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Contracting Laboratory Services
What you need to know!

What will be covered

« Laboratory services: research ..... to more standard

Insight and anecdotes from perspective of client, contractor,

intermediaries and scientists performing the work.

How suitable labs and consultants are identified

Current outsourcing practices

Supported with real world examples
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Points of View

Client

Contractor
Intermediaries

Scientists doing the work

Investors
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The Big Picture

New Drug Development

- complex

- highly regulated
- expensive

- time consuming
- time sensitive

Constant need
for innovation &
more efficiency

Business Imperative

more outsourcing &

external collaboration

Existing Constraints

X seekers & providers are time-poor

X no single marketplace for seekers & providers

X seekers have limited filtered information

X information gathering is expensive

Which labs?
Which experts?
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R&D Outsourcing is $25 Billion

R&D spend for Top 50 Biotech and Pharma Companies?

e US$25B (outsourcing is 4 15% p.a.>3)

m Sales mR&D mR&D outsourced (1 15% p.a.)

References

1 www.pharmexec.com, May 2008 Q

2 Global outsourcing market in 2006, Frost & Sullivan, Aug 2007
3 Contract Pharma 2008 outsourcing survey, May 2008
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Key decisions faced by senior R&D
directors and staff

» Which new therapeutics should we

develop and how exactly? %‘

» \Which new entities should we deveIOp
more aggressively?

» What is the most cost-effective and time-
efficient development path likely to give us
the best competitive advantage?
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Contracting Laboratory Services

Where do you start?

Start with your end-goal or aim as

the focus
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What type of relationship?

v’ Straight contract
v Collaboration

v Partnership
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We live in a World of imperfect
knowledge and information

No one has it — no individual, company or
research organization

Latin America
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How are service providers, collaborators
and partners currently identified?

Of course Iin depends ...

* size of company

» experience of the R&D team
* how well funded is the enterprize

« what type of company
* biotechnology, pharmaceutical or nutraceutical
* contract research organization (small, medium, full service)
* generic drug manufacturers
* specialized consultants
» Government funded biomedical researchers
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Mechanisms to identify potential service
providers, collaborators and partners

» |n-house staff

» Existing networks

» Use previous supplier/research group
» Engage a consultant or CRO

» Online repositories and marketplaces

e.g. Industry websites, QCTN, BayBio, Govt. databases,
Pubmed, Drug Development Technology, BioAssayLINK
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More Real World Examples
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YVVYVVYVVY

What is your ultimate goal?
Proof-of-concept or FDA submission?
Quality of results?

Confidentiality

Achievable time-lines?

Cost

Track record available/visible?
Communication, communication, ....
After service?
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Contract Pharma 2008 Outsourcing
Survey (May 2008)

Examples of biggest complaints by clients

Inflexibility

Project management ownership

Contract withdrawal - can earn more elsewhere
Commitment to deliverables

Communication gaps

Quality issues

Lack of progress updates

Staff turnover >

VV V V V V V V
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Factors influencing decision-makers

Cat, 1 \
TRUST &
TRUSTWORTHINESS Cat. 3

STAKEHOLDERS
Investor acceptance
Ethical considerations
Potential conflicts
Relationship between players
Dominant or passive role

Respect for each other
Effective communication
Cultural differences minimised
I.P. protection
Valued partnership

I Cat. 4

Cat. 2 QUALITY

SERVICE & PRICE GLP/GMP (see Table 3)

; Documentation
Speed of delivery .
5
Human resources Industry orientated?

Communication Standard of contract report
Flexibility
Realistic price

Cat.5
EXPERTISE & EXPERIENCE

Familiarity with technology
Earned legitimacy
Success in new product development
With disease targets
Number of alliances

VALUE PROPOSITION =
Specialisation
z Category 1t06 Track record

Is Total PaCkage Acceptable? Proximity to related technologies

Cat. 6
INFRA-

STRUCTURE
Adequate?

Figure 4. Inter-relationship between the major categories of factors influencing the decision-maker .
in choosing an R&D contractor. \)
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Any more guestions or
comments?

Jeffery Smith +61-(0)-419 669 132
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