training matrices provide for solid, cross-functional
teams capable of handling volume surges

All rights reserved VIP 2004

Value Innovation Partners
[ pactncralbnp in valie creasion ]



Lean Enterprise in Action

e

$.5 Billion Pharmaceutical/Chemical/Packaging Operation
Key Benefits

eLead-time from 49 days to 3 days in sourcing
sLabor and Over-time reduced $6M
sMaintained 98% OTD and 100% quality
*$10.4M annual operating expense reduction
150% *Saved $210k from 5S implementation
eIntegrated Firm into $3B Parent

100%

50%

Relative Improvement

| |

Operating Outside Purchased Organizational Parts Repairs & Changeover
Lead times Services Labor Alignment Spend Maintenance Times

Value Innovation Partners
[ pactncralbnp in valie creasion ]
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Lean Procurement Utilizing LeanSigma

$1.2 B Medical Device Operation
(a division of J & J)

91 Supplier performance improved to better than
98% while reducing their inventory hold by 50%

Defect:

Process and tolerance variability
DMAIC Project:

Lean out the Supply Network, reduce

7 Supplier parts variability and install a

pull replenishment model

$34M

$31M
RMS PFGS Handoffs Raw Material Rework
Steps Steps Inventory Loops

Procurement lead-time was reduced from 4-5 weeks down to 1 day

Value Innovation Partners
[ pactncralbnp in valie creasion ]
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| ean Procurement Model for Success

e

Supplier
and short LT

board

Raw
S;Jpplier 2

@

« focus on small batch

* plan using Kanban

D

Rate Based
Scheduled

1000 5000 1000

LESS URGENT

KANBAN CONTROL BOARD

» High flexibility to
match demand

$$3

plans custom orders

............ FG
Stores
\ F)oKB Customer
Scheduling Wheels
Su plTOgjll;/;r 1 b \
0 Plants Distribution
oVK
Planned Raw @ <<> e
Stock Store = Finished
® i - . Goods
A $$%
' //\
‘ Visible BUILD A STRONG,
Supplier Buyer Planner | mmeasures SUSTAINABLE
Planner + co-located RRRRE A | STRUCTURE |
* replenishes < manages customer (Mfr EIE [ L eanSigma Principles |
demand :::..::...:... e
to stock ) : ::
sequence plan to simple}: :
capacity Boooiioodboodt
model

RBS, KB, MRP

Value Innovation Partners
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LeanSigma Supply Chain Example

Japan Distribution Center for a $40B Medical Device Company

Defect: Process and compliance variability
DMAIC Project: Lean out the Distribution Center

Before After (4Q ‘ 04)

/

rage
Stock MJ Stock Receiving Unpacking FG
e 7
TP TPack and Ship g
i

N

J
J
P
7
i
&

Office Space for Kawasaki

M NT -V
7
// % - % L\ /
Return product rece ‘ Import product receive

Wp'
13 days lead time, 5 floors 2 days lead time, 3 floors, 18 FTEs
38 FTEs $1M savings, + office space

Value Innovation Partners
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LeanSigma in the Supply Chain

e

$150 M, $90M & $60M Office/Building Supply Plants

25 1

20 -

15 1

YV VY

Defect:
[0 1997 Process and stocking level variability

DMAIC Project:
17 W 1998 Lean out the Distribution Network and

install a pull replenishment model

$10M

$7M

Stock Turns Order Entry days Inventory Reductions

Stock turns on product for a CNC went from 3 to 49

Order Entry errors reduce from 48/month (1.2 per order) to less than 1/month

VMI program allowed plant to acquire $6M of new business previously out of their reach
Visible daily cell metrics reduced production errors by over 60% and Lead-time by 20%/order

Group

Value Innovation Partners
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LeanSigma Supply Chain in Action

$150M Medical Device Operation, (a division of J & J)

Supplier

Planning Point of Use Make to Order

- \/
1. Long distance -
supplier «  Consignment
Ship
2. Exact supplier + Stockless «—> directly to
customer
3. Local supplier Daily deliveries
By Weekly build
Supplier = schedu:le MRP
Net Requirements Weekly
Defect: Item Start To Date
Process and tolerance variability WIP Inventory | $1.4M $643K
. Warehouse
Lean out the Supply and Distribution Supplier LIT | 7 day 1 day Procurement
Network, utilized component model Total L/T 67days | 4days Suppliers
and reduce supplier parts variability Whse Space | 100 pallets | 43 pallets

Group

Value Innovation Partners
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LeanSigma Example in the Supply ain

Defect: $150K scrap, 31% vyield, polyurethane tubing “gels”
DMAIC Project: Supplier capability project

Percent

Within Appraiser

100 =

90 =

80 —

70

60 -1

50 =

40

2
Appraiser

e The Eurekal

« Bad Gage R&R... only 7 out of 10 judged
correctly

« Supplier investing in automated video
Inspection

« DOEs can now be run... optimizing extrusion
process

1ers
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Why Use Value Innovation Partners

v’ Technical Expertise

v’ Leverage Other Company Experience

v’ Avert Pit Falls

v’ Provide Early Benefits

v’ Provide Methodology/Techniques

v’ Project Management

v’ Outside Resources (benchmarking/technical)
v Creativity/Analytical Skills

All rights reserved VIP 2004 N
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