


Plenary Overview
FDA Plenary: Collaboration Driving Technology Adoption

• Welcome
Lilliam Rosario, FDA

• Dataset-JSON
Jesse Anderson, FDA, Sam Hume, CDISC & Stuart Malcolm, Veramed

• Open Source Technologies
Michael Stackhouse, Atorus Research & Paul Schuette, FDA

• PHUSE/FDA Innovation Challenge
Chris Hurley, PHUSE Americas Director

• PHUSE/FDA CSS Plane Builder Awards
Chris Price, PHUSE Working Groups Director & Lilliam Rosario, FDA



Time for a special 
thank you…



Anne Russotto

§ Contributor and driver of many 
projects in the ODS working group

§ Industry representative on the 
steering committee for many years

§ Keen eye for detail providing valuable 
feedback on all CSS deliverables and 
processes

§ Poster chair for CSS



Chris Decker

• Initial “Instigator” for PHUSE partnering with 
FDA to run CSS 

• Industry Lead for many years
§ Critical member of the early steering 

committee responsible for setting many of the 
structures in place

§ Long term support of PHUSE Board in relation 
to CSS and Working Groups

§ Advisor to the Steering Committee (now 
Operations Committee) for the last few years



Plane Builder Award 
Winners



Data Transparency
Abby McDonell



Data Transparency
Lauren Hepburn



Data Visualisation & Open Source 
Technology
Lyn Taylor



Emerging Trends & Technologies
Anders Vidstrup



Nonclinical Topics
Gitte Frausing



Optimizing the Use of Data 
Standards 

Lori VanMeter



Real World Evidence
Mary Anne 
Rutkowski



Risk Based Monitoring
Nathalie Van 
Borrendam



Risk Based Monitoring
Annett Keller



Safety Analytics
Robert Gordon



5–8 November
ICC Birmingham



25–28 February
Bethesda North Marriott Hotel & 

Conference Center



Re.   Registration and Call for Posters Opens

Call for Posters & Early Bird Registration Deadline

PHUSE/FDA CSS 2024

January

March

3–5 June


