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Disclaimer
Like many types of organisations the ARO landscape is varied.:
Commercial / not for profit, small and large etc.

Objective
Create a better understanding of the ARO sector
Difference between CROs and AROs
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Biochemist

who escaped the lab and
stumbled upon a role in clinical
development

—

Close to 30 years in industry:
ClinTrials Research, Inveresk Research,
o Charles River, Chiltern, Julius Clinical

Worked with Sponsors

worldwide

US, UK, Germany, Switzerland,
Italy, Czech Republic, Hungary,
Australia, France, Spain,
Portugal, Sweden, Norway,
Finland, Denmark, Canada,
Japan, Malaysia, Israel,
Belgium, The Netherlands

Belgian resident

The speaker

Biggest regret...

Dutch Nationality Not keeping a diary...
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Snapshot of Julius Clinical

ﬁ Corporate profile
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Active in 39 Completed over ?

countries 5 5 Clinical Trials

Cohortias - CRO/SMO
LATAM Focused JV activities

Enrolled over

822 150,000 ravens

Infectious Diseases
& Immunology
Cardiovascular,
‘ NASH, Metabolic
and Renal disorder

Central
Nervous
System

Trial Innovation
and Real World Investigator

Evidence Initiated Trials
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AROQO specifics

Academic background /
environment

Many AROs do not have
a purely commercial
focus

Selection of staff is
more focused on
scientific merits
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For most clinical researchers in an
academic environment clinical trials
are not their core business

Traditional motivators may therefore not work,
however other aspects are important

Do my patients benefit

*Does my reputation benefit

*Can | publish

*Is my organisation benefitting

Some of these may
create conflicts with
Pharma
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ARO Costs and Contracts

> Costing model does, not surprisingly, usually come from Academia
> Based on labor costs with overhead
> Generally academia are overhead heavy.. Most AROs reflect this in their pricing
> The concept of value is perhaps different between a Scientist and the industry
> On the otherhand, scientists are less burdened by standards and more willing to think out of the box.

> Contracting
> In many cases contracting is performed by external staff, not neccesarily under direct control of the ARO.
> Not always extensive experience with the clinical trial context
> Climate generally risk averse.. not unlike Pharma
> Challenges to commit to some terms imposed by Pharma

Julius
6 CONFIDENTIAL Clinical



Pharma

YV VYVYVYY
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> Business culture vs scientific culture

Worlds apart?

Reputation of Pharma

Working with pharma is all about contracts
Lag between discussion and decision
Investments required within Academia
Progress reporting

> Process focused, deviations not always easy

Scientists like to think outside the box..
Admin burden

Training of staff

Use of systems

Focus on the result
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CROs vs AROs

Most CROs are tightly managed efficient Most AROs are science and network
global delivery organisations focused

Collaboration with scientific peers

Budget and profit focused

: Can lead to higher motivation of sites
Mostly process focused — tickbox

mentality

Client focus does not always come

More client than site focused
natural

Centralised innovation with a business Focused on Scientific innovation

focus
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Similarities?

Pharma CRO

« Mature « Large CROs have started behaving
» Global more like pharma

« Challenges with Innovation

« Marketing & sales

Biotech ARO

« Start up / Entrepreneurial * AROs in terms of approach to
 Local science and innovation act more
« Science as innovator like Biotech

« R&D Focus
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It IS all about collaboration

Respect the potential cultural

differences
What is the motivation to participate

in this study Confirm reporting framework, 1

timelines etc.
« Formal reporting requirements
* Meetings / attendees
Establish governance 5

Be flexible where you can.
« Contract terms
» Other requirements

Scrutinize the team assigned

and make sure your

expectations are clear

* Credentials, time allocated etc

« Confirm scope, especially when
more parties involved
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Thank you
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