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Scenario 
y Your company has purchased another company 
y You need to create more tables for a study already done 
y You have only datasets and tables, no other documentation 

 
y How do you determine, for example: 

y What procedure and data were used to create table values? 
y Which variables in a dataset were derived vs. collected? 

y May have to re-program everything to match results 
 

y Lack of traceability documentation makes this a much 
more difficult chore than it should be 
 



Traceability: Plan Ahead for Future 
Needs 

Agenda 
y Traceability at Each Step in the Clinical Process 
y Metadata as Part of the Process 



Traceability in Clinical Trials Data Flow 
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Traceability between Data 
Collection and Tabulation 

y Two annotated (e)CRFs  
y One for CRF data 
y One for Tabulation data 

y Include reference data 
y Row numbers 

y Document derivations from CRF to Tabulation data 
y Denote any derived tabulation data 
y Use controlled terminology 
y Minimize transformations 

y Create define file and other metadata from specs 
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Traceability between Data 
Collection and Tabulation - CDISC 

y Two annotated (e)CRFs  
y One for CDASH data 
y One for SDTM data 

y Include reference data 
y Row numbers (--SPID) 

y Document derivations from CDASH to SDTM data 
y Denote any derived tabulation data (--DRVFL)  
y Use controlled terminology 
y Minimize transformations 

y Create define file and other metadata from specs 

  

CDASH 

data 

Annotated 

(e)CRF 

SDTM 

data 



Traceability in Clinical Trials Data Flow 
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Traceability between Tabulation 
and Analysis Data 

y Use controlled terminology 
y Clarify copied vs. derived data 

 
y Use informative labels 
y Include intermediate data for complex derivations 
y Include reference data 

y Row reference 
y Tabulation data not used for analysis 

y Create define file and other metadata from specs 
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Traceability between Tabulation 
and Analysis Data - CDISC 

y Use controlled terminology 
y Clarify copied vs. derived data 

(e.g., DTYPE, PARAMTYP) 
y Use informative labels 
y Include intermediate data for complex derivations 
y Include reference data 

y Row reference (--SEQ, SRCDOM/SRCSEQ, ASEQ) 
y Tabulation data not used for analysis (e.g., *DTC) 

y Create define file and other metadata from specs 
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Traceability in Clinical Trials Data Flow 
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Traceability between Data Analysis 
and Results 

y Ensure analysis datasets are 
“analysis-ready” 

y Use analysis flags to show which 
rows are included in specific 
analyses 

y Create numeric versions of data that have meaning 
other than just for sorting 
y Example: numeric visit represents number of weeks  
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Traceability between Data Analysis 
and Results - CDISC 

y Ensure analysis datasets are 
“analysis-ready” 

y Use analysis flags to show which 
rows are included in specific 
analyses (ANLzzFL) 

y Create numeric versions of data that have meaning 
other than just for sorting 
y Example: numeric visit represents number of weeks 

(AVISITN) 
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Traceability: Plan Ahead for Future 
Needs 

Agenda 
y Traceability at Each Step in the Clinical Process 
y Metadata as Part of the Process 



Metadata 
y Metadata components for tabulation and analysis data 

y DEFINE.XML  
y Reviewers Guides 

y SDRG = Study Data Reviewers Guide 
y ADRG = Analysis Data Reviewers Guide 

 
y Most of what we need in metadata already exists 

y Re-use material in specifications, programs, tools 
 



Define and Traceability 
y Contains information from specifications 
y Each level of metadata provides traceability 
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Define and Traceability - CDISC  
y Contains information from specifications 
y Each level of metadata provides traceability 

 
y Dataset 
y Variable 
y Value 
y Results 
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Define: Dataset Metadata Example 



Define: Variable Metadata Example 



Define: Value Metadata Example 



Define: Results Metadata Example 



Define: Controlled Terminology 
Example 



Reviewers Guides and Traceability 
y Provides additional information beyond define 

y Define is basically a set of tables of information 
y Reviewers Guides are text documents 

 
y CSS Working Groups have created standards 
y Templates, examples, instructions all available at wiki 

y Study Data Reviewers Guide (SDRG) 
y Analysis Data Reviewers Guide (ADRG) 



Reviewers Guide Example 



Metadata as Part of the Process 
y Most of what we need in metadata already exists 

y Re-use material in specifications, programs, tools 
 

y We can automate the creation of content in define.xml and 
reviewers guides 
y Apply stringent rules to structure of Excel specs 
y Consider a metadata repository 
y Could even use specs to drive executable code 

 
y Don’t  wait until after data is complete to think about 

adding metadata 
 



References 
y CSS wiki: phusewiki.org -> CSS Working Groups 

y White paper on Linear Data Flow: -> Optimizing the 
Use of Data Standards 

y ADRG and SDRG: -> CSS Catalog of Deliverables 
y CDISC, including define examples: cdisc.org 

 
 

Questions? 


