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The road to RBM

Lonely?

Confusing?

Risky?
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The road to RBM

Nice?
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1. THE FOUNDATION
RBM Context, 

terminology and process

Dinner & Drinks

Now

45 minvia This Presentation
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Where are you ? 
1) Company status

ü ¢ƘƛƴƪƛƴƎΧ

ü Piloting

ü Doing

ü Optimizing ?

2) Company approach

ü Clinical

ü Cross-functional

ü The CRO way

3) CDM Role

ü Provide?

ü Perform?

4) Company objective
ü Quality

ü Time

ü Money
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The next 45 minutes
1) The foundation - RBM Context & Definitions

ü Background, CDM Scope, Basic Process

ü RBM by CDM - The R & B & M and the P

2) Suggested Approach

ü Key principles

ü What not to do ςcommon pitfalls

ü Why CDMs are ideal for RBM

3) Getting Practical

ü A first checklist for CDM risks and monitoring areas

ü Tools (recommendations, examples)

4) Summary
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Section 1: Context and Definitions

ü Background, CDM Scope, Basic Process

ü RBM by CDM - The R & B & M and the P
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RBM in Context ςBackground

FDA
Oversight of Clinical

Investigations ð A Risk-Based 

Approach to Monitoring

éstrategies for monitoring 

activities éfocuses on

critical study parametersé

écombination of monitoring 

activities to oversee a studyé. 

specifically encourages greater use 

of centralized

monitoring methods 

findings should be evaluated to 

determine whether additional 

actionsé.

équality is an overarching 

objective that must be built into the 

clinical trial

Enterprise..

EMA
Reflection paper on risk 

based quality
management in clinical 

trials
Χǘƻƻ Ƴŀƴȅ ǘǊƛŀƭǎ ƛƴ ǿƘƛŎƘ ŀǾƻƛŘŀōƭŜ 

quality problems arise... 
Χŀ ƳƻǊŜ systematic, prioritised, risk-

based approach to quality 
ƳŀƴŀƎŜƳŜƴǘ ƻŦ ŎƭƛƴƛŎŀƭ ǘǊƛŀƭǎΧΦ
ΧΦ¢ƘŜ qualityof information 

generated should therefore be 
sufficientto support good decision 

making. ..
ΧƛŘŜƴǘƛŦƛŎŀǘƛƻƴ ƻŦ ǘƘŜ Ǌƛǎƪǎ ƻƴ ŀ 
continuous basis for risk-bearing 
activities throughout the design, 

conduct, evaluation and reporting of 
clinical trials. The process should 

start at the time of protocol design 
so mitigation can be built into the 
protocol and other trial related 

ŘƻŎǳƳŜƴǘǎ ΦΦΧ

TransCelerate
POSITION PAPER:
RISK-BASED MONITORING
METHODOLOGY
An adaptiveapproach to clinical 
trial monitoring that directs 
monitoring focus and activities to 
the evolving areas of greatest need 
which have the most potential to 
impact subject safety and data
quality.

(1) building QbD into trials, 
(2) early and ongoing risk 
assessment,
(3) a focus on Critical Processes 
and Critical Data,
(4) use of Risk Indicators and 
Thresholds, and
(5) adjustment of monitoring 
activities based on the issues and 
risks identified throughout the 
study
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TransCelerate
POSITION PAPER:
RISK-BASED MONITORING
METHODOLOGY
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trial monitoring that directs 
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quality.
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Common Key Points

Risk based, focused, prioritized

Strategic, central methods

Adjustment, adaptive, additional actions

Quality is overarching, from design to.., QbD, 
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Key Differences

FDA: έΦΦΦApproachto Monitoringέ
= More general, examples, focusing on monitoring

EMA: έΦΦΦreflection..on quality managementΦΦέ
= More methodological, less content, covering end to 

end quality. 

TransCelerate: έΦΦmonitoring methodologyέΦ όҌ ǘƻƻƭǎύ
= Very operational, focusing on (traditional) 

monitoring (CRA) activities.
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