
Lead at DCRI, DUKE CLINICAL RESEARCH INSTITUTE

8:00  Registration and Continental Breakfast

9:00  Conference Chairs’ Welcome and Opening 
Remarks

9:15  Keynote: Examine the Current Regulatory 
Landscape on a National and Global Scale
• Examine how the changes to the Common Rule impact

consent practices in clinical trials
• Provide updates on the privacy and transparency

aspects of EMA Policy 70
• Discuss EU-US Privacy Shield guidelines with heightened

transfer requirements
• Explore Health Canada and FDA’s intention to progress

clinical trial transparency
Christopher Trudeau, J.D., Associate Professor, 
UNIVERSITY OF ARKANSAS FOR MEDICAL SCIENCES 
(UAMS), CENTER FOR HEALTH LITERACY

10:15  Best Practices in Health Communication and 
Plain Language As Required by the EU and 
U.S.
• Deep dive into health literacy and plain language

principles as necessary tools for audience-specific
communication throughout the clinical trial process

• Discuss health literacy as a set of dynamic
communication factors that affect health and health
decisions

• Explore plain language as a set of tools to ensure the
audience can understand health information the first
time they read or hear it regardless of their background
or education

• Provide examples of plain language summaries and
practices that focus on what people want and need to
know about the trial

Catina O’Leary, President and CEO, HEALTH LITERACY 
MEDIA (HLM)
Behtash Bahador, Senior Manager, Quality and 
Compliance, Communicating Trial Results, CENTER FOR 
INFORMATION AND STUDY ON CLINICAL RESEARCH 
PARTICIPATION (CISCRP)

11:00  Networking Break

11:30  Deep Dive Into Barriers to Harmonized Data 
Disclosure
• Overcoming barriers in varied languages/text formats
• Review lay language summary variations
Do you want to spread the word about your organization’s solutions 
and services to potential clients attending this event? To learn more 
about these opportunities, please contact Arthur Butler, Business 
Development Manager, at abutler@questex.com. 

12:15  Luncheon

1:15  Discuss Responsible Clinical Data Sharing for 
Better Patient Outcomes
• Review legal regulations in patient privacy during data

disclosure
• Provide models for operational excellence for data

sharing
• Move beyond compliance and navigating legal

regulations
Asba Tasneem, Informatics Portfolio Leader, Data Sharing 

2:00  Digital Innovation While Remaining Non-
Promotional: Best Practices for Plain Language 
Summaries in the Digital Space
• Review available guidance for non-promotional, plain

language communication
• Explore the use of the digital space for different

populations of participants
• Learn how to identify when your communications cross

the line from non-promotional to promotional
• Discuss how to appropriately reach trial participants, and

inform them when the results of their trial are available
Julia Farides-Mitchell, Senior Manager, Quality and 
Compliance, Communicating Trial Results, CENTER FOR 
INFORMATION AND STUDY ON CLINICAL RESEARCH 
PARTICIPATION (CISCRP)

3:00  Networking Break

3:30  The Future of Healthcare: Understanding the 
Use of AI and Blockchain in Patient-Level Data 
Sharing
• Can acute healthcare delivery ever safely and effectively

catch up to the event horizon of life science research
that is currently pulling away exponentially?

• Review why the enormity of the genotypical battlespace
and distilling actionable intelligence amidst the fog of
war is the perfect intersection

• Converge standards for EHR have primed the pump for
phenotypical and environmental expression of data as
inputs to the lambda calculus

• Discuss who the beneficiaries of transgenerational
ancestral access to both data and biological samples
and how might precision medicine unfold

• Examine obstacles that have we inadvertently created to
a future of progress and how can humanity get out of its
own way and facilitate AI-guided therapeutics

• When to expect the results to shift from patients as
customers to patients as healthy participants in the aid
of others less fortunate

• Deep dive into the practical application of a distributed
ledger interface between parties instantiate and what
that experience will look like

• Look into how blockchain will become a catalyst to
pharmaceutical innovation

• Focus on how blockchain enables processes to free the
industry from the shackles of liability

Bob Stewart, Board Member and Chief Technology 
Officer, THE ALLIANCE FOR CLINICAL RESEARCH 
EXCELLENCE AND SAFETY (ACRES)

4:15  End Day One

DAY ONE Wednesday, August 14, 2019
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8:00  Continental Breakfast

9:00  Conference Chairs’ Recap of Day One
9:15  Keynote: What Disclosure and Transparency 

Look Like From the Patients’ View
• What is WIIFP and why do disclosure and transparency

play a key role?
• Learn how patients think about clinical trials and

transparency, and how to produce data they can use
• Cover the debate about “patient centricity” and what

it really means to work with patients in the clinical
development process to build valuable partnerships that
can deliver win/win results for everyone involved

• How to ensure that your disclosure and transparency
efforts hit the mark with patient communities, and how
to work effectively with patient communities when
disclosing information

Deborah Collyar, President, PATIENT ADVOCATES IN 
RESEARCH (PAIR)

10:15  Using Quality by Design to Simplify Clinical 
Trial Start-up and Disclosure Compliance
• Base policy on regulation, SOP on policy, and work

instruction on SOP
• Consider disclosure when developing clinical document

templates
• Complete strategic planning, with possible adaptation of

study design — before study start-up
• Use the protocol synopsis as the fully approved “same

page” from which all the study start-up documents,
applications, and registries may be developed
simultaneously

Joyce Hauze, CCRA, ACRP-PM, Associate Director, Clinical 
Trial Disclosure and Transparency, MALLINCKRODT 
PHARMACEUTICALS
Mary Brantner, Senior Director, Head of Global 
Development Operations Process and Systems, 
MALLINCKRODT PHARMACEUTICALS

11:15  Networking Break

11:45  Planning Clinical Trials With the Disclosure 
Endpoint in Mind 
• Close collaboration between disclosure and medical

writing teams through the life cycle of the study
• Increase disclosure requirements for journal publications
Jo Anne Blyskal, Head of Global Regulatory Medical 
Writing and Data Disclosure, TEVA PHARMACETICALS
Kelly DiGian, Ph.D., MBA, Director, Data Transparency and 
Disclosure, TEVA PHARMACEUTICALS

12:45  Luncheon

1:45  Aligning Clinical Trial Transparency Operations 
Across Functions to Optimize Compliance
• Engage cross-functional resources to reduce delays and

increase the validity of submitted data
• Streamline and coordinate disclosure processes across

functions for consistency and efficient disclosure
operations

• Minimize data discrepancies and operation costs for
clinical trial transparency compliance activities

Oladayo Oyelola, Ph.D., Director, Clinical Trial Information 
Disclosure, DAIICHI SANKYO

2:45  Lessons Learned: Reflecting on Five Years of 
Responsible Clinical Trial Data Sharing Via the 
YODA Project
• Review lessons learned since the launch of clinical trial

data sharing with the Yale Open Data Access (YODA)
project in 2014

• Reflect on the past and what we have learned that can
be applied to the future of responsible and
transparent sharing of de-identified data

• Explore opportunities to collaborate and expand beyond
clinical trial data sharing and apply learnings to other
types of data sources

Karla Childers, Senior Director, Strategic Projects, 
JOHNSON & JOHNSON

3:45  Conference Concludes

DAY TWO Thursday, August 15, 2019

TESTIMONIALS

“I’m leaving with a much better understanding of data transformation/
anonymization and feel confident speaking to it in my organization now.” 

—Consultant, Clinical Trial Registry, ELI LILLY AND COMPANY

“Really great content and presentation(s). Engaging and informative.” 
—Clinical Trial Disclosure Lead, TAKEDA
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