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FDA Disclaimer

This presentation reflects the views of the author and 
should not be construed to represent the views or 
policies of the U.S. Food and Drug Administration



The FDA Mission and Our Collaboration
• The Food and Drug Administration is responsible for protecting 

the public health by ensuring the safety, efficacy, and security of 
human and veterinary drugs, biological products, and medical 
devices; and by ensuring the safety of our nation's food supply, 
cosmetics, and products that emit radiation.

• FDA is responsible for advancing the public health by helping to 
speed innovations that make medical products more effective, 
safer, and more affordable and by helping the public get the 
accurate, science-based information they need to use medical 
products and foods to maintain and improve their health.
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Collaboration
• Goals: Identifying needs, prioritizing, listening, observing, 

assessing and evaluating The Data
• System Objectives: Facilitating communication and  

understanding  within and across groups of participants and 
organizations

• Purpose: Establishing mechanisms and processes so that 
individuals work together to achieve  well-defined/ beneficial 
deliverables. 

• Importance – Bringing people and organizations together to 
learn and  to solve problems and to make a difference.
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Some Historical Background
• NDA Rewrite  (1987) 
• PDUFA (1992)
• Submission Management and Review Tracking (SMART) Program (1994)
• FDAMA  (1997)
• 21 CFR Part 11 (1997)
• Providing Regulatory Submissions in Electronic Format — NDAs (1998)
• Critical Path Initiative (2004)
• Critical Path Institute (2005)
• Office of Translational Sciences (2006)
• Office of Computational Science 
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DIA/FDA CDER/CBER Computational Science 
Annual Meeting (2010 -2011)
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FDA/PHUSE CSS (2012 – 2021)
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Two DIA/FDA Computational Science Meetings
“Meetings - 1.0”

• Clinical Data Submission Standards and Tools
• Terminology Standards
• Data Quality Assurance
• Chemistry and Manufacturing
• Post-Market Safety
• Community Repository of Program Code
• NCI CaBIG
• eCRFs 
• Non-Clinical Data Submission Standards and Tools
• Janus
• Comparative Effectiveness Research
• HL7



FDA/PHUSE CSS
“Meetings - 2.0”

• A different kind of conference:  A Collaborative Workgroup 
Symposium

• Organizing Committee: Broadly defined 6 working groups to 
continue the work 

• Much bigger than these workgroups
• Looking to start and support collaborative workgroups that will 

continue until all of the work is done.
• Technical “Stakeholder Workgroups” – but we are asking you to 

move beyond “your stake” … act as knowledgeable professionals 
seeking solutions

• Work Products, timelines, next steps



2012 CSS Original Purpose

The FDA wishes to establish collaborative working 
groups to address current challenges related to the 

access and review of data to support product 
development. These groups will work on possible 

solutions and practical implementations with the goal 
of helping the broader community align and share 

experiences to advance computational science. 



Tom Sawyer & The Fence



2012 FDA/PHUSE CSS: Working Group Structure
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Pre-2012 FDA/PHUSE CSS: Assignments
• The March 2012 Computational Science Meeting is a starting point

– We want to maintain the working groups

• Each working group needs to develop a short list of key topics by 7 March 
2012 to be shared with meeting attendees to help the attendees select a 
working group within which they will participate

• Each working group should beginning to plan to identify ways to 
communicate and share their work (e.g., white paper, lesson learned, best 
practices)

• We will be developing a Wiki to serve as a means to share information in a 
managed fashion(e.g., who can post information)



2012 CSS: The Six Original Working Groups
• Working Group 1: Data Validation and Quality Assessment
• Working Group 2: Reducing Risk Within the Inspection Site 
• Working Group 3: Challenges of Integrating and Converting Data 

Across Studies
• Working Group 4: Standards Implementation Issues With the Clinical 

Data Interchange Standards Consortium Data Models
• Working Group 5: Development of Standard Scripts for Analysis and 

Programming
• Working Group 6: ``Non-Clinical Road-Map'' and Impacts on 

Implementation
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2012 CSS Working Group 4
Standards Implementation Issues with the 

CDISC Data Models – Original Members

• FDA
– Helena Sviglin

• Industry 
– Joanna Koft
– John Brega
– Liz Leahy
– Scott Bahlavooni
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Developing a Transparent Collaborative Tool 
for WGs: The PHUSE Wiki
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Before the 2012 FDA/PHUSE CSS …
Identifying Issues -- A Sample

2. MOD-020: High Adding "analysis-like" content to SDTM skews the intent of the 
tabulation model and presents traceability challenges.
– The addition of “analysis-like” variables to SDTM is resulting in a circular conversion 

process. CDMS data converted to SDTM datasets → Create derived analysis datasets using 
SAP → derived content from analysis datasets is recycled back into SDTM datasets to make 
complete. 

3. MOD-030: High The SDTM IG does not adequately describe the Exposure domain.
– EX Assumption 1c provides five different methods for creating/deriving EX. 
– SDTM IG examples are insufficient for industry implementation. 

4. MOD-040: High CDISC models do not provide a method for adequately describing 
the content of supplemental qualifiers or the Findings About (FA) domain. 
– “Forward traceability” – CDISC models should enable the documentation of the content of 

supplemental qualifiers and FA such that CDER can easily identify key content from those 
sources that were used in an analysis. 

– If this cannot be done within model, the Data Guide may be a viable alternative. 



During the FDA/PHUSE CSS 
Working Group 4 Projects / Work Products

• Data Guide
• Information not to include in SDTM for 

submissions
• Use Cases
• Challenges Industry Faces with 

Implementing Standards 



The PHUSE CSS SDRG
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The FDA/PHUSE CSS Collaboration -- Flying
Many, Many Planes While Building Them

20https://www.youtube.com/watch?v=S_dgWl83cTM

https://www.youtube.com/watch?v=S_dgWl83cTM
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“Socializing” the Deliverables 

2.2.1 SDRG for Clinical Data 
An SDRG for clinical data should be 
named cSDRG (the prefix ‘c’ designates 
‘clinical’) and the document should be 
named ‘csdrg’ and provided as a PDF file 
upon submission (csdrg.pdf).

…
14.  A specific template for a Study Data 
Reviewer’s Guide for clinical studies is not 
specified. However, an example can be found at 
https://www.phuse.eu/css-deliverables. The 
PhUSE nSDRG template has been reviewed by 
FDA and published in the Federal Register …
.

22https://www.fda.gov/media/151717/download



Do collaborations work to advance regulatory science? 
(BIMO) Bio-research Data Reviewers Guide
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The FDA/PHUSE CSS -- 10 Years of Collaboration 
Supported by an Independent, Non-Profit, 

Global Community of Data & Project Management Professionals 
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25www.fda.gov



Documentation: The PHUSE Archive
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PHUSE EU/US Connect
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Organizational Collaboration
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FDA DISCLAIMER

www.fda.gov



FDA/PHUSE Regulatory Science Collaboration: 
Making A Difference

31https://phuse.s3.eu-central-1.amazonaws.com/Archive/2014/CSS/US/Silver%20Spring/POS_PP11.pdf
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One of Us …
“Susan had a 
long career as 
a statistician 
and worked to 
pave the way 
for safer 
treatments and 
medications in 
the United 
States.”

https://www.legacy.com/us/obituaries/newsobs
erver/name/susan-kenny-
obituary?pid=199387312



So … Who’s In for the 2021 CSS?
Continue to be You … to 
Collaborate, to Think, to Do … 
to Make a Difference!

Tom Sawyer says, “THANK YOU 
FOR ALL OF OF THESE YEARS OF 
WHITE PAINT AND SWEAT!!!”
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