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Disclaimer 

This speech reflects the views of the 
speaker and should not be construed to 
represent FDA’s views or policies



Topics
• This is a Conversation, A Relationship
• Learning About Collaboration
• Current Working Groups
• A Small, Selective Sample of Projects: Old and New
• Meanwhile … Back at the FDA
• CDISC and PhUSE
• Challenges/Progress
• Looking for Motivation



This Is A Conversation, A 
Relationship
• Some History
• A Note Concerning Tom Sawyer
• Last Year

– “Pre-Competitive Collaboration”
– CSS and Meetings 2.0
– “Socializing Deliverables” Tony Hewer, Emerging Technologies 

Working Group



Some
History



Learning About Collaboration
• Organization  

– Steering Committee
– CSS Planning Committee
– Leadership Teams
– Projects

• Connecting with the FDA 
• Technology – Wiki, Tcons, Document Sharing
• The CSS



2015 CSS-Optimizing Data 
Standards WG Agenda



Current Working Groups
• Optimizing the Use of Data Standards
• Development of Standard Scripts for Analysis and 

Programming
• Non-Clinical Road-map and Impacts on Implementation
• Semantic Technology
• Emerging Trends and Technologies



A Small, Selective Sample of 
Projects: Old and New
• Representing Clinical Program Design in RDF

– Impressive Sequel, Keeping it New

• PhUSE Data Transparency Working Group
– Recognizing a Need

• My New Camera & the SEND Implementation Forum 
– Creating a Product, Becoming “Essential”



Representing Clinical 
Program Design in RDF



PhUSE Working Group: 
Data Transparency



My New Camera
Canon PowerShot S110



The YouTube Solution



SEND Implementation Forum
http://www.phusewiki.org/wiki/index.php?title=SEND_Implementation_Forum

http://www.phusewiki.org/wiki/index.php?title=SEND_Implementation_Forum


Meanwhile, … Back at the FDA
• Computational Science Center
• Tools and Reviewer Process/Involvement
• Future -- Clinical Trials Repository
• Lawyers, PhUSE Deliverables, SDRG, Federal Register 

Announcement
• PhUSE FDA Participants Support Group – Crystal Allard
• Office of Biostatistics, Statistical Policy Council, Data 

Review Committee … Please Say “Hello”
• Therapeutic Area Standards User Guides
• Global Attention – PMDA, EMA
• Wiki



OB/SPC Data Review Committee



Therapeutic Area Users Guides



Meanwhile, … Back at the FDA
• New Attitudes
• Filing and 21st Century Review
• New seriousness concerning data 
• “Due Data Diligence”
• “Data Partner”
• New Position Created – Lead Medical Officer, Associate 

Director for Informatics, OND/IO



CDISC and PhUSE
• MOU
• Mutual Recognition … Making it Real
• Going Global
• And so much more …



CDISC/PhUSE MOU



Examining Our Relationship: 
Challenges/Progress
• Volunteer / Co-Lead /Staying Involved
• Getting the Right Projects
• Transparency/”Optics”
• Recognition/Appreciation
• FDA Involvement – Disclaimer & “Liaison”
• Wiki and “Agile Communication”
• Testing and “Socialization of Deliverables”



Looking for Motivation



The 2015 PhUSE CSS … We 
Are Here … So … Where Are 
Those Next New Projects?

• “Curating” Clinical Data?
• ADaM Analysis Results Metadata 1.0 for Review?
• Using Therapeutic Area Standards in Developing 

Protocols and SAPs?
• …
• What’s in Your Head/Heart/Gut?



Looking for Motivation



http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRw&url=http://www.scottcochrane.com/index.php/2015/01/05/the-hard-work-required-to-impact-lasting-change/&ei=_qsGVf_TENPasAS-qIKgAQ&bvm=bv.88198703,d.cWc&psig=AFQjCNGIoXntzYY6C8f1beL90UnxhrLz-A&ust=1426586945402225
http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRw&url=http://www.scottcochrane.com/index.php/2015/01/05/the-hard-work-required-to-impact-lasting-change/&ei=_qsGVf_TENPasAS-qIKgAQ&bvm=bv.88198703,d.cWc&psig=AFQjCNGIoXntzYY6C8f1beL90UnxhrLz-A&ust=1426586945402225


Give Yourselves A Group Hug



… And Let’s Get Started..



Thank You From Me, Tom
and a Grateful World
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