Pharmaceutical Data Integrity — The Solution Room PDA

Issuves, Challenges, and Proposed Solutions - Knowledge Sharing in an Interactive Ireland
Workshop Environment

Thursday 23" June 2022 Time: 8:00am — 4:45pm (Irish Standard Time) Castleknock Hotel, Porterstown Road, D15, Dublin, D15 WNR7

8:00-9:00 Registration: Networking and Breakfast
9:00-9:15 Opening Remarks and Safety Moment Moderated by Jonny Parsons (Amgen)

Welcome from PDA Ireland President Aidan Harrington, Principal Consultant, DPS Engineering
9:15-9:35 Regulatory Updates & Inspection Trends Kate Coleman, Senior Director/Principal Consultant, Pharmalex
9:35-9:55 Data Integrity from a Cloud Based Perspective Oisin Curran, CEO, Odyssey VC
9:55-10:10 Live Poll with Audience of Data Integrity Issues Moderated by Jonny Parsons,

10:10-10:30 Key Enablers for Data Reliability Eva Kelly and Andy O'Connor, ERA Sciences
10:30 - 10:50 Data Integrity - A Strategic Asset Ross Grehan, Risk Analytics Lead, Deloitte Ireland LLP

10:50 - 11:15 Coffee Break and Networking

11:15-11:45 On the couch.... Panel Discussion on topics discussed by Moderated by Jonny Parsons

Speakers
11:45-12:15 On the couch.... Q&A with Site DI Champions, and the outcome  Site DI Champions including Philip Boylan (MSD Biotech Dublin)
of the Live Poll Philip Jarvis (AbbVie) and Fiona O'Leary (Waters)
12:15-12:35 DI Challenges from the perspective of a Contract Lab John Calvo (Eurofins)
12:35 -12:55 DI Challenges from the perspective of a Service Provider TBC, Mason Technology

13:00 - 14:00 Lunch

14:00 - 14:40 Workshop #1 - The Challenges Workshop Moderated by Jonny Parsons & DI Champions
Speed Date the ALCOA principles

14:40 - 15:40 Workshop #2 - The Solution Workshop Moderated by Jonny Parsons & DI Champions
Share ideas and solutions

15:40 - 16:00 Coffee break and Networking

16:00 - 16:30 Workshop Summary, Panel Discussion, and Audience Q&A
with DI Champions

Moderated by
16:30 - 16:35 Close by Moderator Jonny Parsons,
16:35 - 16:45 Closing Comments by PDA Ireland President Aidan Harrington, Principal Consultant, DPS Engineering
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REGISTER on Eventbrite: https://www.eventbrite.ie/e/pharmaceutical-data-integrity-the-solution-room-tickets-307593268747

or contact shada.warreth@nibrt.ie
PDA Members: €300 Non-Members: €350

Fee includes Lunch & Refreshments
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Speaker Bio

Data Integrity - A Strategic Asset - Ross Grehan, Risk Analytics Lead, Deloitte Ireland LLP

Data is a strategic asset for all organisations that provides the opportunity for growth when
managed and used effectively. The opportunities generated by advances in cloud-based
architectures, digital technologies, automation and artificial intelligence have further increased
the importance of data integrity. Managing data integrity effectively is essential, not only for
compliance, but also to help achieve strategic goals. During the session together, we will
explore the following

e What is data integrity?

e Why is there an increasing focus on data integrity compliance by regulators?

How to establish data integrity best practices within your organisation




