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Leading Practices in Quality & Compliance

INSIGHTS ON LEADING PRACTICES
IN QUALITY & COMPLIANCE

In many pharmaceutical companies, there is a fundamental disconnect
between the business and the role of Quality & Compliance (Q&C)

Companies can no longer afford to take a traditional compliance approach in
this heightened regulatory environment.  In the traditional compliance approach,
Quality Assurance and Compliance are backroom cost centers, often perceived
as piling on non-value add requirements that detract from the company’s ability
to innovate and be profitable. In a recent Kinapse study of Q&C leaders, only 37%
said their functions were perceived as valued business partners. The majority
(63%) believed they were seen as a “necessary overhead” or a “non-strategic
service function”. In direct discussion, some would go further and recognize
that they are seen as an “operational or business burden”.

All good leaders realize that Quality and Compliance are fundamental in the Life
Sciences industry. Progressive leaders know that best-in-class compliance is
an opportunity for market differentiation. By applying systems-based thinking
and aligning compliant quality systems with key business goals and processes
– practicing the fine art of compliance – even greater rewards are possible.
Such strategies facilitate sustainable compliance as well as systematic, data
-driven product development that can support R&D in the four key areas below:
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In order to effectively reap the benefits of Quality & Compliance, it must be a 
central part of the organization’s strategy, and embedded in all parts of the 
operating model. The quality vision should balance compliance and performance 
needs and be aligned with the organization’s culture and environment.

Requirements start with international and industry standards, as well as a 
methodology for ensuring this alignment is retained through harmonized
processes and procedures. A mature quality organization will encompass
most or all of the attributes below:
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OPERATING STRATEGY

Quality and Compliance objectives are
explicit in operational plans

Performance metrics available to Senior
Management and acted upon

IT INFRASTRUCTURE

QMS & LMS are
fit for purpose

IT systems accurately
configured to minimize

burden of compliance and
enable controls

State-of-the-art predictive
data, real – time decision
making on quality data

Data analysis 
informs continuous 

Improvement efforts

PEOPLE

Q&C training is integrated
into the overall curriculum

Performance management disciplinary 
process applied for non-compliance

Effective positive and negative
incentives are in place

ORGANIZATION STRUCTURE

Clear structure
Roles and responsibilities 
across functions reflect 

compliant behaviors

Senior quality 
representation on 
Executive Team

Optimized staff, balanced 
with outsourcing of key 

quality tasks

Compliance committee 
effective and 

with experienced 
representation

PROCESS

Processes work
for the business

not against it

Business processes 
integrated and 

mapped to quality 
requirements

Risk based, 
proportionate 
approaches

Innovation 
opportunities 

factored in

Process 
improvement is 

“bottom-up”

Implementation is 
role focused

BEHAVIORS & ATTITUDES

Values, attitudes and behaviours are  
aligned and credible at all levels

Quality seen as key to
organizational & individual success

Ethics, Quality & Compliance
are key part of the external

 “face” of the company
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The Quality Management System (QMS) must be fit for purpose in support of R&D
and commercial activities and address the requirements of various stakeholders,
including regulators, external partners, patients and shareholders. A mature,
world-class QMS is actively monitored, assessed and enhanced to support both
business process improvement and regulatory compliance. Ensuring information
is available on a timely basis allows for more data-driven decision making and 
facilitates a culture focused on proactive risk management and continuous 
improvement.  All staff should feel empowered and clearly understand their role in 
owning and impacting Quality & Compliance.

There are two common organizational constructs for an R&D QMS, an R&D-driven 
QMS (owned and run by R&D-specific Q&C group), or an Enterprise-driven QMS 
(jointly owned and run by R&D, Commercial and Manufacturing). 

Potential benefits and risks can be found in the table below:

Kinapse has identified 6 key themes to support the growth of a Q&C organization
to a mature state. These 6 themes form a holistic approach to enable an effective 
Q&C organization. 
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R&D-driven QMS R&D use of Enterprise-driven QMS

R
IS

K
S

B
E

N
E

FI
TS • Tailored to R&D processes (SOPs)

• Potentially fewer deviations or risk
assessments

• Does not connect or follow product
through commercialization

•  Cannot always translate data
throughout entire QMS of
organization

•  Disparate systems generate
some grey areas with regards to
R&D product also being used for
commercial batches

•  Easy transfer of data throughout the
organization

• Follow entire lifecycle of product

•  Everyone following same processes with
regards to QMS

• Less training involved

•  More deviations due to R&D not fitting
into commercial processes

•  More planned deviations or risk
assessments needed to state why R&D
is not following the QMS process on
every occasion (because they are R&D
not commercial)

• More difficult to adapt to all GxPs
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The foundation of any quality improvement program is to develop a “quality culture” or 
mindset within the organization. The organizational quality mindset starts with
the leadership team as they articulate the shared values, attitudes, and behavior
patterns that characterize the organization. The “quality culture” or mindset can
be defined as an environment in which quality enables good R&D, where:

1. BUILD A QUALITY CULTURE

Modern robust quality operating models call for management to play a vital role in
the design, implementation, and management of the quality system. Senior
management has ultimate responsibility to provide the leadership needed for the 
successful functioning of a quality system. Management responsibilities must
prioritize critical business activities where compliance is a prerequisite to success.  
Actions speak louder than words and management will set the example for where to 
place emphasis.  An initially painful but proven effective approach implemented by 
a leading pharmaceutical manufacturer is having business leaders, not quality staff, 
present the organization’s quality performance at quality reviews with the executive 
leadership team. With a deep understanding a leader can legitimately claim the
engagement and key responsibility for quality performance that regulators require.

Management of quality 
is seen as an integral 

part of achieving 
organizational strategy 

and individual objectives

Tangible performance 
metrics are in place to 
demonstrate progress

Quality is built into 
processes, not 

fastened on at the end

Quality and the business 
work as partners

Senior leaders are 
active and consistent 

advocates of the 
right behaviors

Staff are empowered to 
take decisions
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2.  SIMPLIFY PROCESSES AND
HARMONIZE PROCEDURAL
DOCUMENTATION

A key part of a Q&C organization is its procedural documentation. These need
to be fit-for-purpose and based on industry leading practices and guidance
(e.g. ICH, GxP, PhRMA Code). Well written, high quality, accessible documentation
with SME input leads to streamlined, robust processes carried out effectively
by appropriately trained individuals.

Ideal documentation management emphasizes simplicity and good governance
An ideal Q&C organization has the following features in terms of documentation
practices:

It is able to effectively control and rapidly retrieve the information it needs,
whether during a day-to-day process or an audit.

Industry typically faces challenges in ensuring effective documentation management.

A typical challenge that most Q&C organizations face is the management of a large 
volume of procedural documentation which includes multiple issues:

Duplications, overlaps, and contradictions within the documentation resulting
from a lack of coordination between functional, global and local quality
organizations or multiple mergers and acquisitions increasing compliance risks, 
stifling innovation and introducing compliance vulnerabilities.

Management and maintenance of overlapping GxP guidelines impeding cycle 
times and inflating administration costs.

Decreased efficiency and resource flexibility of internal and external staff.

Lessened focus on core competencies vs. administrative burden.

Introduction of new SOPs and optimally updating SOPs.

Leading practices consist of establishing a top-down documentation framework that 
enables simplification and effective governance.

Structured governance 
around document 

management

A consolidated and 
simplified document 

landscape
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Industry leading Q&C organizations are implementing a top-down documentation 
framework to allow for the rationalization and consolidation of SOPs. It is a high-level, 
strategic framework that steps back from the multitude of existing documents, 
and allows quality organizations to think about what they will need in the future,
in addition to what they currently have in place. 

Documentation requirements are based on the GxP guidelines and are established 
cross-functionally in order to cover all key activities from the regulatory perspective, 
and to also be free of overlaps in processes across functions. This cross-functional 
approach also makes it easy to identify processes or activities with multiple GxP 
guidelines associated with them, which can form a starting point to identifying any 
guideline overlaps and key consequences of those. 

Post-establishment of this framework, the activity of SOP creation or revision is
conducted.  This activity is aided by the development of high-level SOP outlines
which work as accelerators for SOP development. These lay out the high level
process steps in each SOP topic, clarify the scope and indicate the presence
of GxP guidelines, and the need for country specifics and outsourcing possibilities.  

Finally, a governance structure is put in place to ensure that new additions to SOPs 
and any changes to SOPs are first rationalized through this top-down framework,
and then implemented as needed. 

Remember to focus on global harmonization across the organization as a whole
and not be tempted to tackle by silo, individual facilities or product lines. Keep in
mind that regulators view companies, including large multinationals, as monoliths,
not loose federations of unrelated divisions. Regulators increasingly expect
solutions to be applied systemically throughout the organization.

3.  DEVELOP A RISK-BASED
AUDIT STRATEGY

Industry-leading Q&C organizations are applying agile risk based audit strategies
driven by proactive performance metrics across the organization to become more
proactive and promote continuous improvements.  Risk-based auditing ensures that 
the risks that matter most to the organization are audited and that management 
takes ownership and accountability for the mitigation and monitoring of these
high-risk areas on an ongoing basis.
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Risk-based audit strategy advocates to analyze CAPAs differently - to group all minor 
findings and evaluate whether group remediation is appropriate or, indeed, whether 
remediation would really provide a meaningful improvement in compliance and hence 
“No Action” may be appropriate. Only major and critical findings would be addressed 
as individual CAPAs.  By using a risk based audit strategy, Q&C staff are freed to do 
more valuable (and more interesting) work.

In order to effectively implement this risk-based approach:

From a reactive to a predictive and proactive CAPA management approach.

CAPA and Deviation management is a key part of the responsibilities of the Q&C 
organization. Traditionally, this has been seen as transactional activity, however,
when viewed strategically, CAPA management can help transform a Q&C
organization from a reactive to a proactive organization.

A leading practice here is to: 

1) Assess what matters most for the product and customer.  How does work
currently get done? What are the detailed activities, drivers and owners?
Which activities provide no added value and could be eliminated?

2) Undertake a critical analysis of the root causes of past problems. What system(s)
have failed and why? Enlist proven techniques like “the 5 whys,” causal factor
tree analysis, failure mode and effects analysis, fishbone diagrams, contradiction
tables, and design of experiments to systematically get to the root cause
of a problem.

3) Examine all quality subsystems with special focus on typically vulnerable
processes such as change control, validation, and complaint handling.
Consider the entire product life cycle to identify challenges and opportunities
where systems or processes are either absent or lacking.

Such an approach can help to not just remediate existing issues, but work as a 
forward looking system that predicts the possibility of recurrence of certain CAPAs 
based on the underlying root cause, and helps the Q&C organization to mitigate
the risk of recurrence.

Companies must 
communicate clearly 

with stakeholders 
and regulators, and 

document the rationale 
for not following up on 

the minor findings

Companies will require 
effective change-

management internally 
to combat the perceived 

notion that auditors want to 
see the same type of data 

that they always see, which 
prevents investigation of 

other, high-risk areas
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4.  CREATE FIT-FOR-PURPOSE
TRAINING

Effective training is the foundation of a quality organization, and as such it is
essential that learnings are taken from across the industry. Despite its importance, 
training is often poorly done.  Common challenges are non-compliance, limited
engagement in content, and lack of consistency in testing.

Leading companies are addressing these challenges in three main ways:

Role-based training

A leading practice is to use role-based training rather than generalized training
– this increase in specificity is seen to improve engagement, as training is relevant
to peoples’ jobs. Unfortunately, role-based training is more complicated to implement 
than a general training curriculum but can pay huge dividends in terms of colleague 
engagement and freeing up time. Some of the considerations for developing
role-based training effectively are as follows:

Understanding the experience level of the target audience: Individuals with 
different experience levels need different levels and types of training.

Understanding the target audience’s level of involvement in the relevant process: 
An individual who performs a process everyday needs a different level and type 
of training compared to another who simply needs to be aware of that process.

Timing and mode of training delivery

The approach of “Just-in-time Training” has been explored by various companies
to ensure effectiveness of training and reduce unnecessary training burden by
strategically delivering training at the appropriate time. This approach is particularly 
beneficial for specific activities or processes that are carried out after large intervals
of time and which are governed by constantly changing regulations. Herein the
individuals involved are trained with the latest trainings on a process “Just-in-time”
- when they are scheduled to participate in the process which maximizes
effectiveness and minimizes burden. 

Another way to improve engagement with training is to vary the mode of training.  
Besides practical and classroom trainings, digital training approaches like WebEx
Conference training, recorded video trainings and recorded voice trainings are
becoming more and more popular across the industry. 

The potential for the use of technology to enrich the training process is high;
whilst most companies already employ eLearning systems to launch and track
training, future interactivity could be significantly enhanced through the use of
Augmented or Virtual Reality.
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Do all trainees need to 
take the test or only 
those for whom it is a 
core part of their job?

If the policy is multiple 
retakes, until they 

pass then are they still 
deemed competent to 

do their job?

What happens if 
someone for whom it is 

core does not pass?

What practical 
sanctions are there?  
Who will apply them?

Managing compliance & testing

The most common way to manage training compliance is through the eLearning 
systems employed by the majority of Pharma companies. This automated approach 
reduces the burden on Q&C to test and track compliance. 

One problem faced by many Q&C organizations is that training is not taken as
seriously as it should be.  Some companies have taken a strong stance on this
by introducing reprimands for those non-compliant with mandatory training.

Testing is not always required by a GxP and should be used with care as unnecessary 
testing can alienate trainees and unintentionally shift their focus to passing a test 
rather than absorbing information.  Remediating that could lead to safeguards,
such as timing trainees or controlling the flow of the on-line delivery. This in turn
further alienates trainees and endorses a perception that Q&C just places hurdles
in the way of getting the job done. Equally it creates resource requirement from Q&C
to monitor and follow up.

Where training is needed, those setting the training must think through and
document what constitutes a pass and why it need not be 100%.

Questions to ask are:

There are other, and often better, ways to help trainees to consolidate the
information presented. These can be formal or informal, interactive, group,
individual, on-line, in the classroom. They can be during or at the end of the training
or even at the beginning to check recall of pre-work or an earlier training session.



Industry-leading Q&C organizations are providing the tools, knowledge repositories, 
and management support infrastructure to transition from tribal knowledge to fully
integrated quality systems and business processes. Utilizing dashboards, scorecards, 
and other analytical tools provide staff the ability to see at a glance which procedures 
and processes apply to them, and to access the same performance and effectiveness 
metrics used by leadership.

New techniques are emerging for processing, managing, and integrating distributed 
data, making the location of data an increasingly smaller factor in information
strategies. This means ideas can be inspired by blockchain and peer-to-peer
technologies. While this is still in the early stages, we are starting to see innovation 
move beyond cryptocurrencies to experimental application for analytics and
data management.

Given that the price of virtual reality devices remains unfeasible for mainstream
adoption, we are still several years away from augmented reality. However, immersive 
experiences can also take on other formats where users become engaged from a 
sensorial and social standpoint. Through better user interfaces, large-scale displays in 
digital situation rooms, better storytelling with data, and collaborative features more 
people will be drawn to using analytics to drive the QMS forward.

5.  USE EMERGING TECHNOLOGIES
JUDICIOUSLY

6. LEVERAGE LEADING KPIs

Strong, proactive performance management is a key component of industry-leading 
quality organizations. Too often, companies deploy lagging KPIs defining historic 
performance, with little or no focus on leading KPIs to drive future behaviors. 
Enlightened Q&C groups will have a suite of quality KPIs, comprised of lagging and 
leading indicators, each with a clear action plan defined to drive future improvements.
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Lagging KPIs/ metrics             Leading KPIs/ metrics

%  of staff compliant with mandatory 
training

#  of major/ minor audit findings

#  of audit findings from internal audits

%  of clinical teams with quality 
representative 

Audit schedule is documented and 
aligned with all relevant stakeholders

#  of X for which risk assessment has 
been completed

X =  Process or Vendor or Site etc.

Examples can be seen below:

Summary

Sustainable Q&C is the art and science of managing a business with a 
clear view of the regulatory code and legal requirements that govern the 
industry. It is a fundamental part of the healthcare industry – and one that 
can profoundly affect the financial health of the enterprise. It is a component
of the business that deserves as much attention to excellent planning and
flawless execution as any other.

Done well, it provides competitive advantage, growth and financial health for the
shareholders; done poorly, it can mean interruption of supply to customers, long-term
decline of a firm’s credibility with various stakeholders, including regulators, external 
partners, patients and shareholders, and the ultimate demise of the business
enterprise.

Understanding Q&C as a core business process and integrating it into the 
way the organization lives and breathes is the cornerstone of success.
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