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AGENDA 

Define.xml example 
Why SAS CST (Clinical Standards Toolkits)? 

Pros and Cons vs other tools 
Folder structure 
Work flow 

Data structures 
Fill in study specific information into Define.xml 
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Dataset level 
Variable level 
Value level 
Codelist level (Controlled Terminology) 
 

Define.xml example 

Define.xml 



4 2013-05-24 

SAS CST OpenCDISC In house Dev Commercial 
Fees Free with SAS 

license 
Free Expensive 

(man-months) 
Expensive, 
renew fees 

Pros An integral part 
of Clinical Data 
Integration; 
can be 
customized to 

 

Easy to use;  
No learning 
curve, several 
button clicks 
 

Easy to use and  
customization 
 

Easy to use and  
customization 
 

Cons Learning curve Little 
customization 
(Code List); 
User has to edit 
study specific 
information on 
the XML file 
directly. 

QC needed; 
Keep up with 
new Define 
versions 
 

?? 

Pros and Cons vs OpenCDISC/other tools 
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C:\Program 
Files\SAS\SASClinicalStandardsToolkitSDTM312
\1.3\sample\cdisc-sdtm-3.1.2\sascstdemodata 
C:\Program 
Files\SAS\SASClinicalStandardsToolkitCRTDDS
10\1.3\sample\cdisc-crtdds-1.0 

SAS CST folder structure 
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Folder structure 

4) 39 datasets are created here. 
3) Programs to create 39 datasets 
and define.xml. 
5) Define.xml is created in this folder. 
1) XPT datasets are put in this folder. 
1) SDTM datasets in SAS format. 

2) Programs to create source 
metadata. 
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1_create_sourcemetadata.sas 
2_update_meta_dataset_variable.sas 
3_create_crtdds10_from_sdtm311.sas 
4_update_meta_value_codelist.sas 
5_create_crtdds_define.sas 

Work flow 
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4 LEVELS OF METADATA 
Dataset level 
Variable level 
Value List level 
Code List level 

Data structures 
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Study protocol, description 

source_study 
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source_tables, Dataset level metadata 
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source_columns, Variable level metadata 
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2_update_meta_dataset_variable.sas 

Fill in study specific information 

Dataset level Variable Level Study Info 
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4 LEVELS OF METADATA 
Dataset level 
Variable level 
Value List level 
Code List level 

Data structures 
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39 datasets, Value List level metadata 
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39 datasets, Code List level metadata 
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4_update_meta_value_codelist.sas 
 

Fill in study specific information 

Value list level Code list level 
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