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Who We Are

L e

Value Innovation Partners was founded by a group of business
practitioners with offices in Boston and Chicago.

* Professionals with an average of 20 years of industry experience

Experience » Clients in all major business sectors

* Recognized leaders in Lean Enterprise, Lean Supply Chain, ABC Analysis,
Pharmacovigilance, Six Sigma, and Due Diligence pre- Mergers and Acquisitions

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

Involvement

* Quantifiable and sustainable benefits
Transfer critical skills
» Improve customer satisfaction, working capital, revenue and processes

Results
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Partial Client List

Medical Devices

Building Products
Manufacturing

Print/Packaging
Distribution

Group

Value Innovation Partners

partnership in value creation

Pharmaceutical

Food & Beverage
Biomed
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VIP’s Proven Methodology

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

Continuous Long-Term Goals

4. CONTINUOUS IMPROVEMENT

A
How to
' Implement
What to
Implement
A
R —

> é‘?»
BN

3. NORMALIZATION
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2. IMPLEMENTATION
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1. ASSESSMENT

Dramatic Short-
Term Goals
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Our Approach:

Linking VIP Services with Stakeholder Value

SERVICES DRIVERS BUSINESS STRATEGY

Strategic Working ~ Manage Cash/
Sourcing Capital Inventory
Design for Speed to R New Prod/Markets
Excellence market g Increased Sales
VIP
coordinates
Lean o Waste —
Management critical Elimination > Customer Focus STAKEHOLDER
success VALUE
factors
Supply : Return on
Chain | Lead-time | > Assets/
Management Investments
Activity Cost of R Debt/Equity
Based ualit g Management
Management g S g
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VIP Tools and Technigues
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LEADERSHIP

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

SUPPLY CHAIN MANAGEMENT

: MANAGE SUPPLIERS DESIGN =——> PRODUCE —_— DELlVER SATISFY CUSTOMERS i
R .l ________________ } ____________________________________________________________________________ 1
SERVICES PRODUCT DEV. PROCUREMENT -Mb m 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 Lyl Part Certification >l Cell Mfg bl 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 e Supplier Mgmt Technology Planning
8. 1SO9000/QSR Logistics « Lean Procurement
BUSINESS INFORMATION MANAGEMENT _m_
. » Zero Defects » Poke Yoke
» Performance Metrics « ABC . DOE . SPC
: E-Buimesi * MRP/APS « Total Quality Management « Critical to Quality
enchmarks. * Project Management + Zero Inspection + Corrective Action
e Communication System « Documented Process . EMEA . Cost of Quality
* Six Sigma * Problem Solving
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Align Service and Value
ACI"OSS the Enterpnse Shareholder value

B

e , Profits
VOC

Customer CTQ’s

- What does it cost?

What is the value?
Make

When can | get it?

Resource
Commitment

Does it do what

Determine
Opportunity
Costs

Assess
Process
Opportunities

Prioritize
Business
Needs

Identify
Business
Strategic
Needs

Business CTQ'’s

What does the customer want?

When do they want it?

What will be my profit?

What should it do?
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Appllcatlon of Lean Constructs
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sTaucTuRED 'NTEGIRATE

AUTOMATE
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Global Drug Safety Perspective

G s

Label changes}

Issues Management

&C(Periodic Safety
Update Report

. Health
\Authorities

Reporter \!f‘: -

Adverse
Drug Event

First
Awareness
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Lean Principles for the Adverse
vents Case Handlin cess

TR =

PROCESS PHARMACOVIGILANCE

o Efficient and streamlined o Proactive

o Simple and visible o Communication internally and externally

e Harmonized across departments & functions e Best methods used

e Right first time approach o Involvement of local subsidiary as required
e  Agreed business rules to support controls e Signals detected/evaluated

STANDARDS SYSTEMS

o Consistent o One global database

e Simple and readable e Transparent ‘end to end’ tracking
e Understood by all e Reduction of duplication of entry
o Supports local needs as well

PERFORMANCE MEASUREMENT

e Focused (thoroughness, integrity, time) PEOPLE _
e Simple and visible e  Correct number and skill level
o Aligned targets, reward and recognition

EXTERNAL
ORGANIZATIONAL STRUCTURE e Compliance
e Process aligned e Quality assessments
e Aligned priorities, roles and responsibilities e  Gain Regulators confidence

o Communication, co-operation, co-ordination
and empowerment
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VIP has Pharmacowgllance Expertlse

R R

Prescribers
& Patients

. . . T @
Clinical Trials| Clinical SELET | if —
P Datab » Approval +— - - —»| Marketing —{ Manufacturing >
rocess a.a ase . - Process
1 NDAs 1
Regulatory
» reporting
Medical
o [ Countryts| Center |+ Country |« Change |,
nro. requests
{Adverse |Events | y —
Global database PSUR
‘| Process Label
/’l
v v A~
Issues Mgt. Signals Label Change Label | Variation
! > —> > . Submission
Process Process Process Implementation
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Our Methodology addresses all

[ Crisis Management Process } »lDecisions
A A \J
Label Manufacturing
[ Signal Detection Change Label Change
Evaluation Process Process Process
A T
v
Medical AE Case Regulatory Variation
Inf ! Handling PSUR Process Reporting Submission
nformation Process
Data : 1 g
IB/Protocol T T o I SAES *sccccccccccccdecccccccccccscs N’ék:é's"

Clinical Trials Process
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A Case Study: Simplifying the case handling process
resulted in improved lead-times/ compliance, fewer steps and

less hand off’s

Number of process steps and hand-offs

|

180 Before VA

160

140 NVA
78%

120

100 -

80

60

40

20

Non Us-CT
Source:
Client Process Maps

includes rework loops B Hand offs

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

All NVA steps were
removed

Compliance improved from
30% globally to +97%

AE 15 day reportable case
processing time was
reduced from 21 days to 11.
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The Objective
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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
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Other Areas of Expertise

pes s

i

pes s

= Laboratory redeSIQ n Laboratory scheduling on simple FIFO and real-time
e Layout and Process Flow resource allocation, based on queue length

. LIMS/GLP LN L]
. Virtual
. Scheduling
. Testing requirements
. Documentation design and redesign

. SOP/GMP/cGMP
. Reviews
. Audits
. Redesigns
. Manufacturing Floor
. Lean concepts

Sterility

Test samples from
manufacturing, booked into lab

and ‘displayed’ S
Simple visible system to indicate ‘backiog’ by . Doc-g ﬁ
o . Approv;

test — Priority on Critical Assays

In-Process Samples "
BRI Separate re-work
o Ol @ loop for failed
.. e samples
e e et TLC:SQS . U Monitor ‘on test’ wip
indicate the ‘backlog' ~ added as
into test; color coding ~ Samples are o t  toensurethat

[~ released material
indicates origin of received, and
sample removed as
they go on test
& testper

always available to
‘ Test Type 2

No. on test

L, manufacturing

Testing completed on FIFO basis

. 5S, SMED, TPM, etal
° Batch record redesign Process Based Structure
= PIMS oo Raw Materials Detailed View iz Vet

i} 4 ! a I %

. Supply Chain °0

Feedback sl 433
On Quality N

° Procurement e st T =)y

IN PROCESS LAB
— o
=

. Raws and components

. Testing and inspection
° Distribution and Logistics

. Transportation

: Warehousing T AR ‘°"a”?‘”‘ﬂﬁ”f“‘zﬁ‘”’“”'("‘:“;”“'“af“y i

(] Ut I I I t I eS O t I I I l I Zat I O n + Common material and supplies would be distribute through the use of On-Test Kanbans to maximize
buying power, and minimize inventory exposure and shortag
Each lab would have a macro scheduling wheel and each wmk center (e. Identity Testing) would have
ascheduling wheel driving work priorities at the testing lev

) Sal es & M ar k et I n + Number of work centers by process would be flexible and amus‘ame to meet changing customer needs.
« Where appropriate or financially sound, shared equipment/resources would be employed (Le. expensive
. Bid Process

kit for testing which is needed by all three lab groups would be centrally located and share scheduled

Ref: -pal 3
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Typical Change Efforts & 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

i
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Lean Enterprise in Action

$.5 Billion Pharmaceutical/Che
. Key Benefits
O pe ra.tl O n sLead-time from 49ydays to 3 (ans in sourcing

eLabor and Over-time reduced $6M
*Maintained 98% OTD and 100% quality
150% *$10.4M annual operating expense reduction
*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
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Why Use Value Innovation Partners

v Techn

ical Expertise

v'Leverage Other Company Experience

v Avert
v Provid

Pit Falls

e Short Cuts

v Provic

e Methodology/Techniques

v'Project Management

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