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@ via This Presentation 45 min

Fastest route, despite the usual traffic

1. THE FOUNDATION
RBM Context,
terminology and process
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1) Company status
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2) Company approach
0 Clinical

U Crossfunctional
U The CRO way

3) CDM Role 4) Company objective
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The next 45 minutes il

1) The foundation RBM Context & Definitions
U Background, CDM Scope, Basic Process

U RBM by CDMThe R & B & M and the P
2) Suggested Approach

U Key principles
U What not to do¢ common pitfalls

U Why CDMs are ideal for RBM
3) Getting Practical

U A first checklist for CDMsksand monitoring area\/
U Tools(recommendationsexamples)
4) Summary @g}Q
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Section 1: Context and Definitions

PROACTIVE

U Background, CDM Scope, Basic Process

U RBM by CDMThe R & B & M and the P
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RBM In Context Background
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specifically encourages greater use
of centralized
monitoring methods

findings should be evaluated to
determinewhether additional
actionsé.

€ guality is an overarching
objectivethat must be built into the
clinical trial

Enterprise..

X @ ¢ gadity of information
generated should therefore be
sufficientto support good decision
making. ..
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continuous basis for riskearing
activitiesthroughout the design,
conduct, evaluation and reporting g

clinical trials The process should
start at the time of protocol desig
SO mitigation can be built into the
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RBM in Context Background
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Key Differences

FDA:€ @ppachto Monitoringe
= More general, examples, focusing on monitoring

EMA:€ deffedtion..onquality managemen® @ ¢
= More methodological, less content, covering end to
end quality.

TransCelerate¢ mahitoring methodology @ -6 b (12 2-f- &
= Very operational, focusing on (traditional)
monitoring (CRA) activities.
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