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SAS® Clinical Data Integration
New product offering 
from SAS

Available for SAS 9.2 
Platform

Extends functionality of 
SAS® Data Integration 
Studio
• Plug-ins
• Transformations
• Reports
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SAS Clinical Data Integration Features

Provides a central platform for metadata 
management of industry standards

Flexible for CDISC +/- scenarios and custom 
standards

Customized Data Integration Plug-ins for 
Standards Management

Customized Transformations for Standards 
validation and Define.xml generation

Integrates with SAS ® Clinical Standards Toolkit 
for validation and conversion between models
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SAS Clinical Data Integration Workflow
Import Data Standards

Customizing Data Standards

Configuration of Defaults

Create a Clinical Component

Define Domains

Utilize Metadata in transformation process

Monitor Development Status

Analyze Use of Data Standard
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Importing Data Standards

CDISC Industry Standards 
shipped with SAS Clinical Data 
Standards Toolkit

Adaptable to custom 
implementations
• SDTM +/-
• Internal Standards
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Data Standard Loaded in Metadata

SDTM 
Classes

SDTM 
Domains
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Customizing Data Standards
SDTM Standard LB Domain
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Customized LB Domain (SDTM +/-)
Customizing Data Standards
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Clinical Domain Properties
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Clinical Domain Column Properties
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Configuration of Defaults

Manage Clinical Components
• Study Component

− Study level metadata and content
• Submission Component

− Aggregated metadata and content
− Collection of studies

Define default structure for clinical components
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Clinical Component Defaults
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Clinical Component Defaults
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New Clinical Component Wizard
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Content Created
Component Folder

Default Folders

Default Libraries
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Creating Domains

Data Standard Domains (templates)

Custom Domains

Copy Existing Domains
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Create Standard Domain from Domain templates
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Custom Domains

Uses the data model to construct domains

Generalization of SDTM model to accommodate 
custom standards
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Create Custom Domain – Select Domain Class
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Select Columns
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Copy Existing Domains Metadata 
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Clinical Transformations
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Compliance Transformation

Validates compliance of domains against 
selected data standard

Compliance checks include validation of
• Metadata 
• Controlled terminology
• Data Values
• Custom

SAS, Janus, and WebSDMTM checks included
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Select Data Standard Model 

Select Domains to 
Validate
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Select Validation Checks
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Clinical Standards Toolkit Code Generation
Data Standard Metadata is used to generate Toolkit  

tables: Reference_tables, Reference_columns
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Clinical Standards Toolkit Code Generation
Domain Metadata is used to generate Toolkit tables:  

Source_tables, Source_columns



Copyright © 2009, SAS Institute Inc. All rights reserved.

Clinical Standards Toolkit Code Generation
Options specified on Transformation Properties 

page are used to generate Toolkit 
SASReferences dataset and macro calls
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Detailed Results
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Summary Results
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Publish Define.xml file

Select Domains to include

Select  define.xml generation options
• Customize style sheet
• Output Encoding
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Clinical Standards Toolkit Code is Generated
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Define.xml
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Monitor Domain Status
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Analyze Use of Data Standard
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Promote Custom Domains
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Promote Custom Domains into Data Standard
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Summary

SAS Clinical Data Integration
Standardization - Expedite data standardization 
through reuse of metadata

Consistency - Automate setup of studies, 
controlled terminology, and transformation 
processes

Conformance – Validate against data standard,  
customize conformance checks

Administration - Monitor the consistency, and 
use of standards within an organization 
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Questions ?

Thank you, and enjoy the conference
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