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Driving Need to Automate 3

How can data only stored within the confines of a document facilitate 
process flow between two systems? 

How can we identify those processes and systems that could benefit from digital 
transformation and provide key connections within an end to end ecosystem.  



The journey begins… 4

How can data only stored within the confines of a document facilitate 
process flow between two systems? 

• Inclusion/Exclusion
• Withdrawal Criteria
• Data Collection 

Components

• Study Objectives
• Schedule of Assessments
• Risks
• Assessments



Identifying the Manual Elements 5

What and where should we be capturing data 
in a digital format that will facilitate data flow



The Ecosystem Starts to Take Shape 6

Key aspects of the protocol were identified for the initial elements of digitization.

Having this data at hand for assessment, management, and historical analysis and 
insights is a critical component of the platform.

• Inclusion/Exclusion
• Withdrawal Criteria
• Data Collection Components
• Study Objectives
• Schedule of Assessments

• Risks
• Mitigations & Issues
• Quality Tolerance Limits
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The risk management framework, attempting to answer questions as ‘What can go wrong?’ and 
‘How can it go wrong?’, change the perception to increasingly consider the Clinical Development 
Quality role as a proactive enabler in preventing rather than remediating quality issues post audits 
or regulatory inspections.



Lessons Learned 8
• All things point back to the clinical study protocol.
• Small pieces create large impact
• Embrace trial & error

BALANCE

User Friendliness & Functionality
Performance & Complexity

Control of Standard Content & Flexibility
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Through a journey to enable Risk Based Monitoring functionality, UCB has 
enabled a platform that is evolving and support an End to End clinical data 
flow ecosystem.



Thanks!


