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Example of Differences in How Data from Conventional Randomized Controlled Trials (RCTs)
& Real-World Evidence (RWE) are Utilized 



INTRODUCTION

It is well evident that safety and efficacy data collected from randomized controlled trials (RCT) provide high 
quality data on restricted patient populations and has been standard for determining market authorization. There 
are reasonable benefits in using RWE:

Less time and cost to 
produce meaningful 

data
Ability to capture 

additional information
Social determinants of 
health that can impact 

health outcomes

Detection of 
uncommon adverse 

events

Better utilization of 
innovative 

technologies such as 
AI, ML and Block 

Chain

Data articulation to 
achieve 21st century 

novel clinical research 
objectives.

Helpful in the generation of 
subjects pharmacogenomic 

information and 
pharmacokinetic differences 
between individual subjects.



Some Examples of Real-world data



Categorizing Modern Oncology Clinical Trial Designs



Master Protocol Trial



General Schema of a Master Protocol



Basket Trial & Umbrella Trial



Basket Trial & Umbrella Trial



Platform Trial



Countries Conducting Adaptive Trials



Benefits



Savings – Time & Cost



Thank You
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