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Faidra Angelikaki

Operations Director

Faidra is a pharmaceutical industry expert with over a decade of
experience in  manufacturing, process optimization, and lean
methodologies. A Chemical Engineer with a Master's in Industrial
Pharmacy, she has extensive knowledge of pharmaceutical dosage forms,
technical operations, and regulatory expectations. With wide experience
in complex CDMO environment she is driving quality compliance and
operational efficiency in the pharmaceutical sector. She actively
participated in scientific forums and is the Co-Chair of ISPE Affiliate

Greece/Cyprus.
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INEXCELEON

Innovation in Services Excellence in Delivery
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About Us

Turning complexity
into clarity and
strategy mto action.

' Lral 11¢C 's&:f?a‘l
Excellence sus 1ed, not imposed.

INEXCELEON is a pharmaceutical
innovation and excellence partner. We
support organizations operating in
highly regulated environments by
delivering hands-on, practical services
that create real value.

We go beyond consultancy. We work as
strategic partners, embedded in the
reality of operations, helping you move
confidently from regulatory theory to
compliant execution.




INEXCELEON PILLARS

INNOVATION
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Innovation creates value. Excellence ensures sustainability. People bring it to life.
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IN-HOUSE TRAININGS & WORKSHOPS

2.CCS & Annex 1 3. Sterile 4. Process Validation 5. Analytical Method 6. Technology Transfer
Implementation Operations (Scale up to commercial) & Transfer Validation & Project Management
fl - | B — ———— [/ | . A
7.Cross
1.QP Contamination
Responsibilities Prevention
1. Operational Excellence 10. Data Integrity in 9. Basic Statistics for 8. Computerized =7
and Lean Manufacturing Al implementation GxP data mining Systems Validation
QL re— R S ——————— o —————— | |
12. Suppliers
Qualification &
Procurement
Management -
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13. Inspections 14. Cleaning 15. GMP 16. Pharmaceutical 17.Change 18. Advanced

Readiness Validation Training Technology Management Problem Solving




Escaping the Ordinary

Advanced GMP Training via Organized
Escape Room Games

INEXCELEON is a pioneer in transforming
complex challenges into practical training
through interactive escape-room-style
workshops.

Highlights the value of structured
problem-solving. . " |5
Fosters cross-functional collaboration. o RS > i -
Draws on lessons learned from actual GMP . S
environments.

Gamified training to build future-ready Z %\/”—/

pharma leaders.
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PEOPLE DEVELOPMENT

The Human Core of
Innovation & Excellence

At the heart of every transformation is people.
It is the cell where innovation and excellence

come alive.

¢ Celebrating achievement strengthens commitment.
4 Recognition reinforces accountability and ownership.

¢ Shared success builds resilient, high-performing teams.

Excellence that is acknowledged
becomes excellence that endures.
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Beyond
the Checklist:

Smarter —

Pharmaceutical
Validation

iRACI & EIPG: Beyond the Checklist:

Smarter Pharmaceutical Validation

How to make Leadership listen: Turning
process validation into a business priority

Faidra Angelikaki | Operations Director




Process Validation Lifecycle

Beyond
the Checklist:

The Regulatory Shift to
Lifecycle Management

FDA M&ndate |
—

Guidance for Industry (2011).

Core Principle: Process Validation as an
ongoing lifecycle, not a one-time event.

Eudralex Volume 4, Annex 15 (2015).

Core Principle: Requirement for documented
evidence that processes remain in a state of
control during commercial manufacture.

&
The industry standard is now Continued Process Verification (CPV) —
demanding proactive, statistical proof of process stability.

Process
Development

" Continued
Process
Verification
(cpv)

Process
Validation

Smarter —

Pharmaceutical
Validation

ongoing/Continued
Process Verification (CPV):
Documented evidence that
the process remains in a
state of control during
commercial manufacture.
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Smarter —
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Validation

Process Validation as a
Strategic Business Driver

| Moving from compliance obligation to operational
| and financial excellence.




Beyond
the Checklist:

Validation is Not a Cost Center e N
\F;g?drg;%cneutlcal
THE OLD VIEW THE NEW REALITY
A regulatory obligation. A strategic capability.
S L — A mechanism for
A compliance expense. % oredictability.
A static event. A protector of business

continuity.

A validated process is not simply a compliant process. It is a profitable process.
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Every Process Failure is a Financial Event

Visible Costs

Compliance resources, baseline validation

Hidden Business Costs

Batch failures, delayed release, rework,
repeat investigations, reputational damage

Organizations pay for instability many times over. The hidden cost of poor
process understanding dwarfs the investment required for robust validation.

V %



Beyond
the Checklist:

What is keeping your CEO —

Pharmaceutical

awake at night ? o,

Threats related with:

Stability

Profitability Growth

Business Continuity
Predictability



Beyond

. . IRACI the ChecKlist:
The real cost of poor validation &EIPG ——
2026 \F;gﬁldrgl%cneutical

The Financial Reality of Process Variability

Operational Reality Business Impact
Batch Failures — Direct Financial Loss
Recalls —-— = Revenue & Reputation Damage

Deviations / O0S —-— Heavy Resource Drain

Unstable Processes - - Severe Planning Inefficiency

Every uncontrolled process variation eventually becomes a financial event.




Beyond
the Checklist:

Managers should quantify Smarter
Pharmaceutical

Validation

—ll Lost Revenue
— Productivity Loss
~>  Hidden Risk Exposure
~» Manufacturing Inefficiency
* ~»  Slower Market Response
Performance

Improvement

Strategic Value

Risk Reduction




Advice to Managers on

persuading Leadership

The Tactical Reality
What Middle Managers Say

The Executive Perception
What the CEO Hears

T

We need more validation support

We have too many protocols

Another department

We are overloaded

Regulations are increasing

asking for headcount.

Stop speaking Validation Language.

Beyond
the Checklist:

Smarter S~

Pharmaceutical
Validation

Executive teams rarely allocate
resources because of “more work.”

They allocate resources because of:
*Business risk,

*Financial impact,

*Strategic advantage,

*Operational inefficiency.

%@é




Beyond
the Checklist:

Advice to Managers on
persuading Leadership Pharmaceutios
Validation

The Executive Translation Matrix

Never Present (Tactical) Present (Strategic)

Deviation-related investigations consumed

We have too many deviations. X hours, delayed release timelines, and
increased operational cost.

We are losing early-warning capability for
process drift, increasing the probability of

CPV monitoring is insufficient.
batch failure and customer impact.

Translate technical problems into A
measurable business consequences. {é @ﬁ



Beyond
the Checklist:

Advice to Managers on
persuading Leadership Smarter

Pharmaceutical
Validation

Without investment, highly
skilled teams spend increasing
time firefighting instead of
improving processes.

Insufficient investment
in process capability

Reactive investigation
work increases

The
Firefighting
Trap

Zero capacity
for improvement
and growth

Efficiency BUTTOLT Decreased
loss productivity

Highly skilled resources
drained by firefighting




Advice to Managers on

persuading Leadership

Executive-Level KPls: Bring Data, Not Opinions
The-teamfeelsoveroades:

Quality Metrics
Right-first-time %, Cost of poor quality, Repeat deviation rate.

Predictive Metrics
Tech transfer success rate, CPV alert rate, Process capability trends.

Executives engage when quality
metrics become business metrics.

Beyond
the Checklist:

Smarter —

Pharmaceutical
Validation




The 4-Question Executive Pitch

& A

1. What is the business problem? 2. What is the business risk?

104 i

A~ 4

3. What is the proposed solution? 4. What measurable value will it create?

éo§
Executives need simplicity. If these four are clear, approval probability increases dramatically. /




Beyond
the Checklist:

Validation Beyond Compliance e U

Pharmaceutical
Validation

“Validation = Regulatory Requirement” “Validation = Process Intelligence Platform”

Traditional View: Modern View:
Regulatory Requirement Process Intelligence Platform

A Mindset: Continuous
improvement and tech
transfer acceleration.

@ Mindset: Reactive

compliance check. Compliance keeps
us in the market.

Process excellence
@" Result: Operations helps us lead the %8\ Result: Manufacturing
remain in reactive market. execution with absolute
firefighting mode. & confidence and deep

W il scientific process
| capability.

Continuous learning Opportunities




Beyond
the Checklist:

Predictability Drives Profitability —__

Pharmaceutical

Validation
Executives value predictability more than perfection.

Manufacturing Financial Supply Accelerated | '

Reliability Predictability Assurance Decisions
Stable output, lower Accurate forecasting, Uninterrupted supply, Data-driven process

variability, zero reduced waste, high service levels, understanding via early

surprises. eliminated hidden fierce customer Continuous Process
factory costs. retention. Verification (CPV)
detection.

A validated process is a predictable process.




Beyond

. . . IRACH the Checklist:
Validation & Continuous Improvement &EIPG S

Pharmaceutical
Validation

A Dynamic Engine for Operational Excellence

Continuous Monitoring
Continuous Optimization

CPV programs and digital
~ statistical tracking.

Enhanced process robustness

and lifecycle management.

Validation is not a
one-time exercise.
It is the foundational
intelligence for Lean
and Digital
Manufacturing.

This is where your expertise in CPV
becomes strategically important.

Continuous Learning

Deep trend analysis and root
cause prevention.




Beyond
the Checklist:

Investment to Growth o

Pharmaceutical
Validation

Knowledge becomes institutionalized,
reducing individual dependency.

Al, CPV analytics, and Industry 4.0
are unlocked via reliable data.

Increasing process complexity
meets stagnant capabilities.

Highly skilled teams burn hours on
reactive firefighting and investigations.

Critical institutional process
knowledge is permanently lost.

Without investment, investigations consume
the resources required for growth.




Beyond
the Checklist:

Financial Value Creation smarter

Pharmaceutical
Validation

“What value does the
investment generate?”




Expanding the EBITDA Margin A

Drastic reduction of Scrap & Rework
Minimization of Deviations & Downtime
Elimination of lengthy Investigations

Optimization of Yield & Throughput
Maximized Capacity Utilization
Superior Right-First-Time execution

The cheapest batch failure is the one prevented before manufacturing.



Validation Maturity Is Giliomer Trast
Commercially Visible

Process Robustness

Operational
Discipline

Customers evaluate confidence, not just
capacity. Strong validation guarantees
smoother audits, faster tech transfers, and
elite long-term partnerships.

Agencies Trust




Commercial Visibility and Client Trust

Audit Success: X / _ b Differentiation:
Seamless inspections that - ) Standing apart from
competitors operating

impress external auditors.
in reactive modes. /

Risk Mitigation: Business Acquisition:
De-risked and accelerated Strong validation maturity
tech transfers. directly supports onboarding

| 2 X new customers.
/ i " ,

Validation maturity is commercially visible to our clients.
They choose partners they trust.




Beyond
the Checklist:

Why is investment needed ? rarer

Pharmaceutical
Validation

The Business Capability Roadmap

Do not ask for headcount. Present a transformation.

When structured
this way, the CEO
sees strategy,

maturity,
transformation,

and future

readiness.

hase 2 - Enhance CPV and
data analytics.

i::-fStrengthen lifecycle
ation governance.
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the Checklist:

Smarter —

Pharmaceutical
Validation

Predictive Business Insights

Turning complexity into clarity. From regulatory
theory to compliant execution.

INEXCELEON | Pharmaceutical Innovation and Excellence Partner
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Real life case example

Predictive Process Performance Products with High Rejection Score
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the Checklist:

Real life example robust Process

I' . f I Smarter S~
Va |dat|0 n L| ecyC e Pharmaceutical
Validation
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Beyond
the Checklist:

Accelerate Digital Transformation o

Pharmaceutical
Validation

A scalable infrastructure to plug predictive insights into
broader digital ecosystems
1. Process Standardization

5. Cross-Functional
Collaboration & Digital Culture

2. Structured High Quality Data

6. Compliance-Ready Digital
Infrastructure

3. System Integration Capability

7. Clear Business Drivers & ROI
Definition




Take home message

Strategic Value

O'I Uninterrupted
Supply Chain

02 Business Capability

03

Process Capability

“Understanding your process capability you control your business capability”

Rick Friedman, FDA Deputy Director of Manufacturing Quality



Partner, Not Consultant.

We work with you, not for you. >
From strategy to shopfloor—side by side.

Simplicity over complexity.
Celebration as a strategic enabler of excellence.

S L T DY
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