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Updates

FDA State of the Union
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PhUSE Deliverable Review at FDA

• A PhUSE Project Team provides a deliverable to the PhUSE 
Steering Committee

• The Steering Committee reviews and forwards the deliverable 
to FDA

White Paper

Reviewer Guide Validation Rules Analysis 
Script

Data Visualization

*Idea for graphic shamelessly stolen from Helena Sviglin



PhUSE Deliverables Review at FDA –
The Process

FDA Evaluation Process – The Graphical Representation
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The Process – New Developments
PhUSE Steering Committee to 

develop a site for housing 
PhUSE Deliverables

PhUSE to develop process for 
Versioning of PhUSE 

Deliverables



Updates From CDER - SDRG

• SDRG = Study Data 
Reviewer’s Guide
– FR Notice published
– FDA Review Ongoing
– FDA Report expected 

Spring 2016

https://www.federalregister.gov/articles/2015/07/23/2015-18027/intent-to-review-a-study-data-reviewers-guide-template


Updates From CDER - NSDRG

• NSDRG = Nonclinical 
Study Data Reviewer’s 
Guide
– FR Notice
– FDA Review Ongoing
– FDA Report expected 

Spring 2016

https://www.federalregister.gov/articles/2016/03/04/2016-04791/intent-to-review-a-nonclinical-study-data-reviewers-guide-template


Updates From CDER – ADRG, 
SDSP, LDCP
• ADRG = Analysis Data Reviewer’s Guide

– Seeking FDA Champion
• SDSP = Study Data Standardization Plan

– FDA Champion Identified
– FDA expected to pick up in Summer 2016

• LDCP = Legacy Data Conversion Plan
– Final plan coming to FDA Summer/Fall 2016



Updates From CDER -
Standard Script Sharing

Name of Script
Current Status in 
JumpStart

Version sent to 
PhUSE in 2014/2015

Version sent to 
PhUSE in 2016

AE Severity
Active - updates 
implemented ae_v1.sas ae_v1.sas

AE Toxicity
Active - updates 
implemented ae_oncology_v1.sas ae_oncology_v1.sas

Demographics Active demographics_v1.sas demographics_v1.sas

Disposition
Active - updates 
implemented disposition_v1.sas disposition_v2.sas

Exposure
Unused in 
JumpStart service N/A exposure_v1.sas

Liver Labs
Active - updates 
implemented N/A liver_v2.sas

MedDRA at a Glance
Active - updates 
implemented

ae_meddra_w_flag_g
eneration_v1.sas

ae_meddra_w_flag_g
eneration_v1.sas



Agenda
1. eStudy Guidance and Technical Conformance Guide: 

Are you Ready?
2. How Good is Your Data? Perspectives from the 

Trenches:
1. SDTM
2. SEND
3. ADaM

3. The State of the Data Reviewer’s Guides
4. Summary of Working Group Success and Projects 

Moving Forward
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