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ABSTRACT: 

The regulatory affairs (RA) landscape is undergoing an unprecedented digital transformation, 

driven by the convergence of emerging technologies such as artificial intelligence (AI), robotic 

process automation (RPA), cloud computing, and advanced analytics. Traditionally reliant on 

manual, document-centric processes, regulatory functions are now evolving toward integrated, 

data-driven ecosystems. This shift enables organizations to manage regulatory submissions, 

compliance activities, and product lifecycle requirements with greater speed, accuracy, and 

global consistency. Digital solutions are not only streamlining submission compilation and 

health authority interactions but also enabling proactive regulatory intelligence, automated 

dossier management, and predictive analytics for approval timelines. Through structured 

content management, eCTD submissions, and real-time data exchange, companies can optimize 

regulatory operations, enhance transparency, and reduce operational risk. Furthermore, digital 

platforms support seamless collaboration between cross-functional teams and global affiliates, 

allowing for faster response times to regulatory queries and changes. However, the path to 

digital transformation in regulatory affairs is complex and not without challenges. Key barriers 

include data privacy concerns, evolving regulatory expectations regarding electronic and digital 

submissions, interoperability issues between legacy systems and new platforms, and a 

significant need for change management and workforce upskilling. Regulatory authorities 

themselves are progressing toward digital readiness at varying speeds, further complicating the 

global regulatory environment. Despite these hurdles, the benefits of digital transformation are 

profound. Organizations that embrace digitalization can achieve faster time-to-market, better 
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compliance oversight, enhanced data integrity, and improved patient outcomes. Looking 

forward, regulatory affairs will play a critical strategic role not just in compliance but in driving 

innovation, regulatory intelligence, and patient-centric approaches within the life sciences 

sector. Successful transformation will require a clear digital strategy, investment in scalable 

technologies, regulatory collaboration, and a culture that embraces continuous change. 

Keywords: Artificial Intelligence, Life Sciences, Data Integrity, Regulatory modernization, 

Health authority interaction, Regulatory Information Management Systems (RIMS).  

 

Access this Article Online  

 Website: http://www.journalofhospitalpharmacy.in 

Received on 18/07/2025 

Accepted on 1/10/2025 © HEB All rights reserved  

 

http://www.journalofhospitalpharmacy.in/

