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The Avoca Group

Integrating Quality, Innovation, and Collaboration for Clinical Trial Transformation

2016 Summit USA Agenda
The Avoca Quality Consortium

May 10, 2016
AQC Members-Only Meeting and Industry-Wide Afternoon Workshops

8:15 AM - 9:00 AM 
REGISTRATION AND CONTINENTAL BREAKFAST

9:00 AM - 9:30 AM 
Welcome and Overview of the Day – Introduction, review 
agenda, and objectives

      Speakers:
      Patricia Leuchten, President & CEO, The Avoca Group

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

9:30 AM - 10:15 AM 
Session 1: “Connecting the Dots”: A Look at Existing tools and 
portal enhancements to ensure optimization of AQC leading 
practices

      Speaker:
      Lakshmi Sundar, Vice President, Strategy and Development, The Avoca Group

10:15 AM - 11:00 AM 
Session 2:  Weaving Patient Centricity and Quality into Next Gen 
Protocol DevelopmenT

      Speakers:
      Denise Calaprice, PhD, Senior Consultant, The Avoca Group

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

11:00 AM - 11:30 AM 
Networking break 

Princeton Marriott at Forrestal
100 College Road East 

Princeton, NJ 08540
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11:30 AM - 12:15 PM 
Session 3:  Eli Lilly Case Study – A Patient Centric Approach 
to Improving the Quality of Trial Execution through Trial 
Simulations and Site Advocacy Groups

      Speaker:
      Joseph Kim, MBA, Senior Advisor, Clinical Innovation, Eli Lilly and Co.

12:15 PM - 1:00 PM 
Session 4: Quality Without Borders:  Operationalizing an 
Integrated Risk-Based Approach for Inspection Readiness

      Moderators:     
      Steve Whittaker, Executive Director, Avoca Quality Consortium, The Avoca Group 

      Karin Daun, Senior Consultant, The Avoca Group 

      Industry Expert:
      Joanne Spallone, Global Head, Clinical Development Quality Assurance, Novartis

1:00 PM - 2:00 PM
Networking Lunch 

2:00 PM - 5:00 PM
Pre-Conference Workshops

Workshop 1: Improve the Efficiency & Quality of Clinical 
Trial Design by Reimagining Patient Engagement using Design 
Thinking

      Speaker:
      Drew Marshall, Founder and Principal, Primed Associates

Workshop 2: Creating and Implementing an Effective 
Sponsor/CRO Quality Oversight Plan to Achieve your Clinical 
Operations Goals

      Speakers:
      Janis Hall, Senior Consultant, The Avoca Group

      Caryn Laermer, Associate Director, Avoca Quality Consortium, The Avoca Group

      Grace Crawford, Vice President, Clinical Quality & Compliance, MedImmune
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Workshop 3: Developing High-Value Clinical Trial Quality 
Performance Measures

      Speakers: 
      Jonathan Rowe, PhD, Head of Quality Performance and Risk Management, Pfizer

      Armelde Pitre, Senior Director, Quality Performance and Risk Management and Analytics, Pfizer

      Denise Calaprice, PhD, Senior Consultant, The Avoca Group

6:00 PM
Dinner AT GRATELLA, sponsored by Acurian

May 11, 2016
Full Day Open to the Industry

7:30 AM 
networking breakfast

8:30 AM
welcoming remarks

      Speakers:
      Patricia Leuchten, President & CEO, The Avoca Group

      Robert Metcalf, PhD, Vice President, Global Regulatory Affairs – NA and Clinical Quality, 

      Eli Lilly and Co.

9:00 AM 
the Power of Collaborative Partnerships to Increase Clinical 
Trial Quality
      

      Moderator:     
      Robert Metcalf, PhD, Vice President, Global Regulatory Affairs – NA and Clinical Quality, 

      Eli Lilly and Co.

      Panelists:
      Elspeth Carnan, PhD, Head of R&D Operational Excellence, Sunovion

      Peter Aurup, MD, Head, Global Development Operations, Pharmacyclics

      Eric Terhaerdt, Senior Vice President, Global Development Operations, Astellas

      Amy Y. Grahn, MS, Senior Vice President, Clinical Development and Operations, Horizon  

      Pharma 

      Susan Romberg, Vice President, Global Clinical Development, North America, Chiltern

      Kenneth A. Somberg, MD, MBA, Vice President and Chief Medical Offer, Covance
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10:00 AM
networking break

10:30 AM
Assessing Return on Patient Centric Engagement Initiatives: 
Review and Discussion of the Tufts CSDD-DIA working group 
study results

     Speaker:
     Kenneth Getz, Director and Associate Professor, Tufts CSDD

11:15 AM
Follow-Up Panel – Multi-Stakeholder Perspectives on Patient-
Centricity and Its Impact on Quality

      Moderator:     
      Kenneth Getz, Director and Associate Professor, Tufts CSDD

      Panelists:
      Kathleen Griffin, Executive Director, Corporate Strategy, INC Research

      Paulo Moreira, Vice President, Global Clinical Operations – External Innovation, EMD Serono

      Marta Fields, Senior Director, Compliance and Quality Systems, Seattle Genetics

      Matthew Howes, Executive Vice President, Strategy & Growth, PALIO, an inVentiv Health     		

      company

12:00 pM
lunch & roundtable discussions

1:15 pM
Keynote Speaker: Patients as Micro-Experts: Enhancing Clinical 
Research by Seeing Patients as Collaborators

      Speaker:
      Roni Zeiger, MD, Former Chief Health Strategist at Google, Co-Founder & CEO, 

      Smart Patients

1:45 pM
Moderated Discussion on Patient Centricity

      Moderator:     
      Jeffrey S. Kasher, PhD, Founder, Patients Can’t Wait

      Panelists:     
      Roni Zeiger, MD, Former Chief Health Strategist at Google, Co-Founder & CEO, 

      Smart Patients

      Craig Lipset, Head of Clinical Innovation, Pfizer

      Marc Foster, Co-Founder, Chief Operating Officer, Transparency Life Sciences
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2:15 pM
CASE STUDY ON THE USE OF WEARABLE DEVICES IN CLINICAL RESEARCH

      Speakers:
      Jeremy Gilbert, MBA, Vice President of Product & Strategy, PatientsLikeMe

      Jane Rhodes, PhD, MBA, Senior Director, New Initiatives, Innovation Hub, Biogen 

2:45 pM
Networking Break

3:15 pM
Innovative Collaborations in the Design and Integration of 
Quality in Clinical Operations

      Moderator:     
      Robert Metcalf, PhD, Vice President, Global Regulatory Affairs – NA and Clinical Quality, 

      Eli Lilly and Co.

      Panelists:     
      Grace Crawford, Vice President, Clinical Quality & Compliance, MedImmune

      Neil McCullough, PhD, MSc, Executive Vice President, Quality Assurance, ICON

      Paul Gilbert, Co-Founder and CEO, MedAvante

4:00 pM
20/20 Vision: future of clinical research

      Moderator:     
      Craig Lipset, Head of Clinical Innovation, Pfizer

      Panelists:     

      Jennifer Byrne, CEO, PMG Research

      Anthony J. Costello, Chief Executive Officer, Mytrus

      Jeffrey S. Kasher, PhD, Founder, Patients Can’t Wait

      Mitchell Katz, PhD, Head of Medical Research & Drug Safety Operations, Purdue Pharma

      Reb Tayyabkhan, Head of Central Clinical Services, Bristol-Myers Squibb

5:30 pM
Closing remarks

5:30 PM - 7:30 pM
cocktail reception


