
DAY ONE | Monday, July 15, 2019

8:00 Registration and Continental Breakfast

9:00 Conference Chair’s Welcome and Opening Remarks
Christopher P. Boone, PhD, FACHE, FHIMSS, Vice President, Global Medical Epidemiology & Big Data Analysis Lead, PFIZER WORLDWIDE 
MEDICAL & SAFETY

9:15 KEYNOTE PRESENTATION: Transforming Clinical Trials With Real-World Evidence
• Discuss how precision medicine is driving rapid change in the way of traditional feasibility assessment and patient recruitment
• Address novel approaches to enable hypothesis generation of protocol design and in-depth analysis of patient journey
•  Understand the importance of linking RWE analysis with clinical trial research and patient recruitment for the future of precision

trial conduct
Christopher P. Boone, PhD, FACHE, FHIMSS, Vice President, Global Medical Epidemiology & Big Data Analysis Lead, PFIZER WORLDWIDE 
MEDICAL & SAFETY

10:15 More Is Missed by Not Looking Than by Not Knowing
•  Get a view from the trenches where real-world data, scientific literature, and social media data were combined with 10 years of clinical trial data
• Learn that key insights from this project, which heavily used artificial intelligence approaches, go well beyond the science
• Recognize why operational issues and people may stand in the way of your project success
• Identify how your data-driven project can be derailed
Dany DeGrave, Senior Director Innovation Programs and External Networks, SANOFI; Founder, UNCONVENTIONAL INNOVATION

11:00 Networking Break

11:30 Review Best Practices for Pragmatic Randomized Clinical Trials (PrCT)
• Share a proposed definition of PrCT based on literature to inform treatment effectiveness and healthcare decisions
•  Discuss strategies to overcome some PrCT challenges including uncertainties related to alternative data collection mechanisms and

absence of blinding
•  Opportunities for leveraging the expertise of the statistician from PrCT design to analysis to interpretation to transform data into evidence
Victoria Gamerman, Head of U.S. Health Informatics and Analytics (Sr. Assoc. Director, Biostatistics and Data Sciences), BOEHRINGER 
INGELHEIM

12:15 Leveraging Platform-Generated RWE to Increase Research Strategy Efficiencies and Boost ROI
•  Discuss how platform-generated RWE can move the needle on making research strategies more efficient through advanced processing,

data standardization, and ability to address multiple use cases
•  Recommend data management and analytics capabilities that can directly enable operational efficiency, quality and compliance in a real-

world data chain
•  Review factors that can enable a decrease in cost and cycle time, along with the ideal ways to measure these savings, including innovative

study designs and fit-for-purpose data selection
Bill Row, Divisional Principal, Real-World Evidence, Strategy, and Analytics, ICON PLC

1:00 Luncheon

2:00 Discuss a Global Approach to Real-World Evidence 
•  Learn about developments in the U.S., European, and Japanese regulatory contexts around the use of RWD/RWE and possibilities for

regulatory alignment 
• Understand how RWE is used in health technology assessments and appraisals outside the U.S.
•  Hear about multi-stakeholder initiatives in the U.S. and Europe that will influence the future use of RWE in healthcare decision-making
Alex Mutebi, Director, Global Real-World Evidence, VERTEX

2:45 Networking Break

3:15 Advance Healthcare Innovation Using Real-World Evidence 
•  Discuss the growing availability of real-world evidence data providing healthcare and life science industries with the ability to better assess

the impact of existing and emerging drugs and treatments 
•  Manage the shift to value-based reimbursement fueling the use of real-world data and the rapid deployment of predictive analytics systems
•  Learn how Pfizer is using evidence-generation and market access strategies across their entire portfolio through all lifecycle stages
•  Determine how application of AI technologies provides significant opportunities to supporting diagnoses by detecting variations in patient data
Gergana Zlateva, Vice President, Oncology Global Lead for Payer Insights and Access (PI&A), PFIZER 

4:00 PANEL: Contextualization of the Patient Perspective within RWD/RWE
•  Novel sources of data from healthcare systems, patient-generated/reported, and wearable devices are part of the RWE ecosystem and

contextualizing real-world evidence within the pharmaceutical industry will be critical to ensure the data is fit for regulatory decision making.
•  It is imperative to incorporate and contextualize the patient perspective into RWE strategies for both payer and regulatory decision making.
•  This session strategizes how to better contextualize (i.e. linkage across data types, social and spatial contexts, and environmental

considerations) the patient perspective within RWE utilizing concepts and methodologies from the social/behavioral sciences and
epidemiology.

Christopher P. Boone, PhD, FACHE, FHIMSS, Vice President, Global Medical Epidemiology & Big Data Analysis Lead, PFIZER WORLDWIDE 
MEDICAL & SAFETY
Emily C. Freeman, MSc, Ph.D., Senior Director, Global Regulatory Strategy Lead, Behavioral Science Global Regulatory Affairs CHC, SANOFI
Cynthia de Luise, PhD, MPH, Senior Director, Epidemiology, Worldwide Safety and Regulatory, PFIZER

5:00 End Day One www.asdevents.com - www.asdevents.com/event.asp?id=20412



8:00 Continental Breakfast

9:00 Conference Chair’s Recap of Day One
Jefferson Tea, Vice President, Medical Affairs, TAKDEA PHARMACEUTICALS

9:15 KEYNOTE PRESENTATION: Continuous Learning From Real-World Data to Improve Outcomes
• While the availability and quality of real-world data continue to increase, we need better insights
• The ultimate objective should be learning from this data in real-time to improve outcomes
• This session will explore the setup of systems which can provide rich real-world data and simultaneously enable continuous learning
Charles Makin, Global Head, Real-World Evidence Strategy, BIOGEN

10:15 Use and Acceptance of Real-World Evidence: Evolving Regulatory and Payer Landscape  
• Deep dive into requirements in regulatory and payer for RWE
• Review challenges within the industry and changes in the landscape for RWE
• Discuss new ways of real-world data generation (digital technology, machine learning, etc.)
Jefferson Tea, Vice President, Medical Affairs, TAKEDA PHARMACEUTICALS

11:00 Networking Break

11:30 PANEL: The Path to Inclusion
• Discuss RWD/RWE and its path for inclusion into the label — what to do to ensure success
• Assess trial feasibility by examining the impact of planned inclusion/exclusion criteria
• Deep dive into randomized trials using RWD/RWE to assess dose response
Miriam C. Fenton, MPH, Ph.D., Director, Real-World Investigator, SANOFI
Victoria Gamerman, Head of U.S. Health Informatics and Analytics (Sr. Assoc. Director, Biostatistics and Data Sciences), BOEHRINGER 
INGELHEIM 

1:00 Luncheon

2:00 Dive Into the Framework for FDA’s Real-World Evidence Program
• Review the scope of an RWE program under the 21st Century Cures Act
• Recognize the current use of RWD for evidence generation
• Introduce a framework for evaluating RWD/RWE for use in regulatory decisions
Nneka Onwudiwe, Pharm.D., Ph.D., MBA, Founder and Chief Executive Officer, PHARMACOECONOMICS CONSULTANTS OF AMERICA 
(PECA) LLC.

2:45 Understanding Digital Transformation: The Time Is Now 
• Learn how value-based healthcare is driving the adoption of digital medicine across health systems, payers and pharma
• Understand barriers to adoption of digital medicine and RWE
• See real-life examples of how digital medicine can generate RWE and support value-based contracts
Ashish Atreja, M.D., MPH, Assistant Professor and Chief Innovation Officer, Medicine, ICAHN SCHOOL OF MEDICINE AT MOUNT 
SINAI, NY 

3:15 Conference Concludes

DAY TWO | Tuesday, July 16, 2019

Testimonials

"Folks across the industry sharing 
informative experience with incorporating 
RWE into their companies." 

—Associate Director, TEVA

“Great overview of field. [I] learned a lot 
about AI and FDA guidance on RWE.” 

—Head of Epidemiology, CSL BEHRING

“The size of meeting and the team covered 
multiple fields allows the deep discussions 
of some critical questions and issues in RWE 
studies and usages.”

—Outcomes Research and Data Science, MERCK

www.asdevents.com - www.asdevents.com/event.asp?id=20412




