
Historically, organisations have treated com-

pliance as independent silos scattered

across businesses, functions and opera-

tions around the globe. The cost of compliance,

and the exposure risk, grows with each new regu-

lation. Instead of treating compliance as a series of

silos that vary by department or stage in the prod-

uct lifecycle, savvy life sciences companies are

looking to build a sustainable, repeatable and

cost-effective compliance system. An enterprise-

wide approach allows them to integrate all their

processes critical to regulatory compliance such as

change control, audit, and customer complaints,

with the tracking and management of their busi-

ness and quality issues. 

Separating regulatory and
compliance issues 

As the number of regulators and regulations

increase, not only must companies deal with the

traditional pharmaceutical issues around GMP or

cGxP, they must also address the world of corpo-

rate governance and financial compliance as well

as sales and marketing compliance within the

same framework. Forward-thinking companies

are taking a holistic view of compliance and risk

to the extent of appointing a new role – Chief

Compliance Officer – to oversee this approach.

They are also applying a closed-loop approach to

their compliance requirements across systems

and functions to mitigate any compliance gaps. 

Staying ahead of changing
regulations 

Our business was founded on providing a

compliance-ready (from Day 1) product suite

that is coded and validated against key regula-

tions such as 21 CFR Part.11. We constantly mon-

itor and assess evolving regulations, and of

course, work with our clients to enhance the

functionalities to their requirements. 

Compliance and R&D 
Preparing for a drug application is a com-

plex and time-consuming process. In this

sphere, time is money – es-

pecially when you consider

the profit window before

patents expire. In their ef-

forts to automate manual

compliance processes, our

customers have struggled

with integrating and manag-

ing all the solution compo-

nents they need to achieve

their business goals. The

QUMAS R&D Suite was de-

veloped to expedite the new

drug application process

with better quality submis-

sions, and shortened review

and approval cycles.  

It is the first in a series of

bundled solutions, which offer

an integrated approach and

one-stop solution with a ser-

vices and support model to

companies. We’ve essentially gone out and select-

ed the best-in-breed components of a complete

R&D strategy as listed below:  

• A regulatory content management system

• A submissions management system for as-

sembling and compiling compliant paper and

electronic dossiers, based on the CTD standard

• Browser-based collaborative review and au-

thoring solution

• eCTD authoring templates to simplify the

process of automating and formatting guid-

ance-compliance documents 

• Bulk document loader used to import and export

large collections of documents or file folders

We’ve then integrated these various compo-

nents, so that they are optimised to work together,

and to provide immediate value upon deployment.

Finally, we’ve included the critical services and im-

plementation accelerators such as test scripts and

validation templates to ensure that clients can not

only realise substantial savings, but also dramati-

cally expedite their overall submissions process.  �
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Kevin O’Leary: “Forward-
thinking companies are
taking a holistic view of
compliance and risk”

Kevin O’Leary has been with QUMAS since its inception and was responsible for the original design and development of the company’s first product
release. Kevin has worked within regulated industries since 1987 and has extensive knowledge of regulatory compliance solutions. He established the
company’s presence in the United States in 1997 and now serves as the company’s Chief Executive Officer and Chief Strategy Officer. Having originally
majored in computer science, Kevin pursued further studies in industrial management and now works closely with regulators and industry
organisations to ensure that QUMAS solutions meet the compliance needs of regulated companies.
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