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Importing ODM into SAS
Part 1
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Steps in demonstration

2

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

3
4

Short intro to SAS and CDISC

PROC CDISCPROC CDISC

Clinical Standards Toolkit
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PROC CDISC

Input CDISC ODM XML files to SAS data set(s)Input CDISC ODM XML files to SAS data set(s)

Output SAS data set content to CDISC ODM 
XML

Validates CDISC SDTM content against model
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Clinical Standards Toolkit

S t f d i d t dSet of macros designed to supersede 
Proc CDISC

Free to existing SAS customers

Built into Clinical Data Integration
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Clinical Toolkit: Framework
V1.2

• CDISC SDTM Framework
Example Methods
%sdtm validate( );• CDISC SDTM Framework

• CDISC CRT-DDS Framework
• CDISC Terminology Framework
• Toolkit Utility Framework

%sdtm_validate(…);
%sdtm_report_validationResults();
%sdtm_create_cterms(…);
%sdtm_create_domainType(…);
%sdtm_create_domains(…);

%crtdds_validate(…);
%crtdds_report_validationResults(…);
%crtdds create cterms(…);
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%crtdds_create_cterms(…);
%crtdds_write(…);
%crtdds_read(…);

%cterms_create_package(…);

Clinical Toolkit: Pluggable Modules
V1.2

• CDISC SDTM Framework
SDTM V3.1.1 Module

• CDISC SDTM Framework
• CDISC CRT-DDS Framework
• CDISC Terminology Framework
• Toolkit Utility Framework

SDTM V3.1.2 Module

CRT-DDS V1.0 Module
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Terminology SDTM-1 Module

Terminology LABTEST Module

Terminology SDTM-2A Module

Terminology SDTM-2B Module
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Clinical Data Integration functionalities

SAS code-based solutionSAS code-based solution

Robust generation of processes that transform
and integrate data

Extensive process library to process data

Included SDTM 3.1.1 IG data model

E t ibl ith itt SAS d
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Extensible with user-written SAS code 
transformations

Glossary for ODM
Study

StudyEvent : patient visit

F d t t f

ODM AdminData

ReferenceData

ClinicalData
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Form : data-entry form

ItemGroup : panel or SAS dataset

Item : a dataset variable or SAS field

Codelist : SAS format or lookup table
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Creation of processes in Clinical Data Integration
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Reading ODM
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Reading additional elements
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Mapping into SDTM, 
ADaM standards
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ADaM standards
Part 2

Setting up new study in SAS

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



Copyright © 2009, SAS Institute Inc. All rights reserved. 9

Accessing Codelists as SAS formats
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ISO8601 date-time formats
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Report
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Codelists

define.xml metadata

Codelists
• Codelist conversion table
• Value Level Metadata
• VLM Transpose table

Computational Algorithm

XML Parameters
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• Study Title
• External Dictionary
• Create Date
• Supplemental Document Links
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Metadata exploitation

SDTM validation checks : with Clinical StandardsSDTM validation checks : with Clinical Standards 
Toolkit

Other utility jobs (e.g. QC contents)
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Study 

Validation Process

DM AECM LB

Study 

Metadata

Domains

Table Metadata Column Metadata

Validation
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Validation
Controls

Validation
Process

Results 
Data

Results 
Reporting

Validation
Results 
Report

Controlled 
Terminology

User-Written 
Custom Checks

User-Written 
Post-Processing
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Conclusion on using this methodology
CDISC SDTM/ADaM expertise remains crucial

Changed our thinking about metadata
• We have turned it from deliverables into a central 

component for our conversions.
• We create it at the very beginning of the process, and 

start using it as a valuable process driver
• Metadata is fun!!...  once we realized its value
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SAS is ready to support end-to-end CDISC
• Integrated with operational systems (EDC)
• End-to-end metadata and data
• A clinical repository for data, metadata and 

transformation analysis code
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