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Clinical Trial Process is Protocol Driven
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• Protocol is developed as a 

word document

• Interpreted by various teams

• Protocol information into 

multiple systems

• Each system serves as a 

source of truth for specific 

portion of the protocol



Digital Protocol Vision
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Journey to the Future State
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Moving from Document to Digitally Native Protocol
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Implementation
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Drug Development IT

Benefits of 
Digital Protocol
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Take out waste in the clinical trial process

Automation of downstream processes 

Gain early insights on the design of the trial – 
patient/site burden etc.

Standardized Objectives and Endpoints

Protocol schedule is always in synch with 
data collection standards



Digital Protocol Transformation Challenges

Senior Leader Sponsorship - Vision

Resistance to Change

Reliance on Legacy Processes

Gaps in Protocol Digitization Software

Budget Constraints

Latency in Value Realization

Digital Protocol



Focus on 
Transformation 

Vision

Get Sponsor 
commitment

Integrated 
Change 

Management 
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Small 
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It’s a 
Marathon not 

a Sprint

Digital Protocol

Showcase 
Success 

Stories

Be Clear 
about 

Objectives

Be Clear 
about what 

Problem you 
are Solving

Be purposeful 
about showing 

impact now

Best Practices 
for Digital 
Protocol
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