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Operationalize Compliance. Rethink Validation. Govern and Implement AI.
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Alex Kaplunov
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Ian Lucas
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Helene Mayne
Director of Customer
Success
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Senior Process 
Validation Engineer
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Barry Prabhu
Managing Director
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Ken Shitamoto
Executive Director IT
Gilead

David W. Vincent
Chief Executive Officer
VTI Life Sciences



8:00-8:20 Registration and Continental Breakfast

8:20-8:30 Chairperson's Opening Remarks

8:40-9:20
Holistic AI in GXP

A Holistic Governance Framework for AI in GXP
Explores event governance using a Unified Namespace and Process
Mining to ensure control over the data and processes.
Ian Lucas, Director / Training Manager at SeerPharma

9:30-10:30
All Industry Panel

Discussion

From Idea to Proof of Concept: How Enterprises Pilot AI in GxP
A high-level look at how AI initiatives are framed, tested, and governed
in regulated environments
Moderator: Ahmed Al-Shehab, Chief Strategy Officer - AI Solutions
(Pharma /Biotech) 
Panelists: Ian Lucas, Director / Training Manager at SeerPharma;
Ken Shitamoto, Executive Director IT, Gilead

10:40-11:20
Accountable
Intelligence

Human-in-the-Loop Is Not Enough: Designing Accountability 
for AI in GxP Systems
Designing accountability beyond human review for trustworthy AI
Ken Shitamoto,Executive Director IT, Gilead

11:20-11:40 Exhibitor Showroom and Networking Refreshment Break

11:40-12:20
Cleaning Validation

Automate Cleaning Verification and MACO Analysis
Use AI models to support control strategies, alerts, and 
cleaning risk insights
David W. Vincent, Chief Executive Officer, VTI Life Sciences

12:30-1:10 Lunch & Learns - Choose Between: 

Audit Trail
Automation

Architecting AI-Driven Audit Trail Review for Continuous Compliance
From Static logs to active intelligence: Move beyond verification and
towards insight
TBD

AI Driven Learning
Systems 

Capture Tribal Knowledge with AI-Driven Learning Systems
Keep institutional insights accessible and adaptable as teams evolve
Ahmed Al-Shehab, Chief Strategy Officer - AI Solutions 
(Pharma /Biotech)

Day One | November 19



1:20-2:00
Unlocking

  Intelligence

Unlocking Manufacturing & Quality Intelligence 
The AI Advantage in Regulated Environments:  Human-Centered AI for
Compliance-First Manufacturing & Quality Excellence
Alex Kaplunov, Chief Technical Officer, MasterControl

2:10-2:50
Continuous
Validation

Establish Continuous Validation Through Real-Time Monitoring
Move beyond snapshots and toward constant assurance 
using smart tools
Giovana Mobiglia, Senior Process Validation Engineer, Pfizer

3:00-3:40
Operationalization 

Operationalizing AI in GxP 
Practical approaches for implementing AI governance, assurance, and
compliance within regulated GxP environments
Taha Jilani, Associate Director, IT Compliance & AI Assurance, Otsuka

3:40-4:40 Speed Networking

4:40-5:20
Digitalization

The Bridge to AI: Digitalization of the contamination control process
Digitalizing Contamination control to advance trustworthy AI Adoption
Barry Prabhu, Managing Director, Novatek

5:30-6:10
Risk-based
Assurance

From Validation Evidence to Trust: Risk-Based Assurance for 
AI-Enabled GxP Systems
Dynamic assurance frameworks that build real confidence in AI-driven
decision-making
Giovana Mobiglia, Senior Process Validation Engineer, Pfizer

6:15-7:15 Networking Cocktail Reception 

Day One | November 19



8:00-8:20 Exhibitor Showroom Opens and Lite Breakfast

8:30-9:10
Cleanroom +

Contamination
Control

AI-Powered Vision Systems to Detect and Prevent Cleanroom
Defects and Contamination
Transforming QC protocols in microelectronics and life sciences
environment through real-time, LLM-enhanced computer vision
David W. Vincent, Chief Executive Officer, VTI Life Sciences

9:20-10:00
AI Risk

Management 

Deep Dive into the NIST AI Risk Management Framework (AI RMF)
Exploring NIST AI Risk Framework for trustworthy implementation
Taha Jilani, Associate Director, IT Compliance & AI Assurance, Otsuka

10:10-10:50
Internal Audits +

Document Review 

Using AI to Modernize Internal Audits and Document Review
Practical approaches to applying AI across quality documents, audit
preparation, and continuous compliance
David W. Vincent, Chief Executive Officer, VTI Life Sciences

10:50-11:10 Exhibitor Showroom and Networking Refreshment Break

11:10-11:50
 SIRI and AIMRI

 SIRI and AIMRI
Jesmond Hong, INCIT

12-12:40
Training &

Knowledge
Management

Upskilling for an AI Future: How Are You Preparing Your Workforce
Practical strategies for building AI literacy across organizations 
of all sizes
Ahmed Al-Shehab, Chief Strategy Officer - AI Solutions 
(Pharma /Biotech)

12:50-1:30 Lunch & Learns - Choose Between: 

Validation
Documentation

Accelerate Validation Documentation with GenAI Assistants
Reduce burden in test scripts, SOPs, and reports while 
staying audit-ready
Giovana Mobiglia, Senior Process Validation Engineer, Pfizer

Batch Record
Intelligence

Go Beyond Digitization with Predictive Electronic Batch Records
Turn batch data into insight engines for continuous improvement
TBD

Day Two | November 20



1:40-2:20
Digital Twin

A Digital Twin for Training and Competency Assessment
Explores both a GxP competency assessment framework to 
benchmark industry skills and the use of a digital twin to assist 
with personalised training plans
Ian Lucas, Director / Training Manager at SeerPharma

2:30-3:10
Incident Reporting

AI Incident Reporting
Reporting AI Incidents: Building a Safer AI Ecosystem
Taha Jilani, Associate Director, IT Compliance & AI Assurance, Otsuka

3:20-4:00
CAPA & Deviation

Management

How AI Is Transforming Deviations - and the Evolving Role of Quality
Reframe Quality from a compliance obligation into a continuous
improvement engine
Alex Kaplunov, Chief Technical Officer, MasterControl

4:00-4:20 Exhibitor Showroom and Refreshment Break 

4:20-5
Ask an Expert

"Ask an Expert" 
AI Expert Forum and interactive discussion
Ian Lucas, Director / Training Manager at SeerPharma

5:10-5:50
AI Deployment

Minimum Viable Product (MVP) for AI in GxP
Defining the smallest inspection-ready AI product across clinical trials
and digital health – balancing governance, supplier risk, privacy, and
real-world value
Helene Mayne, Director of Customer Success, AIQURIS

Close of Conference

Day Two | November 20



TEAM DISCOUNT
Register 3, the 4th is FREE.

LARGE TEAM RATES AVAILABLE.

Learn More & Register 
at KENX.org

EVENT VENUE
WYNDHAM SINGAPORE HOTEL
3 Coleman Street
Singapore 179805

R E G I S T R A T I O N

Please Note:
KENX does not issue refunds. If you are unable to attend after registering, we are
happy to apply your registration fee toward a future KENX event or transfer your
registration to a colleague. All cancellation or transfer requests must be received at
least seven days prior to the event.

Advance Rate available for the first 15 attendees until
September 18th with pricing starting at $1,595.
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