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THE OPERATIONAL
EXCELLENCE CHALLENGE

When a new pharmaceutical manufacturing facility
launches its operations, it is an achievement worth noting.
However, for life sciences facilities committed to the
highest levels of quality and efficiency, that milestone must
signal the beginning of a journey rather than a conclusion.

This is the culture of
Operational Excellence—
a continuous pursuit,

not a destination.

Sustaining best-in-class performance and gaining a
competitive edge in highly regulated industries require

a culture of continuous improvement. Top-performing
organizations are never satisfied with being good enough
or maintaining status quo — rather, their people at all
levels of the organization are inspired to drive measurable
results and real progress with ongoing innovation and
optimization. This is the culture of Operational Excellence
— a continuous pursuit, not a destination.

In such a competitive industry, the cost of falling behind

or making mistakes is too great. If there aren’t noticeable
gains in quality and efficiency — or worse, if there are steps
backward — facilities risk low output, missed deadlines,
rising costs, expensive rework for deviations and the lost
time, money and productivity of employee turnover.

Operational Excellence embeds a culture of continuous
improvement into manufacturing, empowering every team,
process and asset to deliver higher efficiency and best-in-
class quality.
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T H E O P E RAT I o NAL ‘ O N TI N U U M L There is not an abrupt handoff from Operational Readiness As the graphic shows, as a project begins, there is a
°

to Operational Excellence at the launch of a new facility. greater focus on Operational Readiness to prepare for
The process is more of a continuum. Day One success. The capability to operate error-free
R EAD I N Ess To EXC E L L E N C E and at full capacity grows and the focus on readiness
transitions toward Operational Excellence. Launch
occurs at a point on the diagram where Readiness
and Excellence still overlap.
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WHAT IS OPERATIONAL
EXCELLENCE?

Operational Excellence is not a finish line but rather a continuous journey.
There’s no point where operations reach a state of excellence, check a box
and then call it a day. Rather, it's something manufacturers must constantly
pursue—a daily practice striving for continuous improvement. CAl believes
Operational Excellence is defined by high performance, resilience and data-
driven improvement. It shapes culture by introducing advanced methodologies
and technologies to optimize processes, enhance quality control, maximize
productivity and drive innovation.

This requires a mindset where organizations can celebrate “good” but always
strive for “better.” Forward-thinking organizations recognize that today’s
successes set the foundation for tomorrow’s improvements. Every milestone—
however significant — is seen as just the next starting line. This mindset drives
ongoing adaptation, innovation and resilience. Organizations that embed this
view into their culture remain agile, proactively seek new efficiencies and are
best equipped to maintain leadership in rapidly shifting, regulated markets.




Real transformation is built on incremental, everyday
improvements—big change starts small and multiplies.
These “small wins” compound over time, driving
momentum and fostering a culture where improvement
becomes habitual. Excellence also requires enterprise-
wide collaboration. In a setting where silos often sabotage
success, high-performing organizations break down these
silos, fostering collaboration and a unified mindset.

Once a new level is
reached, there’s more
innovation to create new
and better standards,
and the process repeats.

The pursuit of excellence is an ongoing uphill climb of
continuous improvement. Visually, it's depicted with quality
increasing up the Y-axis as time advances on the X-axis.
Innovation propels an organization forward and upward
and creates new standards that prevent “rolling back
down the hill.” Once a new level is reached, there’s more
innovation to create new and better standards, and the
process repeats.

Innovation is driven using the Plan-Do-Check-Act (PDCA)
cycle. Planning involves identifying an opportunity or

a need for change or improvement. The Do step is to
implement the change, as a test on a smaller scale.
Checking requires evaluating and learning from the results
of the test, after which one can Act, or fully implement

the change on a bigger scale. The mindset of continuous
improvement means that once the Act step is complete
and a new standard is in place, there’s a new challenge or
opportunity along the journey.

CAl functions as a partner in the pursuit of excellence,
using its Operational Excellence Framework to apply
practical expertise and innovative tools that drive
measurable, lasting improvement—every day, across all
areas of operations.

Continuous -
Improvement e
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THE SIX PILLARS
OF OPERATIONAL
EXCELLENCE
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THE SIX PILLARS: HOLISTIC
EXCELLENCE MODEL

The proven Operational Excellence Framework that
CAl uses to build a culture of continuous improvement is
based on six pillars.

Each pillar represents a critical domain of operational
performance. The framework is designed to enable
organizations to achieve sustained improvement,
enhanced quality and competitive advantage in highly
regulated industries. The pillars span every function and
level of the organization to gain alignment and drive
sustainable results. (Each pillar is discussed in depth in
the following chapters.)

The Operational Excellence pillars closely mirror the pillars
in the CAIl Operational Readiness Framework, taking them
to the next level. For example, the Operational Readiness
pillar of Workforce Capability has all staff trained, clear on
roles and ready to perform on Day One. The counterpart
pillar for Operational Excellence is Performance
Excellence & Agility, which takes an already skilled team
and trains, strengthens and empowers it to adapt and
drive improvement.

Each of the six is related in a similar way, building on
the philosophy of accepting good and then striving

for better. The Operational Excellence pillars allow for
exponential growth beyond the comparable Operational
Readiness pillars.

The pillars span every
function and level of
the organization to gain
alignment and drive
sustainable results.




ORGANIZATIONAL LEADERSHIP FACILITY & EQUIPMENT OPTIMIZATION

Maximizes reliability by optimizing assets, reducing
downtime and ensuring process continuity. Focuses
on continuous improvement, lifecycle management
and proactive planning across facilities and equipment.
Reliability, efficiency, sustainability.

Drives focus and alignment through clear priorities,
empowerment and metrics. Inspires a culture of
accountability and improvement, ensuring leadership
consistently models, invests and reinforces
operational excellence at every level.

6 Pillars of
Operational
Excellence |

PRODUCT & PROCESS EXCELLENCE

Uses OE tools and methods to deliver consistent,
high-quality outcomes through disciplined
processes, visual management and measurable
improvements. Embeds a “make it better” mindset
and continuous improvement culture into daily
operations for sustainable performance.

DIGITAL & DATA MATURITY

Advances data-driven operations with
automation, integrated digital systems and
real-time insights to reduce variability, enable
smarter decisions and increase productivity.

PERFORMANCE
EXCELLENCE & AGILITY

Strengthens a skilled, agile and engaged workforce
through ongoing training, frontline leadership and
employee empowerment. Equips teams to adapt, take
initiative and drive operational improvements.

QUALITY OPERATIONS & INNOVATION

Harnessing data, technology and quality expertise to
provide foresight, speed and strategic advantage, where
excellence and innovation converge to deliver smarter,
faster, future-ready outcomes.
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ORGANIZATIONAL LEADERSHIP

Picture members of a crew team rowing in a boat. Each
one is giving maximum effort on each stroke. Smooth
sailing, right? Not necessarily. If the timing is off or
teammates aren’t in sync, the results won’t come. It’s only
when each person is rowing at full strength, perfectly
aligned with everyone else, that the boat will speed across
the water to its intended destination. That’s the thought
process behind the first pillar, Organizational Leadership.

Operational excellence initiatives succeed or fail based
on leadership commitment and the ability to align
organizational priorities with improvement objectives.
Effective Organizational Leadership creates a culture that
enables success. It forms the foundation of sustainable
operational excellence by establishing the strategic vision,
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governance structures and cultural foundation necessary
for lasting transformation, keeping all rowers in sync.

Effective organizational leadership goes beyond
traditional management approaches. It requires leaders
who can articulate a compelling vision for excellence,
allocate resources strategically and create systems that
enable continuous improvement at every organizational
level. Leaders must balance short-term performance
requirements with long-term capability building, ensuring
that operational excellence becomes embedded in
organizational DNA.
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The CAl approach to Organizational Leadership includes: Key outcomes of CAl Organizational Leadership are:

Clarity of Vision: Strategic planning services that establish clear operational excellence vision and objective - Aligned Strategies: Clear linkages between operational excellence efforts and strategic priorities are required so that
improvement investments deliver measurable business value.

Governance: Governance framework development that establishes decision-making structures, accountability

systems and management processes for operational excellence Leadership Development: Coaching and development programs build operational excellence capabilities throughout
the leadership pipeline.

Organization Communication: Communication system design that maintains operational excellence vision and

progress are visible throughout organizations Cultural Transformation: Shifting from reactive, fire-fighting cultures to proactive, improvement-focused cultures
requires sustained leadership commitment. CAl works with leadership teams to model desired behaviors and create

Lean Leadership: Leadership development programs that build operational excellence capabilities, including Lean systems that reinforce continuous improvement mindsets.

thinking, Gemba leadership and continuous improvement facilitation
Resource Allocation: Leaders can develop business cases, prioritize investments and create governance structures

Resource Commitment: Resource planning and allocation support that helps operational excellence initiatives that sustain improvement efforts over time.

receive necessary funding and human resources

Measurable Outcomes: Performance measurement system development that tracks operational excellence progress
and outcomes

Knowledge-Enabled Organization: Knowledge management approaches enable the efficient flow of information and
knowledge—a system development that captures, organizes and shares operational excellence learnings across the
organization
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CASE STUDY

MASTER PLAN ALIGNS
SITE PLANS WITH
BUSINESS OBJECTIVES

A European manufacturing site expecting changes in
product portfolio and volumes asked for help from CAl in
developing a comprehensive Site Strategic Master Plan.
The CAl team of experts implemented a structured and
data-driven process to align site plans with business
objectives over a five-year horizon. The project was
completed within a challenging two-month timeline,
resulting in a plan that outlined the new facility footprint,
capital investment requirements and a restructuring
strategy to meet future volume scenarios.

Read the full case study.



https://caiready.com/life-sciences/case-study/site-strategic-master-plan/
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PRODUCT & PROCESS
EXCELLENCE

In manufacturing, it’s often said that the process is the
product. This is the principle behind the Product & Process
Excellence pillar—that without excellent processes, there
would be no excellent products. CAl emphasizes the
importance of standardized, disciplined approaches to
process management that deliver consistent, high-quality

outcomes while continuously reducing variation and waste.

By applying proven methodologies such as Lean, Six
Sigma and Total Quality Management, organizations

can create processes that are not only efficient and
effective but also capable of continuous self-improvement.

THE PURSUIT OF OPERATIONAL EXCELLENCE

Sustainable operational excellence requires more than
occasional improvement projects — it demands embedding
improvement thinking and tools into daily work routines.

Process excellence in highly regulated industries like
life sciences requires particular attention to validation,
compliance and risk management. The CAl approach to
process improvements enhances efficiency, maintains
or strengthens regulatory compliance and reduces
operational risks.

@



THE PURSUIT OF OPERATIONAL EXCELLENCE LHI

The CAl approach to Product & Process Excellence includes: Key outcomes of CAIl Product & Process Excellence are:

Process Clarity: Process analysis and documentation services that establish clear, standardized workflows for Reduced Variability: Statistical process control and Six Sigma methodologies identify and eliminate sources of
manufacturing and business processes variation, which can impact quality, cost and delivery performance if not addressed.

Process Optimization and Variability Control: Process optimization services that reduce variation and improve Waste Reduction: Organizations typically have significant opportunities to eliminate waste in their processes. CAl uses
efficiency through the application of statistical methods and Lean tools value stream mapping and Lean tools to identify and eliminate non-value-added activities.

Total Quality Management: Quality management system development that embeds quality principles throughout High Quality: Quality management principles embed quality into process design and execution.
manufacturing processes
Batch-to-Batch Consistency: Establishing standardized workflows and control systems enable reproducible outcomes.
Tiered/Cascaded Visual Management: Visual management system development that makes process performance
visible and actionable at all organizational levels Process Improvement: Continuous improvement systems enable ongoing process enhancement.

Decision Excellence: Decision-making framework development that enables faster, higher-quality decisions through
structured processes and data analysis

Lean and Six Sigma Methodologies: Methodology implementation that applies proven Lean and Six Sigma tools to
drive process improvement
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CASE STUDY

PROCESS
IMPROVEMENTS REDUCE
GMP MANUFACTURING
CYCLE TIME

A leading pharmaceutical manufacturer was experiencing
extended and inconsistent manufacturing cycle times
between batches. CAl applied its proven Operational
Excellence framework to analyze performance data, identify
constraints and implement practical process improvements.
The project validated the CAl data-driven approach to

OE and demonstrated the impact of structured process
improvement on cycle-time performance. The improvements
reduced time between batches (TBB) duration by 36% and
variability by 49%, achieving consistent cycle times and
measurable productivity improvements.

Read the full case study.


https://caiready.com/life-sciences/case-study/gmp-manufacturingcycle-time-reduction/
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The foundation of this pillar rests on seven critical
workplace factors that impact performance: alignment of

P E R FO R MAN C E organizations need workforce agility—the ability to
quickly adapt skills, processes and approaches to meet purpose and priority, role clarity, co-worker connections,
new challenges. This requires moving beyond traditional commitment to improve, staff development and training,
EXC E L L E N C E & AG I L I TY training approaches to create learning structures fair compensation and incentives and transparent
where continuous capability development becomes hiring and advancement standards. When these factors
are optimized, organizations create conditions where

embedded in daily work.

In today’s rapidly changing business environment,

employees are not only capable of excellent performance

Operational excellence ultimately depends on people but are motivated to continuously improve their work.

—their skills, engagement and empowerment—to drive
improvement. Performance Excellence & Agility focuses
on developing workforce capabilities, creating engaging
work environments and building organizational agility that
supports rapid adaptation to changing conditions.
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The CAIl approach to Performance Excellence & Agility includes: Key outcomes of CAl Performance Excellence & Agility are:

Alignment of Purpose and Priority: Organizational alignment services that uphold workforce understanding of Workforce Readiness: Comprehensive training and qualification programs build necessary skills and competencies, so
mission, goals and priorities workforce capabilities match operational requirements.

Role Clarity: Role definition and training services that establish clear expectations, workflows and authority structures Employee Engagement and Retention: Work environments inspire commitment and ownership, combatting low
engagement that can lead to poor performance, high turnover and resistance to improvement initiatives.
Co-worker Connections: Team development services that foster collaboration, communication and mutual support
Organizational Agility: Rapidly changing market conditions and technologies require workforce flexibility. CAI builds
Commitment to Improve: Employee engagement services that involve the workforce in regular process review and organizational capabilities for rapid adaptation and continuous learning.
improvement activities
Frontline Leadership Development: Frontline leaders can coach, engage and develop their teams, creating strong
Staff Development and Training: Comprehensive workforce development services that build skills, knowledge and supervisory and team leadership capabilities.
career advancement opportunities
Change Management and Adaptation: Organizations build change readiness and adaptation capabilities.
Pay and Incentives: Compensation and incentive system development that maintains fair market value compensation
and clear advancement expectations

Hiring and Advancement Standards: Talent management services that establish clear standards for recruitment,
selection and advancement
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CASE STUDY

ON-FLOOR TRAINING
AND SUPPORT IMPROVES
ON-TIME BATCH RELEASE

CAl was brought in to help a global healthcare company
with on-time batch release. The team analyzed root
causes of deviations and delays and identified areas for
improvement, delivering solutions with coaching, on-

floor support and human performance tools and training,
shoulder-to-shoulder with quality and manufacturing. The
CAl team helped establish processes, training programs, a
Continuous Improvement program, communication routine
and more, introducing a “campaign mindset” to the site
that provides a framework for how to make a sustained
change moving forward. The client’s batch record backlog
was reduced from over 200 to a manageable level
requiring investigation, and the client’s on-time batch
release improved from 17% to 63%—consistently exceeding
their 40% goal.

Read the full case study.



https://caiready.com/life-sciences/case-study/operational-improvements-integrated-solutions/
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FACILITY & EQUIPMENT
OPTIMIZATION

Equipment and facility performance directly impact all
other aspects of operational excellence. Unreliable assets
create variability that undermines process excellence,
while efficient assets enable improved productivity and
quality. Sustainable asset management practices reduce
long-term costs while ensuring consistent performance.

Facility & Equipment Optimization represents the
foundation of physical asset performance that enables
operational excellence. This pillar focuses on maximizing
the reliability, efficiency and sustainability of physical
assets through strategic approaches to maintenance,
lifecycle management and continuous improvement.

THE PURSUIT OF OPERATIONAL EXCELLENCE

Modern asset optimization goes beyond traditional
maintenance approaches to embrace predictive and
prescriptive maintenance strategies enabled by digital
technologies. This includes using data analytics to
predict failure modes, optimize maintenance schedules
and improve asset utilization while maintaining or
improving reliability.

l Unreliable assets create
variability that undermines
process excellence

@
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The CAl approach to Facility & Equipment Optimization includes: Key outcomes of CAI Facility & Equipment Optimization are:

Reliability: Reliability engineering services that maximize equipment availability and performance through strategic Minimized Downtime: Reliability-centered maintenance and predictive maintenance strategies minimize unplanned
maintenance planning and engineering analysis downtime, as well as the production disruptions and significant costs that come with breakdowns

Efficiency and Sustainability: Efficiency optimization services that reduce energy consumption, improve resource Improved Asset Utilization: Overall Equipment Effectiveness (OEE) optimization improves asset utilization, maximizing
utilization and minimize environmental impact the productive capacity of equipment investments

Lab and Analytical Optimization: Laboratory optimization services that maximize analytical capability and efficiency Efficient Maintenance Practices: Proactive maintenance strategies optimize costs while maintaining reliability
while maintaining business continuity

Optimized Facilities: Optimized facility layouts, utilities and systems improve operational effectiveness
Startups, Shutdowns and Change Management: Change and shutdown management services that minimize
operational disruption during facility modifications and maintenance activities Lifecycle Management: Comprehensive lifecycle strategies optimize total cost of ownership
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CASE STUDY

REALITY CAPTURE
ENABLES ASSET
INDUCTION INTO
MAXIMO EAM

CAll assisted a client with a critical Asset Induction initiative
to master assets into Maximo EAM data loaders up to

the System Level. The project involved creating a Digital
Twin of eight buildings totaling 750,000 square feet using
advanced Reality Capture technology. The CAl team
developed comprehensive asset master data, maintenance
and calibration plans and a new spare parts stocking
strategy. The project resulted in a fully populated digital twin
that the client continues to use for facilities planning and
management, saving approximately 3,000 hours annually.

Read the full case study.



https://caiready.com/life-sciences/case-study/asset-reinduction-to-maximo-eam-enabled-by-reality-capture/
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DIGITAL & DATA
MATURITY
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Data is a strategic asset that, when properly collected,
analyzed and applied, enables organizations to make
faster, better decisions and optimize their operations
in real time.

Digital & Data Maturity focuses on leveraging digital
technologies, data analytics and automation, combined
with process and regulatory expertise, to create intelligent
operations that can adapt, optimize and improve
continuously. It represents the technological foundation
that enables modern operational excellence. This pillar
follows the philosophy of the Data-Information-Knowledge-
Wisdom (DIKW) hierarchy, which says that data alone

THE PURSUIT OF OPERATIONAL EXCELLENCE LHI

provides facts without context. Data layered with context,
though, provides information, which leads to knowledge
and then wisdom (or “insight” in later models) that enables
intelligent, predictive understanding.

Digital maturity involves not just implementing technology
but transforming how organizations work to leverage digital
capabilities effectively. The journey to digital maturity
follows a progression from digitization (converting analog
to digital) through digitalization (using digital technology to
improve processes) to digital transformation (fundamentally
changing how organizations operate). Each stage builds
capabilities for higher levels of operational excellence.

-
-
w
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The CAIl approach to Digital & Data Maturity includes:

Assess and “Clean Your Data”: Digital assessment services that evaluate current data quality, system capabilities and
digital readiness

Digital Transformation: Digital transformation services that implement advanced digital technologies and create
integrated digital ecosystems

Resource Strategy: Digital workforce development services that build organizational capabilities for digital operations

Information Systems Strategy: Information system architecture services that create integrated digital infrastructure
supporting operational excellence

Organization and Processes Strategy: Digital process transformation services that automate workflows and integrate
digital tools with operational processes

Data-Driven Decision-Making: Data governance and analytics services that support operational decision-making based
on a reliable, comprehensive data infrastructure

THE PURSUIT OF OPERATIONAL EXCELLENCE

Key outcomes of CAl Digital & Data Maturity are:
Better Data Integration: Integrated digital architectures enable unified data access and analysis
Efficiency and Accuracy: Digital workflows automate routine tasks and improve accuracy

Greater Visibility: Digital systems provide continuous operational monitoring and alerting, enabling rapid
response to issues

Actionable Insights: Analytics capabilities turn data into operational improvements

Digital-Enabled Workforce: Training and development programs build digital competencies

@
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CASE STUDY

CAlI SUCCESSFULLY
LEADS SAP S4AHANA
IMPLEMENTATION
PROJECT

CAl provided crucial support for a large multinational
pharmaceutical company’s global SAP S4HANA implementation.
The project aimed to deploy all SAP modules across multiple
global markets and manufacturing sites within an unprecedented
three-year timeframe. CAl led the Quality Workstream, overseeing
activities to meet business needs while ensuring compliance.

The team developed, validated and implemented new solutions,
including interim manual processes for inventory control and
product release during the phased transition. Despite the
aggressive timeline and complex regulatory environment, the
project progressed successfully, with no delays in product release
or compliance risks identified.

Read the full case study.


https://caiready.com/life-sciences/case-study/sap-s4hana-implementation/
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QUALITY OPERATIONS
& INNOVATION

Quiality Operations & Innovation represents the
convergence of quality management, regulatory
compliance and innovation capabilities. In highly regulated
industries, quality is not just about compliance but

about creating competitive advantage through superior
quality systems, faster speed to market and innovative
approaches to quality challenges.

The pillar emphasizes proactive quality management that
anticipates and prevents issues rather than simply reacting
to problems. This includes leveraging advanced analytics,
risk management approaches and digital technologies to
create quality systems that enable, rather than constrain,
innovation and operational efficiency.
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Modern quality operations integrate traditional quality
management principles with advanced technologies such
as artificial intelligence, predictive analytics and digital
quality systems. This allows organizations to move from
reactive quality management to predictive and prescriptive
quality approaches that prevent issues and optimize
outcomes.

In highly regulated industries,
quality is not just about
compliance but about creating
competitive advantage
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The CAl approach to Quality Operations & Innovation includes: Key outcomes of CAl Quality Operations & Innovation are:

Quality Culture: Quality culture development services that embed quality thinking and continuous improvement Regulatory Compliance: Quality systems help navigate complex and evolving regulatory requirements while
throughout organizations maintaining operational efficiency

Speed to Market: Speed optimization services that accelerate product availability while maintaining quality standards Speed to Market: Risk-based quality approaches avoid bottlenecks and delays and accelerate time-to-market while
maintaining quality standards

QRM and Knowledge Management: Risk management and knowledge services that enable proactive quality

management through systematic risk assessment and knowledge sharing Quality Culture: Quality cultures make quality everyone’s responsibility and support continuous improvement

Change Management: Change management services that enable organizations to implement changes efficiently Data-Backed Decisions: Digital quality systems enable data-driven quality management and decisions
while maintaining quality and compliance
Atmosphere for Innovation: Quality approaches prevent the tension often seen between innovation and regulatory
QMS Excellence: Quality management system services that maintain robust, efficient quality systems supporting compliance, instead enabling both to exist
operational excellence and regulatory compliance

Digital Quality Enhancement: Digital quality services that leverage technology to enhance quality operations’
efficiency and effectiveness
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CASE STUDY

INNOVATIVE

NEW WORKFLOW
STREAMLINES
DEVIATION PROCESS

Tasked with improving deviation management and
reducing product release time for a leading cell and
gene therapy company in New Jersey, CAl developed
an innovative workflow to expedite low-level deviation
resolution within 24 hours. The CAl team conducted
extensive training for over 600 personnel and
implemented process improvements that resulted in a
73% reduction in overall cycle time for low-level deviations.
This significant improvement helped the site meet its
ambitious goals, streamlined resource allocation and
shifted focus to higher-impact patient safety solutions.

Read the full case study.



https://caiready.com/life-sciences/case-study/streamlined-deviation-process-flows/

THE PATHWAY
TO EXCELLENCE
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Operational Launch is the fourth of five phases in the CAI While Operational Excellence is considered part of the
R OAD MAP I O EXC E L L E N C E Operational Readiness roadmap. The first three phases are Operational Readiness roadmap, it eventually takes on a

in the part of the continuum where Operational Readiness life of its own. In the era that is clearly post-Readiness and
dominates. Phase 4 is where the focus starts to flip post-launch, Operational Excellence includes additional
toward Operational Excellence. Phase 5 — called Sustain and unique opportunities to improve, using the Plan-Do-
& Improve — enables readiness to become a lasting Check-Act cycle to set new standards and continuously
capability and not a one-time project. Phase 5 requires move forward. In this way, Operational Excellence remains

looking back over a period following launch to determine if about the journey and not the destination.
the state of quality is being sustained. This is the culture of
Operational Excellence taking hold.

OPERATIONAL DEPLOY AT SCALE SUSTAIN & IMPROVE
The CAI READINESS
o ACHIEVED Achieve Day One throughput safely, Transition readiness capabilities
Flve'Phase Roadmap on time and in control. Successful into ongoing operations and embed
transfer to operational state. continuous improvement practices.

T
'
'
'
'

DISCOVER & DEFINE BUILD THE FOUNDATION EXECUTE & INTEGRATE

TRANSITION TO OPERATIONAL EXCELLENCE
Establish baseline readiness, Develop essential systems, Bring all readiness elements
align stakeholders and identify procedures and training structures together into coordinated, risk-

critical gaps. for operational readiness. managed execution for pilot project.



MATURITY ON
THE EXCELLENCE
PATHWAY

As continuous improvement implies, there is no desired end state where a
check box is marked complete. Rather than determine if a pillar has reached
a level of excellence, the CAl Operational Excellence Framework looks at
the maturity of each pillar along a five-stage maturity model. This allows
companies to evaluate each pillar and know where they are, where they
need to be and how to get there.

The model guides organizations through these stages or milestones.

As companies assess progress using the model, each pillar may be at a
different maturity level. The model allows companies to prioritize their
efforts by helping to identify which areas are lagging and pose the greatest
risk to efficiency and results.

As each pillar progresses through the maturity milestones, adding
structured processes, disciplined workflow, cultural alignment and digital
technology integration, this elevates operational capability, mitigates risk
and ultimately fosters sustainable growth and operational leadership, even
in the most dynamic and challenging industry landscapes.

THE PURSUIT OF OPERATIONAL EXCELLENCE

1. FRAGMENTED 4. CONTROLLED

Disconnected activities, inconsistent Processes enforced, monitored and
practices, little standardization continuously measured against targets

2. DEFINED 5. OPTIMIZED

Processes documented and partially Processes and performance continuously
standardized but not consistently applied improved, predictive and innovation-driven

3. INTEGRATED

Processes, teams and systems connected
into a unified operational framework

@
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WHY CAI?

With decades of expertise in regulated industries like life sciences and mission-critical
facilities, CAl is the trusted partner for Operational Excellence. We combine practical industry
experience with advanced technologies and put our experts side-by-side with your teams

to solve complex challenges and sustain improvement. Every engagement is focused on
driving measurable business gains—greater efficiency, reliability and high quality—so that
improvement isn’t a phase, it’s your standard.

Our six-pillar Operational Excellence Framework is a proven approach to achieve real
outcomes. The framework integrates leadership, workforce, optimization, digital innovation
and quality into a unified, actionable strategy — tailored to your unique environment. When
you choose CAl, excellence becomes your everyday reality, not just a distant ideal.

Are you ready?

An Operational Excellence Strategy Session is the ideal starting point
for organizations to assess their operations, discuss operational goals
and discuss a pathway to reach them.

CONTACT US TODAY TO GET STARTED >



 https://go.caiready.com/OE-Strategy-Session-Gated-Page.html

ARE
YOU

o READY?
’

At CAl, we're a professional services firm composed of engineering, quality and
operations experts who exist to accelerate operational readiness and excellence
in critical environments. CAl partners with you to shape culture and process

— fueling relentless improvement, raising performance and delivering results
that last. We apply practical expertise and innovative tools to drive measurable,
ongoing improvement—every day, across your operations.

READY.COM >
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