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Quality, regulatory, safety, and commercial compliance are the building blocks that 
ensure medicines and devices are safe and effective and that companies operate in 
an ethical manner. However, the shifting global regulatory compliance environment 
means the impact of these requirements continues to expand, placing an increasing 
burden on drug and medical device manufacturers.

A recent global survey of pharmaceutical CEOsi 
shows an increase in regulatory scrutiny across many 
aspects of the business, including sales and marketing 
practices, government drug price reporting, data 
privacy management, and clinical operations. Changes 
in industry regulations are now viewed as one of the top 
three disruptive business trends faced by pharmaceutical 
and life sciences organizations, and many pharma 
leaders view these changes as a threat to their growth.ii   

But they don’t have to be. 

Compliance has long been viewed as a cost-center and 
a necessity, but leading organizations are recognizing 
opportunities for innovation in this space.  

INTRODUCTION

QUESTION ASKED:

How disruptive do you think the following trends
will be for your business over the next five years?

RESPONSES:

Chart shows percentage of respondents who 
responded 'disruptive’ or ‘very disruptive’  

Increase in number of direct and indirect 
competitiors – traditional and new 

Changes in distribution channels

Changes in core technologies of 
production or service provision Changes in customer behaviours

66%

57%

47%

46%53%

Changes in industry regulation

Source: PwC, 21st Annual Global CEO Survey
Base: Pharmaceutical and life sciences respondents

Top Disruptive Business Trends
According to Global Pharmaceutical 

and Life Science CEOs
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COMPLYING WITH THE EVER 
CHANGING REGULATORY 
ENVIRONMENT 

Meeting regulatory compliance requirements as 
efficiently as possible means creating a culture of 
proactivity to ensure products meet the needs of 
patients and that the company operates ethically, 
which translates into company growth, reduced risk, 
and a stronger brand image in the eyes of the public. 
Conversely, when companies treat compliance as a 
must-do rather than a value-add and fail to invest in 
these processes, they increase risks that could involve 
compromised patient safety, delays or denials of product 
approvals, license withdrawals, financial penalties, and 
in the worst case, criminal penalties. These adverse 
circumstances can be devastating to the individual 
life sciences company and generate negative public 
perception that affects the entire industry. 

To avoid these risks and add value to the compliance 
process, companies need to look for synergies in their 
regulatory compliance activities that be used to build 
a business case for technology and talent investment, 
and to identify opportunities to remove waste and 
redundancy across the full product life cycle.

Complying with the ever changing regulatory environment 

Compliance has long been viewed 
as a cost-center and a necessity, 
but leading organizations are 
recognizing opportunities for 
innovation in this space. 

Complying 
with the Ever 
Changing 
Regulatory 
Market
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Tearing down obstacles

TEARING DOWN OBSTACLES

When companies take a holistic view of the impact 
of regulations on quality, regulatory, safety, and 
commercial compliance requirements, they can identify 

common challenges that restrict overall productivity, 
and generate hidden waste and risk. This is the first step 
in driving innovation in the regulatory and compliance 
environment.

THESE OBSTACLES TYPICALLY INCLUDE:

Lack of innovative technology and harmonization: While the pharma industry has invested billions 
in advanced technology, those investments have been slow to trickle down to compliance. Aging and 
disconnected platforms and lack of automation add time, cost, and poor visibility to the compliance process. 

Difficulty staying abreast of shifting global and local regulations: Global pharmaceutical and medical 
device companies – and smaller biotech companies with global aspirations – need experts with a keen 
understanding of global regulations and how they affect the development process. Staying abreast of 
regulatory changes, by country and region, can be a tremendous resource drain but it vital to achieving and 
maintaining compliance. 

Multiple silos/vendors/manual processes: Many companies lack horizontal integration of compliance tasks. 
Numerous vendors, disparate platforms, and lack of automation result in duplicative spending, lack of internal 
cost transparency, and inefficient operations. 

High volumes of unstructured data. The lack of conformity across data sets complicates downstream 
reporting and can delay the real-time insights required to maintain compliance.

1

2

3

4
Once these obstacles are identified, business leaders 
can make the case for upgrades and investments. These 
may include implementation of centralized technology 
systems with advanced analytics capabilities to manage 
compliance tasks and capture data in a single data 
repository; hiring new talent or collaborating with 
industry partners to ensure all development decisions 
align with the latest global regulatory trends; and 
harmonizing delivery of external compliance tasks under 
a single industry partner who can provide deep domain 
expertise to increase transparency, avoid overlap, and 
leverage best practices to more efficiently meet all of the 
organization’s compliance needs. 
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TAKING ON THE FUTURE 

Transforming a company’s approach to compliance takes 
time and resources. Some may start with pilot projects 
to update a single piece of technology or to automate 
one aspect of their reporting, while others will invest in 
end-to-end solutions that radically change the culture 
of compliance in their organizations. Regardless of the 
approach, these companies should do their research, 
and work with partners who can help them identify near-
term projects that will drive early measurable savings 
and lay the groundwork for larger transformation 
efforts. 

Although these transformations take time, they can 
significantly lower total costs while enhancing regulatory 
compliance and, in turn, reducing risks for patients, 
product development, and company reputation.

IQVIA Safety, Regulatory, Quality and Commercial 
Compliance can help you stay ahead of change and focus 
on what matters. 

Learn more at iqvia.com/solutions/commercialization/
compliance

Taking on the Future 

http://iqvia.com/solutions/commercialization/compliance
http://iqvia.com/solutions/commercialization/compliance
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