


Plenary Overview
The Future of Enabling Health Authority Access to Information

• Welcome
Lilliam Rosario, FDA & CSS Chair

• 10 Years of the Data Transparency Working Group

• Dataset-JSON as Alternative Transport Format for Regulatory Submissions
Sam Hume, CDISC, Jesse Anderson, FDA & Stuart Malcolm, PHUSE/Veramed

• PRISM
Ginny Hussong, FDA

• precisionFDA: Transforming the Future of Regulatory Science
Elaine Johanson, FDA

• Awards
      Chris Price, Roche & CSS Chair





PHUSE Working Groups

Data Transparency
Data Visualisation & 

Open Source 
Technology

Emerging Trends & 
Technologies Nonclinical Topics

Optimizing the Use 
of Data Standards Real World Evidence Risk Based Quality 

Management Safety Analytics



Let’s welcome our new 
Working Group Leads!



Optimizing the Use of Data Standards

Sandra (Sandy) 
VanPelt Nguyen

Edwin van
Stein



Safety Analytics

Robert (Mac) 
Gordon

Ellis F Unger



NEW FOR 2024…

SUPPORTED BY:

Key App Features 
● Network with fellow attendees 
● Create a tailored agenda 
● Take detailed session notes
● Stay updated with event notifications
● Explore contributor profiles 
● Share your experience on the Activity Feed

Enhance Your Event Experience with the PHUSE CSS App!

Should you require technical support when using the App, please contact events@phuse.global 
or speak to a PHUSE Team member onsite.

mailto:events@phuse.global


Plane Builder Award 
Winners



Data Transparency
Dan Bilodeau



Data Visualisation & Open 
Source Technology

Melvin Munsaka



Emerging Trends & Technologies
Radha A Railka & Ying Su



Nonclinical Topics
SEND Survey Project Team



Optimizing the Use of Data 
Standards 

Christine Rossin



Real World Evidence
Dhruba Sikdar



Risk Based Quality Management
Chris Wells & Mireille Lovejoy



Safety Analytics
Aimee Basile



Time for a special 
thank you…



Thank You

Jane Owens ● Working Group Lead for the Optimizing the 
Use of Data Standards Working Group for 
many years

● Contributor and driver of many projects in 
the Optimizing the Use of Data Standards 
Working Group

● Driver and major contributor to the 
regulatory referenced SDSP

● Instigator of the process for managing and 
maintaining PHUSE regulatory referenced 
deliverables



Thank You

Mary Nilsson ● Safety Analytics and previously Safety 
Analytics and Code Sharing Working Group 
Lead

● A Working Group Lead since the first CSS
in 2012

● Contributor and driver of many Safety 
Analytics White Papers

● Driver and major contributor to the safety 
analytic content of PHUSE Education



Thank You

Stephen Wilson ● One of the initial “Instigators” for PHUSE 
partnering with FDA to run CSS

● A driving force behind and at the annual 
CSS

● Invaluable contributions to multiple 
working group projects

● His (many) references to "Building the 
plane while it is flying" inspired the 
naming of the "PHUSE Plane Builder 
Awards"



PHUSE Recognition



PHUSE Recognition



PHUSE Recognition



Wishing you all a productive and fulfilling CSS.
Let's make every moment count!


