
INNOVATIVE TECHNOLOGIES UTILIZATION IN 21ST 
CENTURY NOVEL CLINICAL RESEARCH PROGRAMS 
TOWARDS GENERATION OF REAL-WORLD DATA 
AND ITS ARTICULATION FOR ANALYSIS & SUBMISSION 



� 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:

INTRODUCTION

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.



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



Real World Evidence (RWE) And Real-world Data (RWD)

- Patient charts
- Laboratory reports
- Prescription refills

- Insurance claims
- Subject registries

- Patients treated on- and off-label

- Patients treated through expanded access
- Pragmatic clinical trials

- Mobile health device; wearables, sensors, 
adherence tools

- Surveys, social media platforms, online patient 
communities

- Secondary sources used to support decisions 
concerning safety, quality, care coordination, 

coverage and reimbursement.

Real-world data (RWD) and real-world evidence 
(RWE) are typically used interchangeably. RWD 

usually refers to patient-level data gathered 
outside the conventional clinical trial setting. 

Examples include data from:



Some Examples of Real-world data are shown below



Rise Of Digital Health As Innovative Technology

Digital technologies include a wide range of different technologies that 
can be used in trail processes including categories such as mobile 
applications, Information Technology (IT), wearable devices, sensors, 
platforms, and advanced analytics, such as connected devices, artificial 
intelligence, machine learning, and robotic processes. 
As pharmaceutical industry and other organizations look to apply these 
technologies either individually or in combination to perform operational 
activities, such as recruiting patients, improving adherence, and capturing 
and analyzing data to wards generation of RWD.



Value Levers for Digital Technology in Clinical Development



Any Questions?




