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INTRODUCTION 

n  Define.xml  
§  Data definition specification 
§  Metadata for SDTM, SEND and ADaM 
§  Submission to regulatory agencies indicating the datasets, 

variables, controlled terms, and other specified metadata used  

n  Define.xml creation can be a difficult task 
§  Manual operations can lead to errors 
§  Living document, a lot of maintenance 
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INTRODUCTION 

n  Automated creation and maintenance of the Define.xml  
§  in-house developed applications 

•  Reduce manual operations 
•  Provide accurate Define.xml  
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METADATA REPOSITORY (MDR) 

n  Master source of metadata, global metadata library 

n  Based on SDTM structure 

n  Contains all available 
§  Domains  
§  Variables 
§  Value lists 
§  Code lists 
§  Computational Methods 

n  Different MDR versions 
§  Sponsor specific implementation 
§  New implementation version 
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METADATA REPOSITORY (MDR) 
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METADATA REPOSITORY (MDR) 

n  Define.xml 
§  Start with complete master metadata library 
§  Copy MDR at trial level  
§  Make it more trial specific 
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METADATA REPOSITORY (MDR) 
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METADATA REPOSITORY (MDR) 
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METADATA REPOSITORY (MDR) 

n  Database view 

n  SGSSTATE: IN, EX 
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METADATA REPOSITORY (MDR) 

n  Define.xml 
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IN-HOUSE DEVELOPED APPLICATIONS 

n  Automatically make the MDR trial specific 
§  Annotation Tool 
§  SDTM Mapping Tool 
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IN-HOUSE DEVELOPED APPLICATIONS: 
ANNOTATION TOOL 

n  Guide user in annotating a CRF 
§  Copy from annotation library 
§  Guidance in new annotations 
§  Layout of annotations 
§  Review process 
§  Customisable per implementation standard 
§  Future proof: new implementation standards 

n  Oracle Application Express   
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IN-HOUSE DEVELOPED APPLICATIONS: 
ANNOTATION TOOL 
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IN-HOUSE DEVELOPED APPLICATIONS: 
ANNOTATION TOOL 

n  PDF is uploaded and 
available in the tool 

n  Look and feel of the 
annotations 
§  Font, font size, color 

linked to specific 
implementation 
standard 

n  Review process 
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IN-HOUSE DEVELOPED APPLICATIONS: 
ANNOTATION TOOL 

n  Guide user in annotating a CRF 
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IN-HOUSE DEVELOPED APPLICATIONS: 
ANNOTATION TOOL 
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IN-HOUSE DEVELOPED APPLICATIONS: 
ANNOTATION TOOL 

n  More accurate and qualitative annotated eCRF 

n  Annotations captured electronically 
§  Use in other applications e.g. Define.xml 

n  Domains, variables, values lists, code lists 
used in the annotation are known 

n  Make metadata more specific by setting the 
SGSSTATE flag in the MDR 
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IN-HOUSE DEVELOPED APPLICATIONS: 
SDTM MAPPING TOOL 

n  Based on annotation tool and on applicable MDR, mapping 
is performed by the programmer 

n  EDC extracts (usually SASTM files), are loaded into the 
database 
§  All input fields, radio buttons, checkboxes from the eCRF are 

captured and presented to the programmer like a pivot table 
§  Per form the programmer is able to map each column to a 

specific SDTM variable 

n  Guide the programmer 
§  Copy the complete mapping from another trial 
§  Create a new mapping by selecting the applicable domain and 

variable from a standard specific dropdown list 

n  C# with Oracle database  
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IN-HOUSE DEVELOPED APPLICATIONS: 
SDTM MAPPING TOOL 
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IN-HOUSE DEVELOPED APPLICATIONS: 
SDTM MAPPING TOOL 
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THE KEY TO A COMPLETE DEFINE.XML 

n  Use an EDC test environment 

n  Enter test data with all possible questions and 
answers populated on the CRF  

This test data + the in-house developed applications will 
enable us to create a Define.xml from study start 
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THE KEY TO A COMPLETE DEFINE.XML 

n  Automatically populate SGSSTATE 
§  Include or exclude domains, variables 

n  Origin of variables 

n  CRF page 
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THE KEY TO A COMPLETE DEFINE.XML 

n  Automatically populate SGSSTATE 
§  Include or exclude domains, variables 

n  Origin of variables 

n  CRF page 
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THE KEY TO A COMPLETE DEFINE.XML 

n  Living document 

n  External data 

n  Randomisation 

n  Blinded data  

n  Changes in SDTM implementation guide 

n  Length for character variables 
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CONCLUSIONS 

n  In-house developed software tools 

n  Facilitate, speed up and improve quality 
§  Annotation tool  
§  SDTM Mapping tool 

 

n  Provide information needed to automatically create 
accurate metadata  

n  Future proof: easily integrate new standards in our 
different software tools 

n  Flexibility 
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THANK YOU FOR YOUR ATTENTION 

 
Roman Radelicki 
Agriculture, Food and Life 
Clinical Data Programmer Coordinator 
 
SGS Belgium NV 
Generaal De Wittelaan 19A b5 
2800 Mechelen – Belgium 
Phone:     +32 (0)15 29 93 45                                
Fax:         +32 (0)15  27 32 50 
E-mail :   roman.radelicki@sgs.com 
www.sgs.com/CRO 

WHERE EXPERIENCE 
MEETS  SPEED 


