() comPLIANCEQUEST

Whitepaper

The Executive Guide to
Quality That Pays

Why organizations that turn quality into enterprise
intelligence scale faster, fail less, and earn trust
that lasts

Many organizations invest heavily in quality, yet still experience costly failures, delays, and loss of
trust. This whitepaper explores why, and what leading organizations do differently, showing how
to turn intelligence into action, prevent failure, and deliver measurable business outcomes.
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Executive Summary

In manufacturing and life sciences, quality is not a department you “run well”, it is the
operating discipline that determines whether growth is repeatable or brittle; whether launches
are predictable or constantly held hostage by late-stage surprises; and whether trust
accumulates over time or erodes in one very public moment.

And yet, quality has a credibility problem in executive rooms.

Many organizations invest in quality systems, audits, and improvement programs, only to find
that the failures that truly matter still arrive uncomfortably late: supplier escapes that ripple
into disruption, deviations that become chronic, complaint signals that turn into field actions,
or inspection findings that force months of remediation. The spend is visible; the business
impact often isn’t, until it becomes unavoidable.

Quality pays only when intelligence acts. When insight becomes action
before risk becomes failure.
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01 Why Quality Has a Credibility
Problem

Compliance Isn’t the Same as Control

In life sciences and manufacturing, compliance is not optional and it’s often the price of entry.
Dr. Joseph A. DeFeo captures the strategic reality clearly: “If you do not comply — the customer
does not buy!”

But compliance, by itself, does not guarantee control. Many companies get very good at
producing evidence of compliance while still struggling to prevent repeat deviations,
supplier-driven disruption, delayed releases, and recurring audit observations. Executives don’t
read that as maturity; they read it as overhead.

Audits Don’t Create Foresight

Audits tell you what happened; they rarely warn you about what may happen. In regulated
industries, where one weak signal can become a costly failure, leadership needs more than a
periodic snapshot. They need early visibility into patterns and the ability to intervene while
outcomes are still affordable to change.

More Dashboards Often Mean More Noise

A Fortune 500 quality leader described the modern trap perfectly:
“We were drowning in dashboards but starving for insight.”

When quality signals are trapped across disconnected systems: QMS, supplier data, complaints,
training, audits, leaders don’t get intelligence. They get fragmented truths and slow decision
cycles.

Quick Diagnostic

If it takes weeks to connect a complaint to supplier lots, process shifts,

training gaps, and change history, you not only have a “visibility
problem.” You have a decision-speed problem.
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()2 The Cost of Waiting to Learn

In both manufacturing and life sciences, catastrophic outcomes are rarely random. They are
usually the end result of small signals that were visible somewhere but couldn’t be connected
fast enough to trigger action.

And late learning is expensive in a specific way: it doesn’t cost you once. It costs you repeatedly
through rework, downtime, batch holds, delayed shipments, remediation cycles, and
reputational damage that takes far longer to rebuild than it took to lose.

Market reports like the Economist Impact one' shows that supply chain disruptions can incur
financial costs averaging 6—10% of annual revenues, alongside reputational damage, exactly
the kind of compounding penalty that quality systems should be designed to prevent.

In medtech, a published review’ estimates that non-routine quality failures: major FDA
observations, recalls, warning letters, consent decrees, plus warranties and lawsuits cost the
industry $7.5B—$9B per year on average, with another $1B—$2B in lost sales.

What This Means for CEOs

Every week your system takes to “connect the dots” is a week in which
failure becomes harder to contain, more expensive to correct, and more
visible to customers and regulators.

1. The Business Costs of Supply Chain Disruption, Economist Impact

2. FDA Warning Letters, Consequences and Costs to the US Medical Device Industry, Journal of Industrial Engineering and Management, 2023


https://impact.economist.com/projects/next-gen-supply-chains/images/articles/2021/the_business_costs_of_supply_chain_disruption_gep.pdf
https://www.hilarispublisher.com/open-access/fda-warning-letters-consequences-and-costs-to-the-us-medical-device-industry.pdf
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(03 What High-Performing
Organizations Do Differently

High performers don’t “do more quality.” They build quality as an enterprise operating
discipline: one that connects product, process, people, and partners so the business can detect
risk early, respond quickly, and prevent recurrence at scale.

? The Payoff
Quality pays when it shows up in cost, speed, and trust, not just audit outcomes and
defect counts.

lﬂlﬁ) Leadership Confidence

B Executives don’t need more reports; they need fewer surprises. Leadership
confidence is built when leaders have one trusted view of risk, trend, and action, so
decisions are made earlier, with context, and with clarity.

Jo- Proactive Quality
ﬁoﬁ Proactive quality is what happens when you shorten the distance between weak signals
and decisive action. McKinsey’s “smart quality control”’ in pharma describes how
digitization and automation can drive major improvements in productivity and, in some

cases, more than 65% reduction in deviations and over 90% faster closure times.

If you want scalable EBITDA improvement, don’t ask “Do we have a QMS?”

Ask: How quickly can we detect, decide, and deploy corrective action
enterprise-wide before failure shows up in cost, delay, or recall exposure?

3. Digitization, automation, and online testing: The future of pharma quality control, McKinsey


https://www.mckinsey.com/industries/life-sciences/our-insights/digitization-automation-and-online-testing-the-future-of-pharma-quality-control
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04 When Quality Pays: What to
Measure (Beyond Audits and
Defects)

Executives should insist on outcome metrics that map quality performance to enterprise
performance.

&>

e Cost of failure ¢ Time to containment ® Repeat issues

® Cost avoided ¢ Closure cycle time e Time to truth
for leadership
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A) Cost of Failure (and cost avoided)

Use the ASQ Cost of Quality structure (prevention, appraisal, internal failure, external failure) to
unify how the business measures quality economics.

Track:

Internal failure costs (scrap, rework, batch rejection, holds)

External failure costs (complaints, returns, warranty exposure, recalls)
Recurrence rates and repeat root causes

Cost avoided through early containment and prevention

v Vv Vv Vv
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B) Speed with Control

Track:
»  Deviation/CAPA closure cycle time
» Time-to-containment for critical issues
» QC lead times and release readiness
»  Change control throughput and backlog

McKinsey* reports that smart quality approaches can reduce QC lead times by 60-70% and
dramatically improve closure speed in some cases.

C) Trust (durable, compounding asset)

Track:

Severity-weighted complaint trends

Repeat audit findings and recurring issues

Supplier stability and responsiveness

“Time-to-truth” for leadership (how long it takes to get a connected answer)

v Yv VvV

If you can’t quantify the cost of failure and the value of prevention, you
can’t manage quality as a value engine. Start by mapping your top three
failure modes to dollars and days, then work backward to the earliest
signals you could have acted on.

4. Digitization, automation, and online testing: The future of pharma quality control, McKinsey & Company .
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https://www.mckinsey.com/industries/life-sciences/our-insights/digitization-automation-and-online-testing-the-future-of-pharma-quality-control
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(5 How Quality Creates a
Measurable Payoff Engine

Global Semiconductor Solutions (GSS)

Global Semiconductor Solutions (GSS) is a global provider of connectivity and power solutions,
with 6,100+ employees across 17 countries and a portfolio of 2,000 semiconductor products
serving markets including automotive, defense/aerospace, industrial, and enterprise
infrastructure.

The Challenge: Quality Trapped in Expensive Customization

Over the years, GSS built a wide range of custom applications to support business processes.
While this created competitive advantage in unique areas, it became costly and unsustainable
for common quality workflows such as supplier performance evaluation, complaint handling,
supplier documentation alignment, and customer flow-down changes.

The operational consequence was predictable: too much manual coordination, inconsistent
practices across sites, and limited ability to scale improvements without adding more overhead.

The Decision: Move To a Cohesive EQMS Platform

GSS selected ComplianceQuest after evaluating multiple vendors, citing configurable
out-of-the-box modules and the advantage of a cohesive system with consistent flows and
patterns across modules, improving efficiency and user adoption.

The Results: ROI Leaders Immediately Recognize

(f) $6M ROI from automating customer flow-down changes
GSS transformed a manual, email-driven process into a standardized, automated
workflow with reminders and reporting that kept work moving and visible across
impacted departments. A senior leader noted a $6M ROI from this improvement alone.
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$3M ROI from scaling supplier scorecards across ~500 suppliers

Scorecard creation used to be so labor-intensive that GSS only evaluated strategic
suppliers, leaving 95% of suppliers unevaluated and creating a major information gap.
With automation and standardization, GSS expanded scorecards broadly, reduced manual
effort for SQEs, and closed that visibility gap estimating ~$3M ROI.

©@=) Streamlined complaint management + reduced dependence on IT
GSS replaced an end-of-life complaint system and gained configurability, automated
workflows, KPI tracking, and improved lifecycle management including supplier
connectivity for live updates.

Executive Takeaway: GSS did not “buy more quality.” They built the system capability that
makes quality pay: standardized workflows, connected visibility, faster throughput, and
enterprise-scale learning that reduces friction and repeat cost.

° Download the full case study here

L

Ask this in your next QBR:

“Where are we still relying on emails, spreadsheets, and tribal
knowledge to manage enterprise risk?”



https://www.compliancequest.com/case-study/semiconductor-eqms-roi/?utm_source=whitepaper&utm_medium=whitepaper&utm_campaign=executive-guide-to-quality-that-pays
https://www.compliancequest.com/case-study/semiconductor-eqms-roi/?utm_source=whitepaper&utm_medium=whitepaper&utm_campaign=executive-guide-to-quality-that-pays
https://www.compliancequest.com/case-study/semiconductor-eqms-roi/?utm_source=whitepaper&utm_medium=whitepaper&utm_campaign=executive-guide-to-quality-that-pays
https://www.compliancequest.com/case-study/semiconductor-eqms-roi/?utm_source=whitepaper&utm_medium=whitepaper&utm_campaign=executive-guide-to-quality-that-pays
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06 What the Executive Leadership
Should Demand

Most leadership teams ask for audit readiness and defect rates. Necessary but insufficient.
To ensure quality pays, leaders should demand six proofs:

One version of the truth across quality, supplier, product, and operations signals
Proof of prevention, not proof of activity (what was prevented, not just what was processed)

Cycle-time compression for deviations, CAPAs, containment, and release readiness
Closed-loop effectiveness, with evidence that actions reduce recurrence

ROl in business terms (cost avoided, days saved, disruption prevented)

v VvV VvV VvV VvV

A cohesive operating system, not disconnected point tools and reporting islands

If your quality system can’t answer “What risk is rising right now?” and
“What action is happening because of it?” then your team is flying on
lagging indicators.

\

The Executive Standard for Quality
Has Changed

The organizations that scale fastest in manufacturing and life sciences are not those adding
more tools or workflows. They are the ones that have made quality a connected discipline, one
that surfaces weak signals early, turns them into action quickly.

When intelligence acts, quality stops being a cost center and becomes what it should have been
all along: a disciplined engine of trust, resilience, and sustainable growth.

Assess whether your quality system is preventing failure or
documenting it.
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Quality Is No Longer a Support
Function

For most executive teams, the question is no longer whether quality matters. That debate was
settled years ago.

The real question is this:
Is quality helping the organization move faster with confidence, or slowing it down while
giving the illusion of control?

The companies that win in regulated, high-stakes industries are not the ones doing more audits,
generating more reports, or adding more layers of review. They are the ones that have
fundamentally changed how quality operates inside the business.

They have shortened the distance between signal and decision.
They have hookup quality data to the business outcomes leaders already care about: cost,
speed, and risk exposure.

And they have built systems that make prevention visible before failure becomes expensive,
public, or irreversible.

This is why quality pays in some organizations. Not because of intent or effort, but because of
design.

When quality functions as enterprise intelligence, leaders stop asking for reassurance and start
acting with clarity. Fewer surprises reach the executive table. Fewer problems repeat
themselves. Trust with regulators, customers, and partners compounds instead of resetting after
each incident.

11



The executive standard for quality has changed.

Compliance alone is table stakes. Visibility without action is noise.

What matters now is how quickly your organization can learn, decide, and act while out-
comes are still affordable to change.

That is not a quality department question.
It is a leadership one.

The best organizations do not wait for quality failures to prove where
their systems fall short. They design their quality operations to prevent

those failures from ever becoming explanations.
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How Leading Organizations
Operationalize Quality That Pays

High-performing organizations don’t try to bolt intelligence onto fragmented quality processes.

They standardize first, connect signals, and automate decision flow across product, people,
process, and partners.

Integration of Management Systems
What Do We Mean by integration of "Products, People, Partners, Processes"

PROCESSES PARTNERS
1@

Document &
Learning
Management

Safety Supplier Complaints
Management Management Management

Product Design Quality
Lifecycle Quality Management

Product & Design Operational & Employee, Property Material/Vendor Services &
Quality Process Quality & Job Quality Quality Customer Quality

ARTIFICIAL ANALYTICS MANAGEMENT CHANGE RISK

INTELLIGENCE REVIEW MANAGEMENT MANAGEMENT

ACTIVE PERFORMANCE MONITORING

©2026 ComplianceQuest. All rights reserved.

12



Q

This is where purpose built enterprise quality platforms play a role.

Platforms like ComplianceQuest EQMS, built natively on Salesforce, are used by global manu-
facturers and life sciences organizations to:

» Create a single, trusted view of quality risk across deviations, CAPAs, complaints,
suppliers, audits, and change

Shorten cycle times by automating handoffs, escalations, and containment workflows
Link quality activities directly to business outcomes such as cost avoided, days saved,
and recurrence reduced

»  Enable executives to ask forward-looking questions like “What risk is rising right

now?” and see what action is already underway

The goal is not digitization for its own sake.
It is decision speed with control, at enterprise scale.

“I think ComplianceQuest is one of the best holistic

end-to-end cloud-based QMS solutions out there on the
market today! From Incoming Inspection through Final
Disposition, Release and Distribution, this solution is a
definite ALL IN ONE package that would suit lots of
companies' needs and even replace some legacy systems
without having to do configuration or

customizations!”

Sr. Director, Quality Assurance, Sutro Biopharma
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Trusted by Global Teams. Proven with ROI

-80% 45% <& -45% <& -50% 24% &

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

+54% < -32% & . 2 +37% ot

Employee Engagement Customer Complaints Employee On-boarding Audit Findings Customer Satisfaction
& Training Time

Recognized by Leading Analyst & Industry Experts

Gartner verdanti cor Bruan

2026 Gartner® Verdantix Green

Global Quality
Magic Quadrant™ Quadrant 2025

Al Market 2024

* LEADER ™ * LEADER * * LEADER *

About ComplianceQuest

Transform to a fully connected business with a next-generation Al-powered Product

Lifecycle, Quality, Safety, and Supplier Management platform, built on Salesforce. Our
connected suite of solutions helps businesses of all sizes increase quality, safety and efficiency
as they bring their products from concept to customer success. Our intelligent data-driven
platform comes with best-in-class integrated processes to mitigate risks, protecting your
employees, suppliers and brand reputation, and to increase innovation, compliance, profit and
customer loyalty. 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

© 2026 ComplianceQuest. All rights reserved. Confidential and Proprietary. Publishing of this content is not allowed without express permission from ComplianceQuest. The

information contained in this document is intended for general information purposes only and is subject to change without notice. Any third-party brand names and/or
trademarks referenced are trademarks of their respective owners.
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