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Last week, the ComplianceQuest marketing team huddled with Prashant Rajendran, Founder & CEO;
Nikki Willett, Chief Strategy & Advocacy Officer; and Joe DeFeo, Chief Quality & Advocacy Officer, on a
rainy day in Tampa Bay. At the heart of our discussion was the launch of CQ’s QRC System: QRC for

Quality, Risk, and Compliance.

If you're a quality leader reading this, you may be thinking:

“Risk-based thinking has been a key part of quality management for more than a decade. Standards
such as ISO 9001 and ISO 13485 have also reinforced the importance of a risk-based approach. So

what’s new about QRC?”

It is a fair question.

We agree that business, quality and compliance leaders have become more risk-aware, more proactive,
and more focused on prevention. But while thinking has evolved over the past decade, the real
challenge—and the real gap—is that enterprises have not always had the right system to fully

operationalise risk-based thinking.

We believe QRC represents the future of quality management for three reasons:
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First, risk-based quality
needs a connected data
foundation.

Bringing Quality, Risk, and
Compliance togetherin a
single connected system is
the first step toward
turning risk-based thinking
into everyday execution.
Connected data and
connected workflows
matter.
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Second, quality excellence
cannot remain confined to
the Quality function.
Manufacturing, supply chain,
engineering, leadership, and
other teams all influence
guality outcomes. If
organizations want these
functions to proactively
identify and manage risk
together, they need a common
QRC environment.
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Third, we are entering a
new technology era.

If organizations want to use
emerging technologies such
as Al to proactively identify
risk trends and patterns
across the quality
management and product
lifecycles, they need
trusted, connected,
governed data as the
foundation.

ComplianceQuest is excited to introduce our QRC System, designed not only for quality and
compliance teams, but also for leadership, manufacturing, supply chain, and engineering design teams.

At its core, QRC turns risk-based thinking into risk-based action.

In this whitepaper, we explore what QRC means, why it matters now, and why we believe it represents

the next evolution of quality management.
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1. What is a QRC System?

A QRC System brings Quality, Risk, and Compliance
together in one connected operating environment.

Quality, Risk and Compliance:

The idea behind QRC is not new. Quality leaders have always Three Views of the Same Event
understood thgt qualit_y, ri§k, and c_o_mpliance are closely R ORC ot i
related. What is changing is the ability to manage them as questions that are usually managed
one system rather than as separate disciplines supported separately:

by separate tools, teams, and data.
Risk looks ahead

Traditional QMS platforms were built primarily to document What could go wrong? How likely is
what happened. They help organizations manage quality it? What would the impact be?
events, investigations, CAPA, audits, procedures, training,
and compliance records. Of course, those capabilities Quality looks at
remain essential. performance

Is the product, process, or outcome
But the next generation of quality management has to do meeting requirements right now?
more than document conformance. It has to help the
enterprise anticipate risk, act earlier, and prevent Compliance provides the
recurrence. evidence

Can we prove what happened, who

That is the fundamental shift behind QRC. acted, what controls were
followed, and that the issue was

properly closed?

The QRC idea:

One event, three perspectives, one

For years, quality leaders have talked about moving from
connected system.

“little g” quality, focused largely on product quality, process
quality, and conformance, to “Big Q" quality, where quality
becomes an enterprise-wide discipline.

QRC takes that idea one step further. It treats Risk and Quality as two interdependent disciplines
that together produce Compliance as an outcome.

» Risk identifies what could threaten the desired outcome.
» Quality builds and manages the processes designed to deliver that outcome consistently.

Compliance is, in fact, an outcome of well-run quality and risk management. It is the evidence
that those processes, controls, and actions are working as intended.

In a well-designed QRC environment, compliance emerges naturally from how all operational work
gets done.



Q

Three Views of the Same Event

Perhaps the simplest way to understand QRC is to see Quality, Risk, and Compliance as three views of
the same event across time.
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Risk looks ahead. Quality looks at Compliance provides the

What could go wrong? How likely performance. evidence.

is it? What would the impact be? Is the product, process, or Can we demonstrate what
outcome meeting happened, who acted, what
requirments/specs right now? controls were followed, and that

the issue was properly closed?

When these questions are handled in three different systems, by different teams, using different data,
the answers often fail to connect.

QRC changes that.

Instead of three separate conversations, it creates one continuous conversation around the same
product, process, risk, or event.

Put Risk at the Centre

A QRC System therefore changes the starting point of quality management.

A traditional QMS often starts with an event. A deviation occurs. A complaint arrives. A supplier fails
inspection. An audit uncovers a finding. The system records the issue and begins the response.

QRC starts one step earlier.

It asks: What could threaten this outcome before the process runs?

That means connecting quality to the places where issues can actually originate:

Customers. Product design. Manufacturing. Supply chain. Workforce and people. Processes.

A signal from a customer may point to a design problem. A production issue may have originated with
a supplier. A recurring deviation may ultimately require a change to a specification, procedure, training
program, or product requirement.

Of course, every enterprise cares deeply about quality. The problem is that quality failure signals often
arrive at different times, in different systems, to different people. This is essentially a problem of
fragmentation and visibility. Certain people and departments are aware of a possible failure, while

others are not.

QRC is designed to connect those signals so the enterprise can see the whole picture rather than
isolated pieces.
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What Happens to an Exception?
One useful way to judge any quality system is to ask:
What happens when something goes wrong?

Consider a supplier nonconformance, a customer complaint, a production deviation, an audit finding,
or a field failure.

That single exception can simultaneously be:

» A quality issue, because something did not meet expectations
» Arrisk issue, because the failure may occur elsewhere or again

» A compliance issue, because the organization must demonstrate how it was investigated and
resolved

Managing the exception properly requires more than logging and closing it.

The complete loop is: Identify - Remedy - Prevent
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Identify Remedy Prevent
The issue and its root The immediate problem Recurrence by feeding
cause. and take corrective what was learned back
action. into product

specifications, supplier
requirements,
procedures, controls,
training, or other
upstream processes.

It is that third step where disconnected systems
frequently struggle.

If the quality event is managed in QMS, the product
specification in PLM, supplier requirements in another
system, and training records somewhere else, closing
the loop depends on people manually carrying
context from system to system.

A connected QRC System is designed to make that
loop part of the operating model itself.
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From Record-Keeping to Risk-Based Action

This is ultimately the difference between QMS and QRC. A record-keeping system is very good at telling
you what happened. A risk-first system should also help change what happens next.

QRC connects governed workflows and trusted data across the digital quality thread, from product
realization through manufacturing and supply chain. It gives different functions the information they
need for their own processes while allowing the organization to operate from a connected view of risk
and quality.

That connected foundation becomes even more important
with Al.

Al can identify patterns, correlate signals, surface trends, suggest possible root causes, and accelerate
decision-making. But if product data sits in one system, quality data in another, and supplier
information in a third, Al inherits the same fragmentation as the organization itself.

QRC creates the foundation for governed Al operating on governed workflows and trusted, connected
data. The outcome is a system capable of supporting both sides of modern quality management:

» Proactive quality, by identifying and managing risk earlier.

» Reactive quality, by helping organizations respond faster and more intelligently when issues
do occur.

In simple terms, QRC gives every stakeholder a complete view of both quality and risk, connecting
departments around a single, trusted view of the enterprise’s proactive and reactive quality landscape.
In short, it turns risk-based thinking into risk-based action.
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2. The Business Case for QRC

The QRC System is not only about giving Quality teams a
better way to manage quality.

The real value of a QRC implementation becomes clear
when we connect quality and risk directly to the outcomes
senior executives care about most: growth, speed, yield,
margins, operational resilience, and customer
performance.

A QMS is often evaluated through the lens of quality
processes. Is CAPA working? Are audits being completed?
Are complaints being investigated? Are records inspec-
tion-ready?

A QRC System needs to be evaluated through a broader
lens:

Can the enterprise make better decisions, prevent more
problems, move faster, and operate more efficiently
because Quality and Risk are connected across the
business?

That is the business case.

Bridging the Gap in the Middle
Office

Over the past several decades, enterprises have invested
heavily in two major technology layers.

The Six Sources of Quality
Issues

Quality problems rarely begin in the
Quality department. They can
originate anywhere across the
enterprise:

Customers

Product Design

Wy Supply Chain
Workforce/People

Processes

A connected QRC System helps bring
signals from all six sources into one
view, so organizations can trace

issues back to where they started
and act earlier.

» ERP transformed the back office. Planning, finance, procurement, inventory, manufacturing,

and fulfilment became increasingly connected.

» CRM transformed the front office. Sales, service, marketing, and customer relationships

moved into a common environment.

Between the two sits what we call the middle office.

This is where many of the processes that determine whether an organization can successfully design,
build, deliver, and continuously improve its products actually happen. Product lifecycle. Quality.

Manufacturing. Safety. Supplier management. Risk. Compliance.

Yet in many enterprises, this middle office remains highly fragmented. Different functions operate
different systems, with different workflows and different versions of the truth.
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QRC System creates an opportunity to build a more connected middle-office layer, linking processes
from product realisation through manufacturing and supply chain around a common view of Quality
and Risk.

This is why the QRC conversation quickly becomes much bigger than Quality. Let’s look at this from the
perspective of various stakeholders:

For the CEO: Speed, Growth, Margin, and Yield

The CEO is unlikely to ask whether the organization has a better CAPA workflow. Of course, it is a
critical process.

But the CEO and leadership are more likely to ask:

Can we move faster? Can we grow? Can we improve margins? Can we increase yield? Can
we reduce the things that slow the business down?

At the enterprise level, QRC must translate into measurable business outcomes, particularly velocity,
growth, margins, and yield. Quality problems have a direct impact on each of these.

A recurring production issue affects yield.
A supplier quality problem interrupts production.

. A late design change slows product realization.

@ A field failure consumes engineering and quality resources.

A complaint that exposes a systemic issue can create regulatory, reputational, and
customer consequences.

The value of QRC comes from making those relationships visible earlier and helping the enterprise act
before the impact compounds.
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For Operations: Better Yield Means Better Economics
For a COO or manufacturing leader, a QRC system's value becomes even more tangible.

The goal is to meet customer demand at the right time, in the right quantity, and at the right quality
level, while producing with the highest possible yield.

Yield matters because many manufacturing costs are fixed. Facilities, equipment, infrastructure, and
people are already in place. When more output can be produced correctly the first time, with fewer
defects, deviations, disruptions, and rework, the economics improve.

This is where proactive quality becomes a business-performance issue. If QRC can help identify risk
earlier, connect production problems to their true causes, and prevent recurrence, then quality
improvement is no longer simply about reducing defects. It becomes a mechanism for improving
throughput, cost, delivery, and margin.

For Supply Chain: Quality, Risk, Delivery, and Margin Are
One Conversation

The same logic applies to the supply chain department. A significant portion of the value that
eventually becomes a finished product originates outside the enterprise, through suppliers, materials,
components, and partners.

Supply chain leaders therefore have to manage several variables simultaneously:

Is the supplier delivering the right quality?

What does the supplier relationship mean for cost and margin?

These are not independent questions. A low-cost supplier that repeatedly creates quality problems
may ultimately be extremely expensive. A supplier with excellent historic performance but an emerging
risk signal may threaten future production. A material problem discovered on the manufacturing floor
may need to trigger action back in supplier management.

A good example of why these signals need to connect comes from Philips Respironics. Millions of sleep
apnea machines and ventilators were recalled after the sound-deadening foam inside them was found
to degrade under certain conditions, creating potential patient-safety risks. The investigation traced the
issue back to insufficient material safety testing under humid, high-temperature conditions, which
meant the underlying risk existed much earlier in the product lifecycle.



https://www.fda.gov/medical-devices/respiratory-devices/recalled-philips-ventilators-bipap-machines-and-cpap-machines

QRC system, with the dual mission of data-driven quality excellence and risk management, helps
connect these signals rather than leaving Quality, Operations, and Supply Chain to reconcile them after
the fact.

The Value Comes From Connecting Decisions

This is perhaps the most important part of the business case. The value of QRC doesn't come simply
from adding more functionality to one software platform.

It comes from connecting decisions that were previously made in isolation.
Consider a recurring manufacturing problem: In a fragmented environment, Quality may investigate

the event. Manufacturing may adjust the process. Supply Chain may continue evaluating the supplier
using its own data. Engineering may not see the issue until much later.

Each team can do its job correctly and the enterprise can still miss the
larger risk.

In a connected QRC environment, those functions are working from a common context. The event, the
risk it exposes, its upstream source, and the actions being taken downstream become part of one
digital thread.

That is where the economic value starts to compound:

Better visibility leads to earlier action.

Earlier action reduces disruption.

Less disruption improves velocity and yield.

Better yield and supplier performance improve margins.

And more consistent execution improves customer outcomes.
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Quality Becomes a Business Performance Lever

For years, quality technology has often been justified primarily through compliance, risk reduction, or
the avoidance of failure. Of course, those remain important.

But the QRC business case is broader.

A connected Quality, Risk, and Compliance environment can help the enterprise:

Increase velocity by surfacing issues earlier and reducing the time required to connect
information across functions.

Improve yield by reducing defects, rework, recurrence, and production disruption.

Protect and improve margins by connecting quality more closely to manufacturing and
supplier performance.

Strengthen resilience by identifying emerging risks before they become major operational
problems.

Improve customer outcomes by delivering the right product, at the right quality, at the
right time.

This is why optimizing the middle office has the potential to become the next
major enterprise transformation opportunity, following the investments
organizations have already made in ERP and CRM.

In short, by implementing a QRC system, leaders are asking: “How do we use Quality and Risk to run
the business better?”
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3. How Enterprises Can Make the
Shift Without a Big-Bang
Transformation

Moving to QRC does not mean replacing every existing system at once.
In fact, that would be unrealistic for most enterprises. Quality, product, supplier, safety, and
manufacturing systems are deeply embedded in day-to-day operations, and changing them requires

time, investment, and careful change management.

The better approach is to define the long-term QRC vision first, then move toward it in phases.

Start With the North Star

Leadership should first agree on the future-state vision: a connected middle-office environment where
Quality, Risk, and Compliance operate on a common foundation.

That vision should be enterprise-led, with the CEO and relevant functional leaders aligned on the
outcomes they want to achieve.

Choose the Right Starting Point

The starting point will differ by organization.
One enterprise may begin with QMS. Another may start with supplier management or product lifecycle

capabilities. What matters is choosing the area where the business can create the most immediate
value, then expanding from there.

Think CRM, Not ERP

Think of the QRC adoption journey more like CRM than ERP.

Most companies do not implement every CRM capability at once. They typically start with the area of
greatest immediate value, often Sales, and then add Service, Marketing, and other capabilities over

time.

QRC can follow the same model. Start with the function or process that matters most today, then
progressively connect additional capabilities as the broader QRC environment takes shape.




Bring in Outside Expertise Where It Helps
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For larger transformations, strategy consulting firms and Sls (System Integrators) can help define the
roadmap, prioritize the sequence, and accelerate execution. The goal is not a multi-year program with
vague outcomes, but a phased plan tied to measurable business value at every stage.

The principle is simple:

Do not rip and replace. Define the destination, start where the value is highest,

and build toward QRC one connected capability at a time.

4. Why Are We at an Inflection Point?

We believe quality management, as a field, is at an inflection

point.

Three forces are converging at once: regulation is becoming

more risk-based, Al is raising the value of connected data,
and enterprises are beginning to rethink the technology
layer between ERP and CRM.

Regulation Is Moving Toward
Proactive Risk Management

The regulatory direction is becoming much clearer. In
medical devices, the FDA’s Quality Management System
Regulation (QMSR) took effect on February 2, 2026,
incorporating 1ISO 13485:2016 into 21 CFR Part 820. FDA
explicitly describes this as strengthening alignment around
quality management and risk management, and its new
inspection approach now includes risk-based decision
making as a core theme.

The forthcoming ISO 9001:2026 revision is expected to
reinforce this direction further, with greater emphasis on
risk-based thinking and on involving the broader
organization, not just the Quality function, in delivering
guality outcomes.

The implication is clear: quality can no longer be managed
primarily as a record of what happened. Enterprises need
systems that help them identify risk earlier, connect it to
quality events, and demonstrate that risk-based decisions
are being made across the product lifecycle.

Risk-Based Thinking Has Been
Decades in the Making

Risk thinking did not begin with
modern QMS. Its roots go back to
high-stakes industries such as
aerospace, defense, and nuclear,
where tools like FMEA emerged in the
1950s and 1960s to anticipate failure
before it happened.

Quality management evolved in
parallel through thinkers such as Juran
and Deming, with the same underlying
goal: prevent problems before they
become expensive, dangerous, or
damaging. Regulated industries later
formalized this through ICH Q9, ISO
14971, and eventually ISO 9001:2015,
which made risk-based thinking a core
quality principle.

The QRC idea: risk-based thinking is
not new. What is new is the ability to
operationalize it continuously across
the enterprise.




Al Raises the Stakes

Al Cannot Outrun Its Data
Al changes what is possible, but only if it is working on

trusted, governed data Al can only be as useful as the data it
' can reach.

If product requirements sit in one system, quality records in If product, quality, supplier, and

another, and supplier information in a third, Al is limited by manufacturing data live in separate

those same silos. systems, Al sees only part of the
picture.

A QRC environment creates the foundation for Al to do

A connected QRC environment gives Al

more than summarize or retrieve information. It can begin the context to spot patterns, correlate
to identify patterns, correlate signals, surface emerging risks, risks, and support better decisions
and support faster, more repeatable decision-making across across functions.

workflows, across departments.

The Next Enterprise Stack Is Taking Shape

Most enterprises have already spent decades optimizing the back office through ERP and the front
office through CRM.

The next major opportunity sits in the middle office, where product realization, quality, manufacturing,
safety, supply chain, risk, and compliance intersect. That is where QRC fits.

The urgency comes from the fact that these three shifts are happening at the same time.

Organizations now have both the business need and the technology capability to move from
fragmented quality systems toward a connected QRC model. That is why now is the right time to make
the shift.

5. QRC for Life Sciences and
Manufacturing

The underlying QRC model applies across both life sciences and manufacturing because both operate
in environments where quality failures can carry significant consequences.

In life sciences, the pressure is especially clear. Patient safety, regulatory scrutiny, product quality, and
traceability all demand a more proactive approach to risk. QRC connects the product lifecycle, quality
processes, supplier management, manufacturing, and compliance so that risk is managed continuously
rather than treated as a separate exercise.

In manufacturing, the drivers may be different, but the logic is the same. Customers expect reliable
products, operations leaders need high yield and low disruption, and supply chain teams must manage
quality, delivery, cost, and risk at the same time. QRC creates the connected foundation needed to
manage those priorities together.
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In both environments, the goal is the same:

Connect product realization through supply chain, put Risk and Quality at the center, and enable the
enterprise to act earlier, respond faster, and prevent recurrence.

6. Quality, Rewired

Quality management has always been about preventing problems, protecting customers, and
improving outcomes. What is changing is the system behind it.

QRC rewires quality around a more connected model, one where Risk and Quality are managed
together, Compliance follows as an outcome, and every function works from the same trusted
context.

It moves quality beyond the boundaries of the Quality department. It connects product,
manufacturing, suppliers, operations, leadership, and technology around a common view of what
could go wrong and what needs to happen next.

Here’s what QRC represents: A new operating model for quality, built for a more connected, risk-aware,
Al-enabled enterprise.

Trusted by Global Teams. Proven with ROI

-80% 37% << | -48% -50% 24% S

Cost of IT Infra CAPA raised per Year Cost of Quality Change Request Cost of Labor
Management

+54% 2 | -32% £ | -70% = 2 | +37% o

Employee Engagement Customer Complaints Employee Training Time Audit Findings Customer Satisfaction
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ComplianceQuest is pre-validated and easy to implement, use, and maintain, allowing for
streamlined communication and collaboration across the product value chain.

For more information, or to request a demo with a ComplianceQuest Expert, contact us today:

e Visit www.compliancequest.com
e Email us at marketing@compliancequest.com
e Call us at 408-458-8343
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