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Organizations 
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Agenda 

• Introduction of Panel Members 
• Landscape of Data Sharing Initiatives  
• Themes and Challenges 
• Discussion Topics 
• Initial Comments by Panel Members 
• Panel Discussion 
• Q & A Session 
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Panel Members 
• Kald Abdallah (Project DataSphere) – Chief Project Data Sphere Officer 

• Ed Bowen (Pfizer) – TransCelerate Placebo / Standard Of Care  Executive 
Leader  

• Keith Elliston (tranSMART) – CEO, tranSMART Foundation  

• Sharon Hesterlee (Parent Project Muscular Dystrophy) – VP of Research  

• Bron Kisler (Clinical Data Interchange Standards Consortium) – VP, 
Strategic Initiatives 

• Mary Ann Slack (FDA) – Deputy Director, Office of Strategic Programs, 
(OSP) CDER 
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Landscape of Data Sharing Initiatives 
• Tremendous potential for new insights from 

existing and newly generated data 
 

• Many active projects for sharing of clinical data 
 

• Varied objectives, at times multiple objectives 
 

• Multiple platforms in use 
 

• Common themes and challenges 
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Data Sharing Landscape 
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Data Sharing Landscape 
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Data Sharing Landscape 
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Data Sharing Landscape 
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Data Sharing Landscape 
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tranSMART Collaborative Data Sharing 

• Collaborative Data Sharing 
– Open Source Knowledge 

Management Platform 
– Common data formats and 

interfaces 
– Hosted Hackathons and Datathons 

stimulate collaboration 
– Active marketplace and ecosystem 

• Examples 
– Michael J. Fox Foundation 

• Neurodegeneration 
– eTRIKS 

• 50+ IMI projects incl. 
UBIOPRED 

– PCORI / Harvard 
• Phelan-McDermid Syndrome 

– Neptune / U Michigan 
• Kidney disease 

– CTMM/TraIT 
• Oncology 

 



Data Sharing Landscape 
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Data Sharing Landscape 
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Data Sharing Landscape 
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Themes and Challenges 
• Range of objectives for data sharing drives differences in implementation  
• Competing requirements need to be addressed 

• Need to comply with all applicable regulations 
• Need to protect patient privacy 
• Need to respect sponsor confidential information and  intellectual property 
• Need to optimize utility of shared data 

• Complicated by access and use of data from multiple sources 
• A wide range of data types need to be handled 

• Clinical trial data, observational study data, registry data 
• Comprising genotypic, phenotypic, treatment, outcome data 

• With the ability to share the organized and curated data with a wide range 
of researchers.  
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Initial Comments by Panel Members 
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Topics for discussion 
• What are the best methods to maximize the research utility of 

data contributed by multiple organizations to a collaborative effort 
 

• Success stories in analyzing and pooling data to yield new insights 
and tools 
 

• Harmonization of approaches to data sharing/aggregating of data 
 

• How to increase collaboration across existing data sharing 
initiatives  
 

• Integrating Electronic Health Records into Clinical Trial databases 
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Q & A Session 
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Thanks! 
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Thank you for participating! 
Good-bye 
Au Revoir 

Auf Wiedersehen 
Adios 
Ciao 
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