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Executive Summary —_—

m  Typical requirement

e Adiagnostic assessment of QC operations:

Identifying areas of high cost and low performance, and establishing major root causes

Strongly supported by benchmarking with high-performing biotech and
pharmaceutical sites and other industries where appropriate

A plan, aligned with existing Cl initiatives , to move all sites” QC Operations towards
best practices

m Tefen QC Benchmarking Diagnostic

Tefen’s QC benchmark data has >120 QC data points (quantitative & qualitative), gathered
from >60 life sciences sites over 10 years

e Combining use of the benchmark data with a diagnostic approach that encompasses
performance and practices, in our experience QC test costs can often be reduced by up to

30% and lead time by up to 50%
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Introducing Tefen
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| EFEIN
i MANAGEMENT CONSULTING

I Delivering Performance Excellence

We are a global consulting firm that helps
Senior Executives develop strategy,
implement change and generate value.

Our clients include FTSE 100 and Fortune
500 organisations from all sectors.

Over the past 28 years we have built a
reputation for effective partnership and
tangibleresults.

I Differentiators / Why Tefen

Results-oriented (Results-driven)

We are dedicated to the guaranteed
delivery of significant and quantifiable
performance improvements

Cooperation

By building trust, our partnership and team
work ensure continuous, sustainable
improvement

Organizational culture

Our highly-skilled and professional people
are fully committed to equipping you with
the knowledge and tools to support you in
reaching your goals




Tefen’s core competences EFEIN

MANAGEMENT COMNSULTING
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e Business Strategy e R&Dand product launch
enhancement
® Corporate Strategy e SupplyChain Management
e Supplychain Strategy ® Production (Lean-Management,

Six Sigma, etc.)

eahManketngantalesstiatesy e Organisational Quality Excellence

e® Sales Maximisation and Service
Operations Enhancement

Excellence

e M&A and Due Diligence

e International Strategy

Project Organisational
e Portfolio management Management Development e Change Management
® PME Process Improvement e Training
e Productlaunch support e Coachingand Support
e Trainingand Coaching
® Process Optimisation ® Knowledge Management
e Value Generation e Visionand Core Values
\ Development )

Delivering Performance Excellence
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I All Sectors I Recent Life Science Clients
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Innovation for patient care

We have worked with 43 of the top
50 life sciences businesses
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Case study: benchmarking and org restructuring TEFEN
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Tefen worked with a major biopharmaceutical manufacturer to support their global lean manufacturing
initiative by redesigning the site level organisation across 13 sites. The aggressive target of reducing
operational cost by 30% over three years, and lead-time by 50% was achieved during the programme.

A leading pharmaceutical company was suffering from competition from the East, a weak pipeline,
and problems in the market place. The share-price was at its lowest level for many years, and a
step change in cost structure was required to bring the company into higher ROl and restore
market confidence.

A lean manufacturing programme was initiated across all manufacturing sites worldwide. Tefen
provided methodology and experience in 4 key areas:

e Randiagnostic benchmarking to identify organisational waste across 13 sites

e Led the organisational redesign programme within each site

e Supported design and implementation of the management routines and visual systems
e Provided post-go-live support to ensure change was as smooth as possible

Share price 2006-07 _
Costs and lead-times have been reduced in line with targets. The M
company’s share price has been restored to previous levels, and the

programme had a 10:1 ROI
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Balanced Scorecard as a guiding philosophy I.ECEN
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Financial
eStaffing levels (direct /
indirect)
eAnalyst efficiency
eCost per test

eOEE @
Processes

eRight-first-time, lab yield
eTime retesting /
investigations

eSpace and travel distance
oLIMS utilization

@> Learning and Growth @

oSkills coverage for critical
tests

eLab flexibility & training
eStaff turnover & lost
capacity

Vision &
Strategy




QC diagnostic benchmarking - linking performance to practices | =ErCiN

1. Financial, Customer, Quality performance outputs

e including QC cost & FTEs per site; cost per batch & test;
batch & test per FTE / direct FTE; QC & QA lead-time
for test and release; delivery performance / schedule

Tier 1 adherence; O0S, OOT ...
e Data split by raw material, IPC, bulk, finished,
1 packaging, microbiology, stability

2. Quantified metrics enabling Tier 1 performance

e includingdirect to indirect ratios, value-added content,
equipment OEE, RFT, lab errors, investigations, time
spent on investigations and retests, analyst flexibility /
skills cover...

Tier 2

Detailed operational practices

e includingorg structure, roles, span, analyst & support
staff activities, availability, absenteeism, space per
analyst and test, workplace organisation, travel time,
LIMS utilization, planning and scheduling tools, use of
technology, maintenance practices, outsourcing,
reduced testing, CofAs, training practices, Cl processes
and culture, use of KPIs, management routines...

Tier 3

Data normalised & selected for comparability: type, size, scope, volumes, complexity



Tier 1 — Performance outputs (selected graphs) LECEN
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Tier 2 — Enablers (examples) | EFEIN
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Tier 3 — Detailed operational practices (examples) | ECEN
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Diagnostic benchmarking: the steps

g
1l
O

—
\_ m STRATEGIC OBJECTIVES
Benchmarks |\_/| Benchmarks
[— I
AS-1S PERFORMANCE AS-1S PRACTICES
m Costs m Delivery m Org structure m Processes
m Headcount m Flexibility m Layers, Span m Management
m Layers,spans m Lead-time HD Root cause analysis m Roles, reporting m Routines
m Ratios ® Inventory m Staffing, skills m Systems
® Productivity m Quality B Empowerment m KPls, rewards
BENEFIT COST R
(o)
m Gap between m New organisation and A
current and Business case action plan, with D
achievable investment and resources M
performance required to achieve the A
to-be state P
TO-BE PERFORMANCE TO-BE DESIGN
m Costs m Delivery m Org structure B Processes
m Headcount m Flexibility m Layers, span ® Management
[ ] LayerS,Spans m Lead-time |mpacton results |:||:| [ ] Roles, reporting ® Routines
m Ratios m Inventory m Staffing, skills m Systems
m Productivity m Quality m Empowerment ® KPIs, rewards
A

_\
Benchmarks Benchmarks ‘




1) Establish and prioritise strategic objectives

m Structured interviews with Site and Quality Leaders
m Prioritise objectives, critical success factors, constraints and conflicts
m Set high-level targets for cost, quality, delivery metrics

Establish strategic drivers Prioritise critical success factors
Competitive drivers Market Drivers Price Sirategy &
Leadershi
eCost targets I :
*Foreseen changes (new products, volumes) comangaoin o e, ualty roduta
*Delivery, flexibility, lead-time targets = St o ¢ soupmen) o ol
eQuality, scrap, environmental targets : Supplyd(gmdeR/ery)
*Other performance drivers analysis / cash @ ° +
................... s |
Constraints Jr - 7T 1 )
eInfrastructural (historical org, culture)
eStructural (test equipment, calib, maint) Tt
*Supply (quality, delivery) = Sy 5. T ST
eDemand (volume, variability) — "Ph, — Thi ‘:1 ‘d:,l ”Ih —
.Cash (inventory targets) e criteria which could win orders e areas at could constrain e business
STRATEGY Strategic objectives

7
>
R



2) Conduct as-is benchmarking and identify root causes

m  Performance assessed against Tefen’s lean lab benchmarks (>60 LS labs)
m Practices assessed by observations against Tefen’s QC best practice index
m Capability maturity model used to asses organisational effectiveness

rertormance v benchmaks | (| escameney [ potenial mressns |

Process efficiency observations
(costs, capacity loss, waste)

Value-stream data mining (cost,
output, lead-times, quality, etc)

T200%

s00% II. Ill

00% AR L

Lean labs practices index

Organisation

= 1

bor21% agproprinte strucke thicagh all
brisnagerant e 3nd degastments that | oe
] frenibmizes compdiance, defivery and cost|

Performance Practic

Org alignment & maturity
(culture, ability to change)

N [———
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2) Measuring performance against Tefen’s best-in-class dataset
-
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2) Measuring practices against Tefen’s best-practice index

o
Impact of each practice on Best practices supported
target performance levels; by models, pictures,
used to prioritise actions process maps, systems,
tools

______

The 9 elements of Lean
Labs investigated —

structural, infrastructural,
process and cultural

------

Each site measured
against good practice,

L through observations,

interviews, measurements

Our lean labs experts will observe lab practices, interrogate IT systems, monitor
management routines, etc; and compare against Tefen’s Lean Labs best practices



3) Create a vision & quantify impact on results LECEN
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m Reengineering design workshops & impact analysis

[ rogetpertormance tvels | < mpactanayis ] ]
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4) Roadmapping and action plan EFEIN
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m Action-planning workshops to agree the future state and how to reach it
®m  Gaining consensus amongst the Quality Leadership and Management teams

MPS factors Success metric|

®|le|o|o|o|o|ofilt
olo|o|e|o|o|o ki

Benefit

Benefits Costs




Deliverables and benefits from QC diagnostic benchmarking LEFI:I
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Deliverables Benefits

m Securesaclear, common, objective and data-

= Areportandfeedback presentation, driven understanding of true lab performance
delivered within the context of each sites

local strategy
®m Proventosupport

m Data collected and analysed against N
) reduction in cost per test

benchmarks (cost, quality, delivery,
inventory, flexibility ...)

e reduction in lead time

e elimination of backlogs

®  Ahighlevel assessment of potential e increasein OTD

improvement benefits e reduced investment needs (space, equipment)
m  Abalanced set of Lab targets based on

the model being implemented = Supportive of Cl culture

m  Majorreasons for performance gaps,
across the entire lab’s operations

m  Aproposedengagementapproach to
supportthe site to reach the defined
targets, if appropriate or necessary



MAMNAGEMENT CONSULTING

WA e e CLloN

Strategy Operations Excellence Project Management Organizational Development



