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EARLY PHASE: FROM
LANDSCAPE TO
CONTRACTING

How to Get the
Most Value from
Your Partners
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HOW TO GET THE MOST VALUE FROM YOUR PARTNERS

What Makes Biopharma/CRO
Partnerships in Early
Clinical a Success?

What are Current Trends
In Partnerships?

 What are the key elements in » Early Engagement — how early
ensuring Biopharma/CRO partner- is early?
ships are successful in early clinical -

— what are the key pitfalls? » Compound Development Partnership

— a smart end-to-end approach
Identifying and managing key risks
in early phase studies — sponsor
and CRO perspectives

« Strategic Partnerships — next

generation
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WHAT MAKES BIOPHARMA/CRO PARTNERSHIPS
IN EARLY CLINICAL A SUCCESS?

* What are the key elements
In ensuring Biopharma/CRO

partnerships are successful
in early clinical — what are EARLY PHASE
the key pitfalls?

o |dentifying and managing v’ Start — first into man

key risks in early phase v’ Often full service
studies — sponsor and

CRO perspectives

v Healthy volunteers & patients
v" Short timelines

v Often limited set of partners
v Unsure portfolio

v" Often dedicated department
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WHAT ARE THE KEY
ELEMENTS IN ENSURING

S Well-defined
BIOPHARMNCRO g(gr\i):r?\ance fin(?';\nci:‘uIne
PARTNERSHIPS framework structures
ARE SUCCESSFUL Early Innovation targets
IN EARLY CLINICAL ? engagement . Transparency

Operational

e : » Partnershi
efficiencies P

behavior

Best practices e Win-win

Performance

. Trust
metrics

Excellence
Orientation
HIGH
Accountability PERFORMANCE Innovation
CULTURE
Teamwork Empowerl_ng
Leadership
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WHAT ARE TYPICAL
PITFALLS?

» Importance of team building, quality
of relationships and partnership
behavior undervalued

» Qutsourcing model is unclear;
tactical outsourcing

» Expectations not clarified and defined
in contractual framework

» Partnership strategy is not embraced by all

» Governance lacks accountability,
ownership to make decisions or
improvements

« Commitment to start-up resources on both
sides is undervalued

* |ssue escalation is undefined
» Willingness to be creative is undervalued

 Change management efforts
underestimated

» Assumptions ...
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CASE #1: CHANGE OF OPERATING MODEL

Traditional “Arms-and-Legs”
CRO Model

4

Full accountability model

Biopharma CRO
* How do we maintain oversight? * How will change be managed?
e What is our comfort level?  How much risk are we prepared

I)
« Acceptance with the functions? to share’

 What about 3rd parties ...?

PAREXEL.

© 2014 PAREXEL INTERNATIONAL CORP. / 8 CONFIDENTIAL



CASE #1: CHANGE OF
OPERATING MODEL

Transfer of study
management

responsibilities to CRO
partner

Who is in the driver's
seat?
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MANAGING CHANGE KEY TO SUCCESSFUL PARTNERSHIP

Combine focus on people, process and technology
to accelerate change acceptance and alignment

» Toolbox and methods to align interests and reduce fear, uncertainty and doubt
» Partnership Infrastructure build — a systematic approach focused on aligning to common standards

PLAN EXECUTE ANCHOR

» Assemble steering committee « Communicate change * Assess results and make
adjustments as needed

* |[dentify key stakeholders * Role-model desired behaviors
* Reach consensus on purpose * Build employee support > CUITIUITIEENE gl Ees
networks * Institutionalize and

* Assess current and desired )
reinforce change

state, and perform gap analysis » Seek feedback
- Develop change plan « Monitor progress » Modify the environment
* Assign Change agents « Recognize and celebrate * Recognize and celebrate

: : : major milestones
* Prepare resources I OV

COMMON OPERATIONAL INFRASTRUCTURE

» Governance model » Shared metrics » SOP and technology rules » Work pipeline planning
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CASE #2

ALTERNATIVE
PRICING MODELS

© 2014 PAREXEL INTERNATIONAL CORP. / 11 CONFIDENTIAL PAREX EL.



CASE #2: ALTERNATIVE
PRICING MODELS

C(S;, 1) =S;N(d))—K e " TN (dy)

where,
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K : Option exercise price at maturity

FLEXIBLE

PREDICTABLE

© 2014 PAREXEL INTERNATIONAL CORP. / 12

SIMPLE

CONFIDENTIAL

Is there a formula for price?

How should we balance price

vs value?

We want to be innovative and creative
— where does the money come from?

How would a win-win situation in
my partnership model look like?

Is there such thing like
a simple model ?

PAREXEL.



CASE #2: ALTERNATIVE
PRICING MODELS

What granularity has your
preference and why?

....a matter of taste?
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ALTERNATIVE PRICING MODELS IN EARLY PHASE PARTNERSHIPS

RATE CARD SLICES ALL IN ONE

Study Level Portfolio Level Business Level

* Very detailed and * Fixed price per * Very simple
transparent service « Focus on science/ops
* Easy to compare * Complexity factors « Streamlined contract
* Price per kev task

Project level » Unsharp — not * Business volume?

negotations cont’d 100% accurate « Commitment?
Highly administrative » Change of portfolio? e Risk?
Rather tactical » Ops’ buy in?

Level of integration
Level of trust & commitment
Business volume & study portfolio
Level of exclusivity & competitive elements in the partnership
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2 WHAT ARE CURRENT TRENDS IN PARTNERSHIPS?

« Early engagement — how
early is early?

« Compound development
partnership — a smart
end-to-end approach

 Strategic Partnerships —
next generation
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 Leverage overhead and
infrastructure

 Complement internal knowledge
with external expertise

— Improve the predictability
of R&D efforts

— Rapidly expand global reach

* Increase operational efficiencies

e Streamline the
development process
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PARTNERSHIP TRENDS
SPECIFIC TO EARLY PHASE

Simplify vendor platform
& cooperation models

Full service / end-to-end
partnership models

Greater integration & knowledge sharing

Focus on continuous study
optimization & innovation

Patient studies & hybrid protocols

Consulting & regulatory services

Subcontracting & 3rd party management
Early Engagement

Compound Development Partnership
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CASE #1: EARLY
ENGAGEMENT

Working toward better decisions
earlier in the development process

Early involvement of CRO in
study planning

Early input in options to operationalize
the study objectives

Early access to CRO’s
scientific expertise

Ringfenced, experienced study
teams will work upon verbal award

By the way, how
early Is early?
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EARLY ENGAGEMENT — HOW EARLY IS EARLY?

What are the Pros & Cons and When
IS the Right Pointin Time to Engage ?

4

Biopharma CRO
» Supported by our partnership/ » Early engagement is not
opeational model? a once-off involvement
* When should we involve the * Follows the life cycle of
CRO partner and what to share? the compound
* When do we actually award « Significant resources &
the project? commitment required

© 2014 PAREXEL INTERNATIONAL CORP. / 18 CONFIDENTIAL PAREX EL.



CASE #2: COMPOUND
DEVELOPMENT
PARTNERSHIP

Moving a Drug
from First-into-Man
§ to Phase |l and
Beyond

-

g Y e
TALD oo

- |
4 Al E
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COMPOUND DEVELOPMENT PARTNERSHIP

PAREXEL COMPOUND TEAM

_ - ) Follows
Global Lead MD Compound Director Clinical Operations Regulatory Lead compound
: — _ _ ___ _ across
Biostatistician Patient Recruitment Feasibility & Start-up Compound Quality phases

PHASE 1 PHASE 2 PHASE 3 EXTENSION
(Study #1) (Study #2) (Study #3) STUDY

Project Leader Project Leader Project Leader .
Project Leader
Global Study
Clinical Lead Clinical Lead Startup Lead Clinical Lead .
: Clinical Lead
Data Operations
Lead
CRAs CRAs CRAs CRAs

Site Selection

@

Knowledge of future
studies enables speed

Knowledge of future studies
enables efficiency and speed Shared resources

enables efficiency
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EVOLUTION IN EARLY PHASE PARTNERSHIP MODEL

FINANCIAL

STAFF

EXPERTISE

SYSTEM/PROCESS

INCENTIVE
ALIGNMENT

JOINT INNOVATION

Rate discounts
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Strategic

Partnerships
(Gen. 1.0)

Programmatic
efficiencies

Operational plan
support

Alignment

Operational risk/reward

Explicit focus
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Strategic
Partnerships
(Gen. 2.0)

Compound efficiencies

Development plan
support

Integrated technology
platform

Commercial terms
incentivize all
major value drivers

Explicit commitment

Future
Partnership

Budget/timeline
accountability

Optimization
across phases

CRO enterprise
platform

Risk/gain share

Continuous innovation

PAREXEL.
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