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technology-led solution delivery including knowledge of CDISC SDTM/ADaM standards, 
medical data review business processes, and the governance setup for clinical data 
reuse. He has delivered multiple projects in the R&D domain spanning areas including 
strategy, operating model development, process optimization, clinical technology 
selection/implementation, and analytics.

Parag Limaye

Title: Senior Manager

Organization: Deloitte

Parag is part of Deloitte’s Life Science practice working closely with clients R&D 
functions. His primary emphasis has been on building innovative solutions for 
end-to-end clinical data management and advance analytics. He has led several 
large-scale implementations using agile methodology. In addition to his client 
role he also leads development of Deloitte hybrid assets in applications like 
automated data conversion, harmonization using advance analytics to generate 
insights like medical monitoring, safety signal detection, precision medicine etc.. 
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Disclaimer and Disclosures

• The views and opinions expressed in this presentation are those of the 
author(s) and do not necessarily reflect the official policy or position of 
CDISC.
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• The author(s) have no real or apparent conflicts of interest to report.
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2. Approaching Data-Driven R&D: Challenges
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4. Key Takeaways

CDISC 2023 Europe Interchange | #CDISCUS #ClearDataClearImpact



Building an R&D Organization of the Future 
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The R&D Organisation of the future is data-driven

Changing industry and ecosystem trends mandate that R&D organisation capitalize on opportunities for data-driven research 

and development in order to remain competitive
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Approaching Data-Driven R&D: Challenges
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Signature Issues in the Clinical Data Reuse

Operational, functional, & technical issues organisations face in clinical data reuse
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Role of Standards in Data Reuse: Examples
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Approach to Reusing Clinical Data 
Overcoming the operational, functional, and technical challenges to reuse historic clinical data requires robust standards 

management, metadata driven harmonization rules, and reusable data transformations 
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Opportunity A: Enhancing Quality of Historic Clinical Data 

Studies that are 10-15 years old or may potentially have not been submitted to regulatory agencies for various reasons could 

have several quality issues that make the data unusable 
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Opportunity B: Standardizing Findings Domains Across Clinical Repository

Findings domains like LB and QS have a wealth of information that can be leveraged for intelligent decision-making. 

However, limited standardisation within organizations makes a lot of this data unusable. 
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Opportunity C: Derivation of Baseline and Associated Variables

The identification of baseline values for a test is dependent on the endpoint for the study, thereby leading to complexity when 

performing cross study analysis. Rederiving baseline based on exposure can alleviate this challenge. 
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Key Takeaways
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Core Principles to Develop Next-Gen Data Management Platforms 

Unlocking value from historic data while continuing execute on primary clinical data use cases requires holistic thinking and

organizations need to deliver on fundamental values to be future-proof
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Key Takeaways

Creating value from the wealth of data that life-sciences organization collect and store requires leaders to bring together 

standards experts, engaged medical teams, and delivery specialists 
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Thank You!
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