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Why Analysis Results Metadata? 
• Traceability is a fundamental principle in ADaM: 

– It enables the reader to understand the data flow from collection to 
SDTM and ADaM to Analysis Results 

• Analysis Results Metadata provides traceability from results in a 
statistical display to the data in the analysis datasets 

• Analysis Results Metadata includes: 
– Identification of critical analysis displays and particular results 

– Details on analysis performed (reason, underlying analysis dataset(s), 
selection criteria, documentation, programming statements) 

• Facilitates documentation and reproduction of the analysis 
results 

• Not needed - or even advisable - for every analysis in a 
submission 
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ADaM Metadata and Define-XML history 

2005 - CRT-DDS v1.0 
Focus on SDTM metadata 

2008 - CDISC SDTM/ADaM Pilot Project 

2009 - ADaM v2.1 Model  
ADaM specific metadata requirements 
(Parameter VLM, Analysis Results Metadata) 

2009 - CDISC/FDA Integrated Data Pilot 

2013 - Updated CDISC SDTM/ADaM Pilot  

2013: Define-XML v2.0 
officially applicable for ADaM) 

2015 - Analysis Results Metadata v1.0 for Define-XML v2 

  Including draft  
Analysis Results Metadata 

based on CRT-DDS v1.0) 

  Including draft  
Analysis Results Metadata 

based on CRT-DDS v1.0) 
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ADaM Results Metadata – Pilot 1 (2008) 
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ADaM Results Metadata – Pilot 2 (2009) 
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ADaM Results Metadata – Pilot 1 Update (2013) 
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ADaM Results Metadata – Pilots 

• No formal specification 

• Draft XML schemas (or no schema at all) 

• Based on CRT-DDS 1.0 (Define-XML 1.0) 

– Limited document referencing capabilities 

– No WhereClause support 

– Limited comment support 
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ADaM Results Metadata – Pilots 
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ADaM Results Metadata v1 for Define-XML v2 
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ADaM Results Metadata v1 for Define-XML v2 
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ADaM Results Metadata v1 for Define-XML v2 

• Formal Technical Specifications 
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ADaM Results Metadata v1 for Define-XML v2 

• For Define-XML v2 only 

• Utilizes various Define-XML v2 constructs 

– WhereClause 

– Document reference support 

– Comment support 

 

• It is recommended to move to Define-XML v2 
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ADaM Results Metadata v1 for Define-XML v2 
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ADaM Results Metadata v1 for Define-XML v2 

• Updated Define-XML v2 XSL Stylesheet 

• Works for ADaM, SDTM, SEND (with or without Results 
Metadata) 
– Bug fixes 

– Many improvements for linking to external PDF documents with physical 
page references or named destinations 

– Added Study metadata display 
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Analysis Results Metadata – Metadata Fields* 

• Display Identifier 

• Display name 

• Result Identifier 

• Parameter (Code/Decode) 

• Analysis Variable 

• Reason 

• Dataset 

• Selection Criteria 

• Documentation 

• Programming Statements 

 * Version 2.1 of the Analysis Data Model (ADaM) Document, December 17, 2009  
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ADaM Results Metadata v1 for Define-XML v2 
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ADaM Results Metadata v1 for Define-XML v2 
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ADaM Results Metadata v1 for Define-XML v2 
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ADaM Results Metadata v1 for Define-XML v2 
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ADaM Results Metadata v1 for Define-XML v2 
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ADaM Results Metadata v1 for Define-XML v2 
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ADaM Results Metadata v1 for Define-XML v2 
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ADaM Results Metadata v1 for Define-XML v2 
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ADaM Results Metadata v1 for Define-XML v2 
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ADaM Results Metadata v1 for Define-XML v2 
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ADaM Results Metadata v1 for Define-XML v2 
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ADaM Results Metadata v1 for Define-XML v2 
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ADaM Results Metadata v1 for Define-XML v2 
PMDA – New Study Data Technical Conformance Guide (April 27, 2015) * 

* PMDA Technical conformance guide (in Japanese) http://www.pmda.go.jp/files/000204728.pdf 

http://www.pmda.go.jp/files/000204728.pdf
http://www.pmda.go.jp/files/000204728.pdf
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ADaM Results Metadata v1 for Define-XML v2 
PMDA – New Study Data Technical Conformance Guide (April 27, 2015) * 

* PMDA Technical conformance guide (in Japanese) http://www.pmda.go.jp/files/000204728.pdf 

• It is desired that define.xml for ADaM includes Analysis Results 
Metadata. 

• Regarding formats for Analysis Results Metadata, CDISC’s 
Analysis Results Metadata Specification for Define-XML should 
be used as a reference, wherever possible. 

• However, if it is difficult for sponsor to submit Analysis Results 
Metadata by including it in define.xml, it can also be submitted 
in PDF format specified in eCTD-relevant notices. 

• By the way, it is also allowed to create explanation and so on in 
define.xml in Japanese. 

http://www.pmda.go.jp/files/000204728.pdf
http://www.pmda.go.jp/files/000204728.pdf
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ADaM Results Metadata v1 for Define-XML v2 

What’s next? 

• The ADaM Metadata Team is developing validation checks 
for The Analysis Results Metadata extension 

• These can then be implemented by validating applications 
(OpenCDISC, ...) 

• But you can already validate your Define-XML v2 (+ ARM) 
against the XML Schema (you should!) 

 

• FDA reference in the Data Standards Catalog? 
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Thank you! 
 
Questions? 


