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The Human Core of Innovation & Excellence







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





Validation is Not a Cost Center





What is keeping your CEO 

awake at night ?

Threats related with:

Profitability

Business Continuity

Growth

Predictability

Stability



The real cost of poor validation

The Financial Reality of Process Variability



Managers should quantify

Risk Reduction

Performance
Improvement

Strategic Value



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

They allocate resources because of:
•Business risk,
•Financial impact,
•Strategic advantage,
•Operational inefficiency.

Advice to Managers on 

persuading Leadership
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Validation Beyond Compliance

Continuous learning Opportunities

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



Predictability Drives Profitability

Executives value predictability more than perfection.



Validation & Continuous Improvement

This is where your expertise in CPV 

becomes strategically important.



Investment to Growth



Financial Value Creation

“What value does the 
investment generate?”





Agencies Trust





Why is investment needed ?





Real life example robust Process 
Validation Lifecycle
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Accelerate Digital Transformation

1. Process Standardization

2. Structured High Quality Data

3. System Integration Capability

4. Predictive & Real-Time 

Analytics Infrastructure

5. Cross-Functional 

Collaboration & Digital Culture

6. Compliance-Ready Digital 

Infrastructure

7. Clear Business Drivers & ROI 

Definition
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A scalable infrastructure to plug predictive insights into 

broader digital ecosystems
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Uninterrupted
Supply Chain

Business Capability

Process Capability

Take home message

“Understanding your process capability you control your business capability”

Rick Friedman, FDA Deputy Director of Manufacturing Quality   

Strategic Value
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