QUALITY
CONSORTIUM

THE AVOCA GROUP

AQC 2017 Summit Europe

7 & 8 June 2017

Dublin, Ireland

Wednesday 7 June 2017: No. 6 Kildare Street

10:00 -11:30

11:45-13:00
13:00 -13:30

13:30 - 14:40

14:40 - 15:00
15:00 - 15:30

Pre-Conference Workshop
Overview of AQC Initiatives: Application of AQC Leading Practice
Documents to Proactive Quality and Risk Management

Oversight

Inspections in the Landscape of Risk

Patient Engagement

Metrics — The evolution to a means of risk mitigation

Welcome Luncheon

Welcoming Remarks and Introduction

e Patricia Leuchten, President and Chief Executive Officer, The Avoca
Group

e Steve Whittaker, Executive Director, Avoca Quality Consortium,
The Avoca Group

Changing Landscapes: Back to the Future (Interactive Discussion)
e AQC Role in Shaping the Future of Clinical Trial Execution
e Overview of the AQC — The First Five Years

Networking Break

Lessons Learned from the Past; Impact for the Future
e Paul Gilbert, Co-Founder & Chief Executive Officer, MedAvante
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15:30 - 16:15
16:15-17:00
17:00-17:15
19:00
20:00

Empowerment Journey: Learning from the Past to Shape the Future
e Mark Matousek, President, Mark Matousek Media

Shaping the Future of the AQC (Interactive Discussion)
Closing Remarks

Cocktail Reception — Gravity Bar, Guinness Storehouse, Dublin

Dinner — Gravity Bar, Guinness Storehouse, Dublin

Thursday 8 June 2017: Hotel InterContinental

Emcee: Neil McCullough, PhD, MSc, Executive Vice President, Quality and Compliance, ICON

7:45 - 8:30
8:30-8:45
8:45-9:30
9:30-10:30

Registration and Networking Breakfast

Welcoming Remarks

e Patricia Leuchten, President and Chief Executive Officer, The Avoca
Group

e Neil McCullough, PhD, MSc, Executive Vice President, Quality and
Compliance, ICON

e Steve Whittaker, Executive Director, Avoca Quality Consortium,
The Avoca Group

Opening Address

e Professor Mark Ferguson, Director General, Science Foundation
Ireland and Chief Scientific Adviser to the Government of Ireland

Innovative Partnering Models — Transforming Partnerships to a Higher
Level of Innovation and Efficiency

Moderator:

e Steve Whittaker, Executive Director, Avoca Quality Consortium,
The Avoca Group

e Jane K. Bentley, PhD, Vice President, Global Project Management,
Clinical Strategy Lead, Haematology and Oncology, inVentiv Health

e Evjatar Cohen, Vice President, Global Pharma & Life Sciences,
Appian

e Mitchell A. Katz, PhD, Head of Clinical Research & Drug Safety
Operations, Purdue Pharma

e Rose Kidd, Senior Vice President, Clinical Operations, ICON

e Panni Patel, Strategic Relationship Director, Pharma R&D Third
Party Resourcing, GSK
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10:30-11:00
11:00-11:45
11:45-12:15
12:15-13:15
13:15-14:00
14:00 - 14:30
14:30 - 15:15

Networking Break

Patient Engagement: A Patient’s Perspective
e Mark Matousek, President, Mark Matousek Media

Patient Engagement — The patient experience in clinical trials and
incorporating patient input in the clinical trial process

Moderator:
e Mark Matousek, President, Mark Matousek Media

e Andrew Benzie, Head of Patients in Partnership, GSK

e Mark Connolly, Vice President, Firecrest, ICON

e Eilis O'Toole, Clinical Research Nurse, Wellcome Trust - HRB
Clinical Research Facility at St. James’s Hospital

e Dennis Salotti, Vice President of Operations, The Avoca Group

The Changing Landscape of Risk — From reactive to proactive
assessment and management

e Dennis Salotti, Vice President of Operations, The Avoca Group
Lunch

Architecting Change

e Jim Lawless, Professional Speaker, Author, and High Performance
Coach

Reframing Risk Management as a Decision-Making Process

e Brian W. Hagen, PhD, Founder and Managing Director, Decision
Empowerment Institute

Risk-Based Decision-Making — Needs for transforming human capital
management and improving risk mitigation in clinical trial execution

Moderator:

e Lakshmi Sundar, Vice President, Strategy and Development, The
Avoca Group

e Keith Barber, Executive Director, Process Quality Management, INC
Research

e Sarah Carter, Executive Director, Therapeutic Area Head
Cardio/Renal, Global Clinical Program Management, Amgen

e Nicky Dodsworth, Vice President, Quality Assurance, Risk &
Compliance (QARC), Premier Research

e Brian W. Hagen, PhD, Founder and Managing Director, Decision
Empowerment Institute
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15:15-15:45
15:45 -16:15
16:15-16:35
16:35-17:15
17:15
17:45

Neil McCullough, PhD, MSc, Executive Vice President, Quality and
Compliance, ICON

Networking Break

Interactive Discussion — Moving Toward Greater Efficiency and
Transformation in Clinical Trial Execution — What is Holding Us Back?

Patricia Leuchten, President and Chief Executive Officer, The Avoca
Group

Ibraheem Mahmood, President and Chief Executive Officer,
DrugDev

Innovative Approaches to Collaboration through Electronic Health Data

Professor Dipak Kalra, President of the European Institute for
Innovation through Health Data

Moving from Technology as an Enabler to a Game Changer

Moderator:

Ibraheem Mahmood, President and Chief Executive Officer,
DrugDev

Paul Gilbert, Co-Founder & Chief Executive Officer, MedAvante
Professor Dipak Kalra, President of the European Institute for
Innovation through Health Data

Jim Lane, Chief Business Officer, Longboat

Elizabeth Robinson, Executive Director, Clinical Compliance and
Operations, Horizon Pharma

Closing

Post-Summit Dublin Mountains Cultural Tour, Sponsored by Longboat
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