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Evidence of product performance in actual practice settings is of paramount 
importance.  However, when it comes to developing, communicating, and 
implementing RWE, there are a variety of perspectives --- sometimes conflicting 
--- that need to be accommodated.  This first-of-its-kind “virtual” conference will 
provide practical and progressive insights into maximizing the value of RWE for all 
stakeholders. 

At this cutting-edge Virtual Summit, we will bring together Pharma, Payers, Providers, 
Patients, Policy Makers, and Researchers. You will hear actual case studies and exam-
ples of:

● LIFE CYCLE MANAGEMENT OF RWE: How to avoid the 8-ball problem to get      
your RWE study results earlier so they are more actionable

● PARTNERS MATTER – SUCCESS STORIES: How to identify the right partners 
from Payers, to Providers, to Patient populations so your results are actionable and 
drive market access

● STRETCHING BOUNDARIES BEYOND USUAL STAKEHOLDERS: Which 
stakeholders should you consider, but haven’t? Expand your RWE study to other 
groups to drive recruitment, adaptation, and improve outcomes.

● INNOVATION FORUM: Which innovations exist that can take your RWE study de    
signs and results to the next level? We’ll discuss data sources, patient recruitment 
tools, communication methods, and more.

At the end of this VIRTUAL SUMMIT, you will be equipped with the knowledge to de-
velop a RWE Checklist to help you execute your next study efficiently, effectively, and 
with maximum impact to meet your objectives.



AGENDA:
1.  Welcome / Introduction

Patti Peeples, RPh, PhD, CEO of HealthEconomics.Com

2.  Keynote– The Landscape for RWE
This keynote address will set the stage for the conference, focusing on the          
importance of RWE and the conditions that must be in place for its promise to 
be fulfilled, with specific emphasis on addressing stakeholder needs.

3.  The Strategic Imperative of RWE for Pharma/Device Companies
For product developers and marketers, the “real world” can be an unfamiliar 
place in which traditional approaches to research and commercialization 
don’t apply.  This session will address issues of particular strategic relevance 
to pharma/device companies striving to develop actionable RWE, both 
organizationally and operationally.  A RWE Checklist will be presented as a 
mechanism for optimizing the development and communication of RWE over a 
product’s life-cycle.

Jeff Trotter, President, Continuum Clinical
Amy Smalarz, PhD, President, Strategic Market Insight

4.  Session I: RWE: Needs, Expectations and Impact 
What exactly is the promise of RWE?  This session will explore the various 
issues and perspectives involved, with a particular focus on the needs of the 
users of RWE and the resulting impact of RWE developers.

Mark Cziraky, PharmD, Vice President for Research, HealthCore

a.  What is at stake? Who are the stakeholders?
Different stakeholders (payers, providers, patients, etc.) have different 
expectations for RWE.  This session will highlight and contrast those 
differences.

John Glasspool, VP New Therapies and Marketing Development, 
Baxter Bioscience

b.  How is RWE developed and communicated effectively and 
persuasively?

Is there an optimal process/portfolio that should be employed for 
both the development and communication of RWE? What should be 
the focus, and when?  This session will address some of the critical 
challenges that research sponsors may encounter.



c.  Where is the field going in terms of imperatives?   
Is RWE a de facto requirement for marketplace success?  How do 
needs vary, based on evolving data capabilities, increasing patient-
centricity focus, and the evolving provider marketplace? This session 
will explore the truly crucial issues of today and where we may be 
heading in the future.

5.  Session II: Voices of the Stakeholders 
RWE holds a different promise depending on one’s perspective.  Session 
II speaks directly to these issues by going into additional depth on the 
perspectives of the stakeholders most impacted by RWE.

a.  Physicians
RWE reflects actual practice: how are these data affecting patient care 
and management, and what else is needed for it to result in improved 
patient outcomes?

b.  Payers
Is RWE sufficient for influencing coverage and reimbursement 
decisions, and are the results actionable by the payer audience? Why 
or why not?

Amy Smalarz, PhD, President, Strategic Market Insight
 

c.  Patients
What role can patients play in the development of RWE, or – 
conversely – what role can RWE play in improving a patient’s 
management of their disease? Is there adequate awareness of the 
value of RWE (in contrast to data from RCTs or other sources)?

Emily Freeman, PhD, Director, Health Behavior & Program 
Evaluation, Pfizer

d.  Policy makers and regulatory influencers
How should RWE evolve to influence policy decisions most effectively? 

e.  Pharmacists
What role can community-based pharmacists play in the development 
of RWE in terms of study design and recruitment?  How can 
pharmacists deploy RWE results in their management of patients and 
their outcomes?

6.  Session III: Lifecycle management of RWE
RWE has different implications in the pre- versus post-approval timeframes, 
and even more subtle differences exist along the way.  Session III will consider 
the “traditional” operational and organizational approaches employed by 
pharma/device companies in exploring whether RWE merits an unconventional 
approach.



a.  Challenges to operationalize RWE
Organizations often have a hard time making internal resources and 
processes designed for RCTs work for RWE.  This session will present 
some of the critical success factors in effective and efficient RWE 
development, and will address the critical question of “when to start” in 
terms of developing RWE for the marketplace.

b.  Strategic approach toward a win:win outcome
Numerous organizations are calling for patient inclusion in outcomes 
research – but how can this be done effectively? This session will 
discuss success stories as well as learning opportunities via a defined 
strategic approach for endeavors which are ‘wins’ for patients, 
providers, pharma and policy makers.

 
c.  Successful partnerships (Pharma/ACOs/Vendors/Payers)

What Partnerships have worked, and why? This session presents 
actual case studies on collaborative efforts with critical partners 
(ranging from data providers to investigators to payers) in the 
development, communication, and implementation of RWE.

Shontelle Dodson, Senior Director, Head of Outcomes Research 
and Managed Markets, Astellas 

7.  Session IV: Innovation and the Future: What’s next?
What’s the future of RWE, considering technological advances that may make 
information available at the touch of a finger?  What new resources exist to 
assist in your next RWE?  This session will also explore the impact of recent 
regulation in terms of encouraging the proliferation of RWE, and also consider 
the underlying pros and cons.

a.  ACOs and Obamacare
Recent legislation in the United States has a dramatic impact on 
RWE, but where are we in terms of its acceptance?  How are these 
new provider networks influencing the demand for RWE, and how it is 
implemented?  Have we reached a “tipping point” from which there’s 
no turning back on the importance of RWE.

b.  Underutilized data sources (EMRs)
Medical record technology has advanced such that EMRs are 
becoming standard in medical practice; however, as a data source, 
EMRs may be underutilized.  This sessions will explore the present and 
future of EMRs as a source for RWE.



c.  Data mining and PROs via social media
Many are advocating the mining of social media --- through structured 
questionnaires or “unstructured” conversations --- as a vehicle ranging 
from market research to RWE to safety signal detection.  This session 
will explore the potential and limitations.

Joseph Jackson, PhD, Program Director, Applied Health 
Economics and Outcomes Research, and Associate Professor, 
Jefferson School of Population Health

8.  Session V: Strategic Summary and Checklist Review
The virtual meeting concludes with a review of key issues and a reaffirmation of 
the importance of addressing the RWE imperative within a strategic context.  A 
review of a RWE Checklist for implementation of your next RWE will be shared.

Jeff Trotter, President, Continuum Clinical
Amy Smalarz, PhD, President, Strategic Market Insight


