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Process Overview



Process Overview
• The Data Standards Library contains :

– Standard CRF templates (CDASH)
– Metadata definitions (SDTM, Therapeutic area)

used to 
create study 
metadata



Process Overview
• Generating study metadata by selecting CRF templates 

from the Data Standards Library



Process Overview
• Study Metadata Repository is used to measure the 

consistency of metadata
• Study metadata is sent to external or internal partners 

for database build



Process Overview
• After study build, data and metadata will be:

– compared against the Study Metadata Repository
– validated against the Data Standards Library Verification
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Data Standards Library

• The Data Standards Library 
contains :
– Standard CRF Templates:
• using CDASH metadata
• with clustered SDTM metadata
• annotated for CDASH
• annotated for SDTM

– Metadata Definitions :
• SDTM Standards
• Therapeutic Area Standards

THERAPEUTIC 
AREA METADATA



METADATA DEFINITIONS

DATA STANDARDS 
LIBRARY

STANDARD CRF TEMPLATE

SDTM 1.2
SDTM IG 3.1.2

THERAPEUTIC 
AREA METADATA

Metadata Definitions

• 5 levels of metadata
• SDTM IG 3.1.2 and TA metadata 

stored in the same physical tables
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Metadata Definitions
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Algorithms



Standard CRF Templates
• Standard CRF Template Library :

– using CDASH metadata
– with clustered SDTM metadata
– annotated for CDASH
– annotated for SDTM



Standard CRF Templates - CDASH

• CRF template using CDASH annotations



Standard CRF Templates - SDTM



Standard CRF Templates - CDASH

• CRF template using CDASH annotations



Standard CRF Templates - SDTM



Standard CRF Templates - CDASH
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Standard CRF Templates - CDASH

• CRF template using CDASH annotations
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Standard CRF Templates - SDTM
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Study Specifications



Generation of Study Specifications

• Generation of study 
metadata requires :
– visit schedule and CRF 

templates
– study parameters



Study Metadata Repository

• The Study Metadata Repository contains :
– 5 levels of metadata in physical tables– 5 levels of metadata in physical tables

– Study specifications/parameters :
• Define Values: Study name, MedDRA & WHODrug version, metadata 

versions, …
• Trial Summary Values: Age Group, Trial Indication, Planned Number 

of Subjects, …

– Visit schedule and selected CRF templates

• Possibility to add study specific non-standard specifications

VISIT 
SCHEDULE

CRF 
TEMPLATES
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Study Metadata Specifications and Reports

• Comparison reports
1. study metadata vs. Data Standards Library
2. study metadata across the Study Metadata Repository

• Study metadata specifications
1. 5 levels of metadata
2. define.xml
3. list of CRF templates
4. visit schedule



Study Metadata Comparison Reports

• Comparison reports
1. To compare study metadata against the Data Standards 

Library
2. To measure metadata consistency between studies

Comparison done across all the levels of metadata
existing in the Study Metadata Repository



• 3 different statuses :
– Ok : metadata present in Data Standards Library
– Study Specific : metadata not present in the Data Standards 

Library
– Difference : difference in the metadata value

1. Comparison with the Data Standards Library



2. Comparison across studies

• 2 different statuses:
– Ok : no metadata conflict
– Difference : difference in metadata value between studies



Study Specifications for Data Collection Area 

• Study specifications
1. 5 tables, one for each level of 

metadata 
2. Define.xml



• Study metadata specifications

CRF TEMPLATESVISIT SCHEDULE

3. Visit schedule
4. CRF templates

Study Specifications for Data Collection Area 
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Data and Metadata Verification

• The data and metadata are verified by a two-step 
process :
– Comparison against the Study Metadata Library
– Validation against the Data Standards Library



Comparison of study data and metadata

• 4 different statuses :
– Ok : no conflict in metadata
– Difference : difference in the metadata value
– Missing : metadata not in study data
– Addition : metadata not in study specifications



Validation of study data and metadata



Validation - Checks



Validation - Flowchart



Validation - Reports

• 3 reports are created:
– Exception log
– Exception summary
– Exception table



• 3 reports are created:
– Exception log
– Exception summary
– Exception table

Validation - Reports



• 3 reports are created:
– Exception log
– Exception summary
– Exception table

Reported Exception Record Identifiers Exception Attributes

Validation - Reports
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Summary

• Data Standards Library
• Multi Layered (CDASH, SDTM … ADaM)
• Facilitate building the study metadata

• Study Metadata Repository
• Generate study specifications
• Control consistencies across studies

• Validate data and metadata against the data standards 
library

• Compare data and metadata against the study metadata 
repository 

• Similar process can be designed for ADaM




