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ANALYSIS RESULTS METADATA: 
WHY TO DO IT AND HOW TO DO IT

 What’s new in Define-XML V2.1

 Overview of Define-XML Analysis Results Metadata (ARM)

 ARM Examples

 Creating ARM from Analysis Tables
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WHAT’S NEW IN DEFINE 2.1
 Define and reference standards

 Highlight non-standard elements

 Document planned domains that were not included

 Indicate variables with only null values

 Changes to Origin
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NON-STANDARD ELEMENTS
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WHAT’S NEW IN DEFINE 2.1
 Define and reference standards

 Highlight non-standard elements

 Document planned domains that were not included

 Indicate variables with only null values

 Changes to Origin



10

NULL DATA
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WHAT’S NEW IN DEFINE 2.1
 Define and reference standards

 Highlight non-standard elements

 Document planned domains that were not included

 Indicate variables with only null values

 Changes to Origin
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CHANGES TO ORIGIN
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DEFINE 2.1 SDTM ORIGINS
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DEFINE 2.1 ADAM ORIGINS
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OVERVIEW OF ARM
 Draft standard released 2014 for public comment

 Final standard released 2015 with support for Define-XML V2.0 and V2.1

 Define-XML 2.0 required for NDA studies starting after 2016-12-17

 Define-XML 2.1 required for NDA studies starting after 2022-03-15

 Define ARM is currently optional, no date for future requirement
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THE STYLESHEETS
There are 2 stylesheets available for use with ARM:

 define2-0-0.xls modified 2015-01-16 (Analysis Results Metadata 

Final Package)

 define2-1.xls modified 2019-05-08 (Final Define 2.1 release)
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WHY USE ARM?

 Highlight Key Tables or Findings

 Provide Additional Analysis Details

 Enhance Traceability
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WHAT ARE WE DOCUMENTING?

 Primary, secondary, or exploratory outcome measures

 Driven by the SAP and study design

 NOT every table or result
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ARM CONCEPT – ANALYSIS DISPLAY



ARM CONCEPT – ANALYSIS DISPLAY
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ARM CONCEPT – ANALYSIS RESULT
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ARM CONCEPT – ANALYSIS RESULT
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ARM CONCEPT – ANALYSIS RESULT
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ARM SUMMARY STRUCTURE

Define Stylesheet
Pinnacle21 Analysis Displays

Pinnacle21 Analysis Results
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ANALYSIS DISPLAY STRUCTURE
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ANALYSIS RESULT STRUCTURE
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ANALYSIS PARAMETERS
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IN SUMMARY
 Help your reviewer – provide ARM

 Describe Primary, Secondary, and Exploratory outcome measures

 Use plain language descriptions

 Provide additional detail with links to the SAP and programs



CONTACT INFORMATION
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For questions, contact:
David Brega, dbrega@pharmastat.com

For professional inquiries, contact
info@pharmastat.com
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