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Regulatory outsourcing has a 
long and arduous history. Going 
back 20 years, regulatory activity 
was always stringently retained 
in-house by organizations. For 
many, it was viewed as part of a 
core competency for organizations, 
and some elements of regulatory 
still are today. It wasn’t until after 
technological advancements in 
operationalizing and digitizing 
activities such as regulatory 
communications and submissions 
that drug registrations were able 
to be performed more effectively. 
Basic activities such as faxing or 
mailing regulatory information to 
health authorities paved the way for 
sending electronic submissions. 

The electronic submission process is where the capabilities 
to outsource started to become a reality. It is through 
technology’s advancement that the industry learned how to 
better operationalize to make outsourcing a viable option. 
As Michelle Gyzen, Senior Director of Strategic Regulatory 
Solutions at IQVIA, explains, “It was the earliest form of 
remote working in life sciences as far as I can tell, because we 
realized we didn’t necessarily need to be sitting in headquarters 
anymore. We could outsource that activity to vendors in 
regions across the globe.” At this point, China was one of the 
major early outsourcers, followed by India, which has since 
maintained its lead.

Current Processes Based On Past Experience
Fast forwarding to the present, the industry is able to outsource 
nearly all of its regulatory operational activity. On average, 
however, only about 50% is outsourced.  For larger scale 
operations, the number increases to about 75%. By combining 
technology with expertise, Gyzen has seen the industry not only 
recognize increased automation capability for more processes, 
but companies have also increased their trust in vendors: “They 
are more willing to let go and allow a trusted partner to handle 
more regulatory services.” COVID expedited this trend, with the 
regulatory outsourcing market doubling in size.

Gyzen notes that the market now includes “all regulatory 
activity, not just regulatory operational activity.” It is clear 
that companies are looking to streamline their processes and 

operationalize regulatory activities, especially 
at a large scale, reducing communication 
delays by 20%, which ultimately reduces 
speed to market and associated cost. 
Furthermore, Gyzen highlights an additional 
factor contributing to the reduction to cost, 
“Triple the amount of vendors have entered 
the outsourcing market within the last seven 
years, which is actually driving competitive 
pricing in the market.” 

The Regulatory Strategy Challenge
Operationalizing regulatory strategies still 
remains a challenge for the industry, as 
reflected by only 25% of total regulatory 
strategy activity being outsourced. As of 
today, outsourcing is mainly in the form 
of consulting, either by smaller consulting 
firms or contract research organizations 

(CROs). While sponsors are seeking outside expertise in this 
area, they are still keeping regulatory strategy in-house. This 
is largely due to the challenges associated with developing 
independent strategies for drug products. This regulatory 
process development requires a thorough understanding of a 
company’s actual business and business goals, which can be 
challenging for both the sponsor and the partner to outsource. 

Understanding the hesitation for sponsors to outsource 
regulatory strategy activities, Gyzen recommends a hybrid 
solution, where companies still retain control in-house. “There 
are elements of strategy that can be operationalized, such 
as the analytics of regulatory precedence, global expansion, 
and milestones. The operational components of strategy 
are able to use technology to support cohesive regulatory 
strategic activities and regulatory intelligence.” Such a 
solution, however, still allows companies to set and determine 
the strategy at a higher level, which is balanced with overall 
business strategy and business goals. These higher-level 
conversations and decisions affect regulatory and stay in-house 
with the companies.

Looking towards the future, Gyzen feels that the industry 
is going to experience the same shift in regulatory strategies 
as it has with all other regulatory activity. “I think sponsors 
will rely on experienced partners to operationalize regulatory 
strategy as future innovative tools are designed for just that. 
We are working with next generation technology to create 
these tools for sponsors.”
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Technology’s Future Influence On Outsourcing
Technology is designed to streamline processes, and it 
currently does just that for regulatory activities. Because 
technology allows the industry to do more with less time 
and human resources, it enables sponsors and partners 
to work faster. Today, technology in regulatory activities 
focuses mainly on gathering data information, but Gyzen sees 
potential for growth in this area. “Technology of the future is 
going to be more regulatory data and intelligence gathering 
but combined with smart automations and predictive 
analytics, which doesn’t 
necessarily exist today.”

Gyzen further explains, 
”Rather than just inputting 
data and allowing us to peruse 
information and run reports, 
we are developing intuitive 
systems that guide the user’s 
entire regulatory experience. 
What we are doing is exploring 
the next step of AI and 
automation utilization.” The 
goal is to guide the regulatory 
process while reducing 
associated risks.

This is where past insights 
are crucial. All of the data 
and experience of working 
with regulators and noting 
what has worked in the past 
provides a strong foundation 
for the future. Gyzen notes 
that the ultimate goal is to 
create standardized regulatory 
systems at a global scale, to 
work with health authorities 
around the world. 

Collaborative Global 
Change
Working with health 
authorities globally requires change. This change, however, 
comes from both sides: regulators and sponsors/sponsor 
partners. Previously, regulatory guidance would change, and 
life sciences companies, along with their outsourcing partners, 
would be left scrambling. To keep up with the future, Gyzen 
points out that “both sides need to collaborate to develop 
more unified and integrated processes and procedures.” Such 
collaboration is the only way to push forward into the future 
and streamline the process of getting critical products for 
patients to market quicker. 

The framework for such a partnership is already in place 
with Project Orbis, a collaboration between the national health 
regulators of Australia, Brazil, Canada, Israel, Singapore, 
Switzerland, the UK, and the US, with countries such as Japan 
looking to adopt as well. These countries have come together 

jointly to create a standardized approval process for oncology 
drug products, and the outcome has been to significantly 
streamline the process, reducing approval times by around 28%. 
For outsourcing partners, Gyzen highlights that they must be 
aware of the global regulatory climate. Gyzen states, “When 
global health authorities start collaborating, it is important 
to not only be aware of and participate in the initiatives, but 
understanding that this is the last frontier and will really 
drive innovation to increase efficiency into the drug product 
approval process.” 

Changing With The Future
As global health authorities 
continue to set the framework 
for streamlining the approval 
process, regulatory outsourcing 
is going to be imperative to 
successfully work with newly 
created and developed initiatives. 
As the industry transforms, 
sponsors will need to also 
undergo a business and change 
management transformation. 
This largely entails 
understanding what a functional 
regulatory organization needs 
to look like for the future and 
making technology a priority in 
change initiatives. Experienced 
regulatory partners are able to 
guide sponsors with the best 
practices, but mostly companies 
must understand what their 
outsourcing goals are and why. 
As Gyzen notes, “Companies 
need to know whether they 
are looking for cost reduction, 
global expansion, supplementing 
resources, or a combination of 
all of the above, and their own 
limitations.” Organizations often 

struggle with balancing the need for efficiency and retention 
of process control. Such questions need to be addressed early 
on, as well as setting the end goal, whether it is to manage the 
process in-house or to have an outsourcing partner continue 
managing the process.

Ultimately, Gyzen recommends that the best approach when 
collaborating with an outsourcing regulatory partner is one of 
honesty and openness. “When companies are as forthcoming 
as possible in terms of where they are today and what their 
future goals are, outsourcing partners are in a better position to 
provide the best guidance to benefit sponsors.”

For more information, visit https://www.iqvia.com/solutions/
integrated-global-compliance/regulatory-compliance/global-
regulatory-affairs-services
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