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In today’s life sciences industry, there is an ever-increasing need to maintain chemistry, manufacturing, and 
control (CMC) compliance in order to minimize the risks to patient safety and preserve company reputation. The 
costs and resource requirements of performing a compliance assessment across an entire marketed product 
portfolio are significant, and often need to be repeated within a few years. There is an opportunity, however, 
in the mechanisms (both systems and processes) that organizations adopt to enable a more cost-effective, 
“sustainable compliance” outcome.
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With increasing health authority scrutiny on the 
alignment of product registration and manufacturing 
information, life sciences companies are undertaking 
compliance initiatives for assessment and remediation 
of any identified compliance gaps. Embarking on a 
CMC compliance initiative is a major undertaking 
for any organization. To perform compliance checks 
across a portfolio of marketed product licenses 
can be a multimillion-dollar initiative, involving the 
investment of considerable internal resources and 
often utilizing the support of regulatory consultancy 
companies.

While they are effective, these CMC compliance 
checks usually provide a “point-in-time” view of 

the organization’s regulatory compliance, due to 
ineffective change control in the manufacturing 
environment and its impact on the registration status 
of the product(s). Without adequate infrastructure 
of systems and processes that support ongoing or 
“sustainable” compliance, new compliance gaps will 
become apparent within four or five years. As a result, 
there will be a need for the company to embark on 
another CMC compliance program, entailing further 
investment.

So how does an organization make the transformation 
from producing a “point-in-time” view of CMC 
compliance to a sustainable compliance approach?

mounting costs of compliance
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Figure 1: The concept of sustainable compliance

A sustainable compliance approach

The development and implementation of a robust 
framework of systems and processes to ensure 
continued alignment of product registration and 
manufacturing documentation, once a compliance 
baseline has been established within an organization, 
results in sustainable compliance (refer figure 1).

While setting up sustainable compliance is not 
complicated, cost pressures and resource challenges 

can result in the organization losing focus and failing to 
achieve its objectives.

To mitigate this, the mechanisms that support 
sustainable compliance must be established at the 
outset of a CMC compliance initiative. In this way, the 
business can develop the necessary infrastructure to 
maintain compliance after the initial baseline has  
been established.



Key criteria for achieving sustainable compliance
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In order to achieve a sustainable compliance outcome, 
the following criteria (figure 2) need to be established 
within an organization for it to have the best chance  
of success.

a) Sponsorship vision and focus for delivery

To support a long-term view of the compliance 
initiative, the leadership of the organization has  
a responsibility to sustain interest and  
engagement by:

• Ensuring continuous execution of a 
communication plan (established at the 
outset of the compliance initiative) that 
provides clear, consistent communication 
to the organization. Key messages include 
maintaining the level of compliance achieved, 
and identifying consequences for the business 
of a future lapse in compliance

• Committing time for procedures to support 
system engagement to be developed, and for 
processes and mechanisms for ongoing  
 

compliance to be written, trained out, and 
followed by all relevant departments  
and functions

• Acting as an enabler and thought leader for the 
step-changes in business process that support 
sustainable compliance

• Providing real-time, role-based dashboards for 
complete transparency into the compliance 
process across the organization

b) Understanding current “as-is” and desired 
“future-state” business processes

Understanding the current “as-is” CMC 
compliance business processes, in addition to 
having a vision of the desired “future-state” 
processes in place at the end of the initial 
compliance initiative, is essential. The difference 
between the current and future compliance 
processes will be the basis of the roadmap for 
successful delivery of sustainable compliance, 
and can be used to understand the level of change 
management needed across the organization
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Figure 2: Key criteria for sustainable compliance



c) remediation of gaps as soon as possible 
following identification

As part of the original CMC compliance initiative, 
compliance gaps for any product should be 
remediated as quickly as possible following 
identification and subsequent confirmation. This is 
achieved by submitting changes to the registration 
file or through realignment of manufacturing 
processes to reflect what is registered in the 
particular market(s).

Failure to complete these remediation activities 
within a reasonable timeframe will prevent the 
compliance baseline from being established. This 
would result in the following:

Extending the timeframe to complete the original 
CMC compliance initiative with rework required 
to recheck the compliance status, prior to 
undertaking the remediation activities, in case any 
additional gaps have been generated in the interim 
period.

Producing additional work to manage the plans 
and carry out the remediation activities alongside 
the implementation of the mechanisms and 
processes needed for sustainable compliance.

Increasing the potential exposure of a company 
during health authority manufacturing site 
inspections due to known compliance gaps that 
have not been addressed.

In some cases it may not be possible or practical 
for the gap to be closed immediately. In which 
case, a plan, including timeframe and process for 
closure of these gaps, is established, documented, 
and communicated to all stakeholders.

d) robust processes and systems/system 
interfaces

i.   electronic document management system (eDmS)

The ability of an electronic document management 
system (EDMS) to control the versions of the 
regulatory dossier sections is a significant benefit. 
It provides assurance that the company knows 
what is currently registered in a particular market 
during the compliance initiative and at any point in 
the future. Hence, the correct use of the EDMS is a 
critical component of sustainable compliance.

A prerequisite to efficient use of an EDMS 
is making sure that individuals with dossier/
document maintenance responsibilities have 
access to the system to complete activities in a 
timely manner. It is often a significant undertaking 
for an organization to ensure the correct level of 
training is secured for these individuals prior to 
providing access to the validated IT system.

The granularity of the dossier sections maintained 
in the EDMS should be discussed and agreed 
upon in order to realize the efficiency available to 
companies through optimal re-use of core dossier 
sections for future regulatory submissions across 
multiple markets.

ii. centralized regulatory change control (rcc) 
system/process

The development and implementation of a global 
change control system/process is an integral part 
of achieving sustainable compliance. Life sciences 
companies often have numerous local change 
control systems in operation, located at individual 
manufacturing sites or developed across different 
IT platforms over the years. This is particularly 
true for those companies with a history of merger 
and acquisition activity. The following pictorial 
(figure 3) highlights the importance of maintaining 
synchronous manufacturing and registration 
documentation, and how compliance gaps evolve 
through continued poor change control systems/
processes. 
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Figure 3: Impact of poor change control on the evolution of 
compliance gaps
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At a minimum, the development and 
implementation of a mandated, global change 
control business process across the different 
change control systems is required to address the 
issue of compliance gaps. The optimal solution 
would be the development and implementation 
of a global change control system/process. While 
this is a significant undertaking for an organization 
involving many challenges, the long-term benefits 
of a global system/process are invaluable: securing 
sustained compliance while minimizing risks to 
patient safety and the company’s reputation.

As a prerequisite to the global change control 
system/process implementation, procedures for 
managing CMC changes should be established, 
clearly documented in SOPs, and appropriate 
personnel should be informed/trained. This 
ensures that the mandated procedures are followed 
from the outset. 

iii. integrated regulatory information management 
(rim) System

In recent years, there has been a significant upward 
trend in the development of regulatory information 
management (RIM) systems. While an RIM 
system is often narrowly defined as a registration 
management system, we believe that a more 
holistic view is appropriate. The major challenge in 
the RIM ecosystem is that systems and metadata 
are usually siloed within each application, and data 
and documents do not flow through the ecosystem 
in line with regulatory processes.

Sustainable compliance across an organization 
would be easier to achieve if the different systems 
holding the critical CMC compliance information 
were accessible through a RIM technology 
ecosystem, providing a complete oversight of 
product-related information (see Figure 4). 
Through the use of new digital technologies, in 
particular the use of process- and role-based 
interfaces provided by a regulatory portal, this 
unified ecosystem can become a reality. 
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Figure 4: RIM technology ecosystem
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There are significant costs and resource implications 
associated with life sciences companies undertaking 
CMC compliance initiatives in order to establish CMC 
compliance baselines for marketed product portfolios. 
However, it is easy for that process just to become a 
snapshot in time, short-lived in its usefulness to the 
organization. Taking into account and implementing 
the mechanisms, systems, and processes discussed 
here, it is possible to achieve a sustainable compliance 

outcome for the organization. This requires careful 
planning, consistent communication, and strong 
support in the organization to continue to reinforce 
the importance of maintaining compliance. However, 
if a state of sustainable compliance is achieved within 
an organization, the benefits, both to patients and to 
the company—such as long-term cost efficiency, and 
preservation of the company’s reputation—can  
be significant.

conclusion



About Genpact

Genpact (NYSE: G) stands for “generating business impact.”  We are a global leader in digitally-powered business process management 
and services. Our Lean DigitalSM approach and patented Smart Enterprise ProcessesSM framework reimagine our clients’ operating models 
end-to-end, including the middle and back offices – to deliver growth, efficiency, and business agility.  First as a part of GE and later as an 
independent company, we have been passionately serving strategic client relationships including approximately one-fifth of the Fortune 
Global 500, and have grown to over 75,000 people. The resulting domain expertise and experience running complex operations are unique 
and help us drive choices across technology, analytics, and organizational design.

For additional information, contact, lifesciences.services@genpact.com and visit www.genpact.com/what-we-do/industries/life-sciences

Follow Genpact on Twitter, Facebook, LinkedIn, and YouTube.

© 2016  Copyright Genpact. All Rights Reserved.

76364_WP_Sustainablecompliance__US_121316

This paper has been authored by Adam King, Assistant Vice President of Medical, Safety, and Regulatory Strategy Global Service Area.

Genpact Pharmalink is the global regulatory affairs organization of Genpact.


