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Attracting and 
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Technological advances such as advancements in 
Regulatory Information Management (RIM) capabilities are 
accelerating Reg Ops in their transition from traditional 
operational roles to more strategic focused roles.

Regulatory Operations (Reg Ops) is evolving in response to a rapidly 
changing regulatory landscape as well as the industry’s focus on achieving 
operational efficiency and excellence. Technological advances such as 
advancements in Regulatory Information Management (RIM) capabilities 
are accelerating Reg Ops in their transition from traditional operational 
roles to more strategic focused roles, including a shift toward Delivery 
Excellence. Organizations must adapt to the evolution of Reg Ops, 
including rethinking their approach to attracting and retaining talent, to 
remain competitive and at the forefront of innovation. 
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This thought capital explores:
• The key drivers that have led to major shifts in how the Reg Ops function 

performs today 

• The evolution of roles and responsibilities of a modern Reg Ops workforce 

• The role opportunities to be seized by Reg Ops organizations to attract and 
retain talent

• Key recommendations for rethinking approaches to talent management, 
including having the right competency-based resources, growth opportunities 
and recruitment strategy in place

Key takeaways:
• Transition from rigid job descriptions to a competency-based matrix model

• Upskill teams in accordance with new competencies, accompanied by  
sufficient growth opportunities, to attract and retain a highly skilled and  
future-ready workforce

• Revise recruitment strategy to advertise more innovative and strategic career 
pathways to help attract a new wave of talent entering the workforce



4

Traditional Reg Ops roles and responsibilities will no longer be sustainable within an increasingly digital and data-
driven era. Technological advances in end-to-end (E-2-E) RIM systems, including cloud-based data management and 
real-time sharing of information, mean Reg Ops must become more accustomed to increased speed, transparency 
and innovation within their role. Alongside these external forces, Reg Ops are also encountering challenges 
internally (Figure 1).

Figure 1. Overview of the evolving regulatory landscape
The regulatory landscape is becoming increasingly complex, creating challenges for operational efficiencies and compliance, including expanding 

roles and responsibilities of the Reg Ops workforce.

However, executing these core responsibilities is increasingly challenging for regulatory functions.
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As a bridge between pharma and health authorities, regulatory functions need to 
be innovative and drive efficiency while ensuring regulatory compliance globally.
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Complex business processes, misaligned datasets and insufficient performance metrics are  
just a few key issues impacting Reg Ops efficiency and output. Such challenges are not only impeding the core 
responsibilities of Reg Ops but also have a significant impact on regulatory organizations, with potential delays to 
approval times and strategic and operational decision-making. Additionally, key internal changes are beginning to 
take place across Reg Ops organizations, specifically changes to current operating models. Organizations are 
progressively moving away from traditional tactical-based outsourcing models, with vendors and sponsors being 
more disconnected in their operations, toward more unified approaches, enabling vendors to become more 
incorporated into E-2-E sponsor processes. 

In addition to these internal and external shifts, Reg Ops organizations are requiring their workforce to become 
more proficient in new areas such as demand and resource management, vendor sourcing strategies and 
submission compliance. In addition to this, Reg Ops organizations are expected to be more flexible and strategic 
in their response to global demands, including novel therapies. The COVID-19 pandemic highlighted the industry’s 
ability to bring new products to market quickly, setting a new standard for Reg Ops performance moving forward. 
Traditionally, Reg Ops has been viewed as a tactical function compared with the Regulatory Strategist role, for 
example. While the Regulatory Strategist continues to be responsible for Regulatory Content Excellence, Reg Ops 
has now evolved to encompass Regulatory Delivery Excellence, leveraging data, technology and process efficiencies 
to get submissions right the first time. This shift toward Delivery Excellence turns a previously tactical Reg Ops 
function into a strategic one. To quote David Berglund, Global Head of Regulatory Operations at AstraZeneca, 
“Regulatory Operations may be tactical in what it does but needs to be strategic in how it does it”.  As such, to 
optimize the path to approval and be first to market, Reg Ops organizations must not only continue to evolve their 
workforce but also rethink their approach to Delivery Excellence. All these elements together demonstrate that the 
traditional Reg Ops workforce needs to adapt and transform.

The COVID-19 pandemic highlighted the industry’s 
ability to bring new products to market quickly, setting a 
new standard for Reg Ops performance moving forward. 
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Seizing Data-Centric and Strategic Role Opportunities  
to Attract and Retain Talent in Reg Ops 

Reg Ops organizations need to be aware of the new role opportunities to be seized and how to optimize current 
ways of working to attract and retain talent. RIM technologies continue to influence Reg Ops roles and 
responsibilities, with teams adjusting core skills in submission planning, compilation and archiving, to use RIM 
capabilities to their full potential. In addition to driving the evolution of core skills, RIM technologies are also 
presenting new opportunities for Reg Ops teams, including that of Business Process experts, Data Domain Leads 
and Agile System release and validation roles.

Reg Ops must also continue to be flexible to demands beyond advancing RIM technologies, including keeping 
abreast of increasingly complex submission requirements and data standards such as IDMP. With ever-evolving 
regulatory guidelines combined with processing large volumes of data, the future path of Reg Ops will be to operate 
as a data-driven organization. Dedicated Data Management and Governance teams, including Data Scientist and 
Data Steward roles, will likely be emerging opportunities across Reg Ops to manage the quality and compliance of 
ever-increasing volumes and complexity of data. Presenting such role opportunities through attractive career 
development pathways to the current Reg Ops workforce may help to promote upskilling and help retain existing 
talent. Advertising these data-centric roles to the external workforce may equally attract a new wave of talent to Reg 
Ops. Building on this foundation of Regulatory Master Data, Reg Ops could become the function that spearheads 
innovation in data management to provide high-quality and high-speed strategic decision-making data to wider 
enterprise reporting and analytics needs. This sets the stage for Reg Ops to have greater strategic influence on an 
R&D organization and provide ways to advance the careers of those within Reg Ops. 

Reg Ops can further embed themselves as key strategic players across R&D, especially when leveraging RIM 
technologies to provide full visibility of holistic submission processes and data. This visibility will facilitate Reg Ops in 
driving greater coordination efforts and decision-making across Quality, Safety and Supply Chain, alongside 
improving speed and agility of information sharing, to expedite internal submission timelines. Reg Ops teams can 
provide further strategic value through utilization of RIM data analytics and reporting capabilities to provide key 
business insights, which can shape decision making across the E-2-E submission process. Such insights can inform 
strategic decisions, with best practice learnings applied to future submissions as a result. The predictive insights 
that can be leveraged from regulatory requests in RIM, and their subsequent contributions to submission 
intelligence, not only enable Reg Ops to reposition themselves more strategically across R&D but also allow them to 
respond more dynamically to Health Authorities (HAs), building trust and embracing a more customer-centric role 
and mindset. Repositioning Reg Ops as a data-centric and strategic role could work to an organization’s advantage 
in attracting and retaining talent, if used as part of an effective talent management strategy.
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Piloting New Role Opportunities in Reg Ops Through 
Creative Sourcing Strategies 

To fully reap the benefits of a digital and data-driven regulatory landscape, Reg Ops are considering new 
ways of leveraging vendor partners to optimize ways of working. Reg Ops are exploring diverse ways to 
source work, including piloting new roles such as “strategic sourcing leads” to ensure vendors become 
more integrated in sponsors’ functional operating models. Seizing opportunities such as this will help to 
mitigate current fragmented processes across Reg Ops and the broader Regulatory function, with vendors 
assimilating into sponsors’ core operations while establishing new streamlined best practices. Reg Ops are 
also adjusting traditional perspectives on ways of working with vendors, moving from standard 
outsourced relationships with a separated “us” versus “them” approach to embracing more collaborative 
partnerships and embedding vendors more deeply into internal processes, whereby vendors become an 
extension of internal resources. 
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Rethinking Approaches to Talent Management 

To avoid a talent crunch, Reg Ops organizations must continue to modernize and develop a talent management 
approach, including having the right competency-based resources, growth opportunities and recruitment 
strategy in place to attract and retain talent. Alongside this, talent management must be viewed in a multifaceted 
way including having the right people in the right roles who are continually developed to optimally perform 
their responsibilities. Rethinking talent management in this way will enable skilled resources to meet the 
demands of a data-driven future and remain adaptive to a rapidly changing regulatory environment. 

1. Move away from rigid job descriptions  
to competency-based matrices

Developing a competency-based matrix model, comprised of both soft and hard skills necessary for a modern Reg 
Ops workforce to succeed, is a recommended first step as part of a talent management strategy. As roles and 
responsibilities of a future Reg Ops workforce continue to expand, rigid job descriptions will no longer suffice in 
guiding individuals in performing their duties. As such, organizations need to be more fluid in the management of 
necessary skillsets and competencies of their workforce. Traditional job descriptions will be difficult and costly to 
update and maintain, especially as job lines continue to blur over time and work areas overlap. Having a 
competency-based matrix in place, whereby competencies can be more easily updated to reflect latest shifts in the 
industry, will be a more fit-for-purpose and efficient approach to maintaining a highly skilled and future-ready 
workforce.
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2. Upskill team members and identify growth opportunities 

The Reg Ops workforce will need to be upskilled in accordance with a new competency-based matrix model to 
ensure they are equipped with the broad range of competencies needed to perform their evolving role. Building 
workforce capabilities in this way will also help to drive Delivery Excellence across Reg Ops, including upskilling team 
members to become more proficient in utilization of data, E-2-E RIM and business processes and vendor 
engagement strategies. Prior to upskilling the workforce, it will be important for Regulatory organizations to first 
conduct assessments to determine whether any changes are required to existing talent management frameworks 
and consider what should be introduced to help support upskilling efforts. Assessments should also be conducted 
to determine whether existing roles could be repurposed to align with new role requirements or if upskilling would 
serve as net new learning. Such assessments will help guide the design of a broader organizational strategy, taking 
a human-centered approach to role transitions or upskilling efforts. 

In addition to upskilling the Reg Ops workforce, organizations should consider how growth opportunities can be 
factored into a talent management strategy to help attract and retain talent. Given the current pace of technological 
change across the Regulatory landscape, Reg Ops organizations should be prepared to offer relevant learning 
opportunities so their workforce can remain sufficiently challenged and equipped to handle the roles of the future. 
Educating the existing workforce on roles for the future and the learning opportunities that such roles will create 
will be vital elements of a workforce retention campaign. This should be supported by communication of available 
compensation schemes and comprehensive training, to help incentivize workers to adopt new role opportunities 
and ways of working. 

Retaining talent with SME knowledge in Reg Ops teams will be crucially important to driving overall change within 
the function, as this more experienced talent pool will be critical to ensure new ways of working have solid 
foundations to build upon and are rooted in understanding how and why regulatory functions operate.
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3. Develop and implement a revised  
recruitment strategy

An effective recruitment strategy can be developed once a competency-based matrix is in place that reflects the 
emerging skillsets and competencies needed of a modern Reg Ops workforce. Having clarity on expected 
competencies will enable Reg Ops organizations to craft a tailored recruitment plan that specifically targets the right 
talent pools. A thoughtfully mapped-out recruitment strategy can help attract the right talent, bridging new role 
requirements that are different from core Reg Ops roles, such as the need for Data Scientists and System Validation 
experts. Furthermore, an effective recruitment strategy should accommodate diverse types of talent including that 
of experienced hires who can be upskilled quickly to meet new role requirements, or those already equipped with 
specific skillsets such as Data Scientists, versus recent graduates requiring complete onboarding to Regulatory 
Operations. 
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Conclusion

The role of Reg Ops is expanding in response to 
continual shifts in the regulatory landscape. Most 
notably, these shifts are providing Reg Ops with an 
opportunity to transition from current operational-
based roles to more strategic ones. Technological 
advances such as E-2-E RIM technologies are acting 
as a key force, driving the need for new skills and 
competencies when interacting with systems and data, 
with further scope for automation-shifting tactical roles. 

Such changes are paving the way for more strategic, 
data- and business-centric roles that may appeal to a 
new generation of talent. Organizations must therefore 
rethink their approach to talent management to 
ensure their workforce is evolving in accordance with 
the expanding roles and responsibilities of Reg Ops. 
Moving away from traditional job descriptions in favor 
of more fluid competency-based matrices can enable 
organizations to react more easily to changes within 
the industry and build the capabilities needed within 
a modern Reg Ops workforce. Upskilling teams in 
accordance with new competencies, accompanied 
by sufficient growth opportunities, will help to attract 
and retain a competent and highly skilled future-ready 
workforce. Factoring these changes into a recruitment 
strategy that advertises more innovative and strategic 
career pathways will attract a new wave of talent 
into the workforce. If organizations are prepared to 
implement such changes, significant benefits can 
be achieved in this new age of Reg Ops evolution. 

Look out for our upcoming whitepaper series on Regulatory Excellence, where we 
explore what Regulatory Excellence means for organizations, how Regulatory 
Excellence teams can be established and the benefits of doing so. 
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