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Regulatory operations have significantly evolved in the past few decades – from collating, 
managing, and publishing terabytes of data in the printed paper form to using state of the art 
systems for consolidating and publishing outputs using a few clicks. Regulatory operations has 
reincarnated into a smarter function. 
 
We believe there are three major contributors to this change. The first one is the evolution of 
regulatory requirements like eCTD, xEVMPD, and IDMP that have significantly harmonized the 
information management practices within the industry. The second factor is the rising burden of 
lifecycle management while budgets are shrinking, thus creating significant pressure to find 
more efficient operating models and smarter ways of working. The third factor is the maturing of 
cloud-native and digital technologies to transform regulatory process and drive efficient 
operations. With the dawn of end-to-end solutions like Veeva Vault RIM, pharma companies can 
now think about unifying data and content in regulatory, entering data only once, and making 
critical, seamless cross-functional connections to quality, clinical, and safety in ways that were 
previously manual. 
 
The above contributors have significantly moved the ball forward, however, regulatory functions 
are still struggling to achieve excellence and realize the full benefits from these multi-year, multi-
million dollar transformations. While smarter technologies like Veeva Vault RIM can help 
improve operations, it is still critical that regulatory operations groups apply these systems and 
utilize their functionalities in a way that is specific to their organizations. The most important 
success factor for any organization deploying these new cloud-native or digital solutions is to 
embrace the opportunities to standardize and simplify business processes and operating 
models, dramatically improve the global user experience, and communicate the business 
benefits. At Syneos Health, we understand that people, process, and technology need to co-
evolve for successful operations and benefit realization. 
 
Companies need to develop smarter and simpler operating models to ensure system and 
process efficiencies are realized. There is a major need to focus on end user experience and 
developing human-centered applications that are very intuitive and smart. The operating models 
must simplify human-technology interaction and improve confidence in system data quality. 
Companies also need to clearly define their organizational roles and structures to efficiently 
execute regulatory processes. User acceptance and buy-in is another critical element for 
successful transformations. As such, involving the end users throughout the transformation is 
key. Companies need to think about smarter and digital ways of engaging with the user 
community for change management and communications. This might feel like a lot of work 
upfront, but it significantly pays off in the long run. 
 

Process efficiency and productivity gain are usually the biggest arguments for embarking on 
extensive RIM transformations. However, organizations need to realize that merely replacing 
systems will not take away all the pain points. Until a few years back, the discussions were 
focused on capabilities (e.g. document management, registrations management, etc.) and most 
vendors sold capability focused solutions to clients. However, companies and software vendors 
need to adopt a process-centric view, and end-to-end solutions like Veeva Vault RIM are at the 
forefront of this. The onus is thus on companies to stop looking at individual capabilities or data 
or content, but to take a holistic view to understand how they can leverage these state-of-the-art 
technologies to manage day-to-day processes. A smart and innovative technology solution 
combined with well-defined processes and good quality data can significantly reduce costs and 
show efficiency improvements by up to 30%. 
 
 



 

2 
 

© 2020 All rights reserved | Confidential | For Syneos Health® use only 

 

Another challenge that companies encounter is underestimating the data migration effort. 
Companies often presume that they can extract data from their current systems and it can 
magically get remediated and look nice in the new system. What isn’t always realized is the 
need for a thorough data migration strategy and cleansing process that needs to happen before 
the actual data migration. This is a significant business effort, often requiring months and must 
be incorporated in the plan. 
 
Companies need to embrace innovation and technology to further improve user experience and 
simplify processes. While other industries like e-commerce, aviation, and banking are very fast 
in implementing digital solutions, the pharmaceutical industry is often lagging behind. This can 
be attributed to several factors, among them being an overly complex approach to validation. It 
is time for the industry to think more rationally and start questioning the value of complex 
validation cycles and reviews in light of cloud-based, pre-validated suite solutions like Veeva 
Vault RIM. It is also important to explore and embrace other digital solutions that may improve 
business processes and complement Veeva Vault RIM. For example, the binary concept of 
onshore versus offshore resourcing is being challenged by automation as a resourcing option. 
Companies should look for automation within Veeva and beyond to reduce cycle times, improve 
efficiency, and reduce costs. It is important for companies to start thinking about these digital 
technologies as real solutions and look for ways to simplify operations using them. 
 
Lastly, it is also important for the bigger community – pharma companies, vendors and 
consultants to think broader at the R&D level. Developing strong, end-to-end RIM capabilities is 
only the first step toward enterprise-level process harmonization, where information can freely 
move between clinical and quality and regulatory and medical functions. We all look forward to 
the day when a drug product is defined in regulatory exactly the same way it is defined in 
clinical, supply chain, manufacturing, or quality! 
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