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JOHN HENCHION

You can find me at 
john.henchion@cagents.com

Global Director, Quality, 
Compliance and Regulatory.
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AGENDA

• Why Change?

• What’s holding the Industry Back?

• Flexible Factories

• Smart Factories/IIOT

• Big Data/Analytics

• Artificial Intelligence

• Continuous Processing

• Advanced Therapeutic Medicinal Products

• Combination Products

• Robotics

• 3D Printing

• Virtual Training
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WHY CHANGE?

• New Technologies

• Niche Markets

• Flexible Batch sizes

• Patient Experience

• New Products

• Cost

• Efficiency

• Speed to Market

• Quality
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WHAT’S HOLDING US BACK?

• The Regulators?
• Philosophy of Modern 

Regulation

• Innovation Offices

• Fast Track

• Fear of the unknown?

• Managing Post Approval 
Changes?
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FLEXIBLE FACTORIES

• Multi Purpose Facility

• Modular Design

• Rapid and Compliant Set up

• Replicate design elements

• Highly Automated
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SMART 

MACHINE 

DESIGN
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SMART FACTORIES/IIOT

• Smart devices with varying 
level of intelligent 
functionality

• M2M

• M2P

• P2M

• Open & Standard Internet 
and Cloud based 
technologies
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SMART FACTORIES/IIOT
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• Sensing And Activation

• Controlling

• Optimisation

• Autonomous Control

• Facilitate End user 
Monitoring & Control

• Biometrics 

• Mobile/Wearable 
Technologies
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BIG DATA/ANALYTICS

• Culture

• Decision Chains

• Lifecycle Knowledge 
Development

• Augmented Reality
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INDUSTRY 4.0
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BIG DATA/ANALYTICS
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ARTIFICIAL INTELLIGENCE

• Aligns with Analytics
• Combines traditionally 

separate data sources

• Continuous monitoring of all 
aspects of Process

• Big Data

• Single and Multivariate 
Analysis

• Smart machines 
• Fitted with multiple sensors

• Self aware

• Wear and tear

• Predictive failure modes

• Embedded intelligence
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CONTINUOUS PROCESSING

• Challenges

• Defining batch

• Release Process

• Analytics

• Stats

• Regulatory concerns

• CQV/CPV/PAT

• New Technologies

https://www.youtube.com/watch?v=z
RhoJgKuNrc

• Benefits

• Less down/prep time

• Less Cleaning/Steaming

• Smaller footprint

• Extend durations with closed 
systems

• Realtime data and response

• Flexibility

• Reduced Energy inputs
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CONTINUOUS MANUFACTURING
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ATMPS

• Gene Therapy Medicines

• Cell Therapy

• Tissue Engineered Products

• New Manufacturing 
Platforms

• Personalised Medications
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ATMPS

• Manufacturing in a Clinical 
Environment

• GMP in Hospitals?

• Release before testing?

• Lab scale Equipment

• Scale out not up
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COMBINATION PRODUCTS

• Biologics often require 
Device Delivery

• Patient Experience

• Smart Technologies
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ROBOTICS

• Freeing people for more 
challenging jobs

• Consider other industries

• Efficient

• Cost
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3D PRINTING

• Prosthesis
• Cost

• Skin tone

• Personalisation

• Bioprinting
• Printing of Tissue

• How long till we can Print 
Organs?
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3D BIOPRINTING

• Bioprinters

• Select Tissue Design
• Scaffolding hydrogel material
• Bio-ink
• Layer by layer
• 3D structure
• Incubation

• Pharma testing

• Challenges –
Vascularisation
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VIRTUAL TRAINING

• People Key to Operations

• Training and Qualification 

• Speed

• Cost

• Immediate feedback

• Product Impact

https://pixogroup.com/what-is-
virtual-reality-training/
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What are the Regulators doing?
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EMA -

HIGHLIGHTS
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FDA - HIGHLIGHTS
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