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FDA JumpStart Service  
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Focus Areas 

Three Focus Areas, Five Active Projects 
Script Repository 
(3 projects)   

Analyses and Display 
White Papers  
(ADW, Mary Nilsson) 

Communication, 
Promotion, Education 
(CPE, Jared Slain and 
Wendy Dobson) 

Script Discovery and Acquisition (SDA, 
Rebeka Revis, Michael Man) 
Repository Content and Delivery (RCD, 
Gustav Bernard, Andrew Miskell) 
Repository Governance and 
Infrastructure (RGI, Mike Carniello, 
Hanming Tu) 
	



Scripts Used in JumpStart 

•  Background 
–  Received the first few prior to CSS 2015 
–  More scripts prior to CSS 2016 

•  Location 
–  Standard Scripts and Analyses GitHub Repository 
–  Tested/SAS folder 
–  http://www.phusewiki.org/wiki/index.php?

title=User_Guide_for_Standard_Script_Repository 
•  Technical Specifications 

–  SAS 9.2 
–  SDTM 
–  Documentation stored with code 



Seven Scripts Received So Far 

•  Adverse Event (AE) Severity 
•  AE Toxicity 
•  Demographics 
•  Disposition 
•  Exposure 
•  Liver Labs 
•  MedDRA at a Glance 



Script Header 



Repository Structure │ Tested/SAS Folder 

•  Folder for each endpoint category 
–  AE, DM, DS, EX, LB, MedRA 

•  Folder for specification documents received from FDA with scripts 
•  Templates 

–  Excel files to contain output 
•  Utilities (ZZ_Utilities) 

–  Used by multiple scripts 
•  Macros 

–  Specific to a script 



AE Severity 

•  A series of AE severity panels 
are created 

Adverse 
Events (AE) 

•  AE_v1.sas Program 

•  Three files are produced Output 

PhUSE 
•  An updated version is available 
•  Ae_v1upd.sas 
•  Review is ongoing 



AE Severity │ Data Tables 

 



AE Severity │ AE Odds Ratio Analysis 

 



AE Severity │ Relative Risk Analysis 

 



•  A series is created of AE 
toxicity panels 

Adverse 
Events (AE) 

•  AE_oncology_v1.sas Program 

•  One file is produced Output 

PhUSE 
•  An updated version is available 
•  ae_oncology_v1upd.sas 
•  Review is ongoing 

AE Toxicity 



AE Toxicity │ Toxicity Analysis 

 



Demographics 

•  Summarize study data based 
on the demographics of study 
participants 

Demographics 

•  demographics_v1.sas Program 

•  One file is produced Output 

PhUSE •  Review continues 



Demographics │ Demographics Analysis 

 



Disposition 

•  Charts the time to disposition 
event for all subjects and for 
exposed subjects 

Disposition 

•  disposition_v2.sas Program 

•  One file is produced Output 

PhUSE •  Review continues 



Disposition │ Disposition Analysis 

 



Exposure  

•  Performs an analysis of the 
exposure events for subjects in 
the study 

Exposure 

•  exposure_v1.sas Program 

•  One file is produced Output 

PhUSE •  Review continues 



Exposure │ Dosing Distribution 

 



Exposure │ Planned to Actual Dosing 

 



Liver Labs  

•  Creates a series of liver lab 
analysis panels Liver Labs 

•  liver_v2.sas Program 

•  A summary is produced Output 

PhUSE •  Review continues 



Liver Labs │ Possible Hy’s Law Cases 



MedDRA at a Glance  

•  Creates a series of AE panels 
by MedDRA level At a Glance 

•  Ae_meddra_w_flag_generation
_v1.sas Program 

•  One file is produced Output 

MedDrA 

Does not perform as expected 
•  “MedDRA at a Glance Error Summary.xls” 

was created but not accurate 
•  “MedDRA at a Glance Analysis Panel.xls” not 

created 
•  Expects input files not detailed in 

requirements 
•  Work continues to create a functioning 

version  



MedDRA at a Glance │ Max vs BL 

 



How to Participate 

•  Sign up for the PhUSE working group mailings 
–  From phusewiki.org, click “Join a Working Group Now” 
–  Standard Scripts Groups 

•  CSS-WG-Standard-Scripts (Entire Working Group) 
•  CSS-WG-Standard-Scripts-WhitePapers (White Paper 

Project Team) 
•  CSS-WG-Standard-Scripts-Platform (Script Repository) 
•  CSS-WG-SS-WhitePaperReviewers (Notified when a white 

paper is ready for review) 
•  See wiki pages for each of the projects (www.phusewiki.org) 


