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Agenda 

§  CDISC standards in SAS : introduction to SAS Clinical 
Data Integration 

§  CDISC data and metadata collection in SAS Clinical 
Data Integration 

§  Augmenting the define.xml file via the SAS CRT-DDS  
tables 
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Clinical Data Integration functionalities 

§  SAS code-based solution 

§  Centralized robust metadata repository 

§  Robust generation of processes that transform and 
integrate data 

§  Extensive transformation library to process data 

§  Included SDTM 3.1.2 IG data model, other standards 

§  Producing CRT-DDS (define.xml) throughout the 
process 

§  Extensible with user-written SAS code transformations 
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Types of metadata : CDISC-related and 
 Study–Level metadata 
§  Structural metadata : data elements 

§  Lengths and formats 
§  Description and labels of datasets / columns 
§  Primary keys 

§  Codelists 
§  Value-level metadata 
§  Computational algorithms 
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Process overview 
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Metadata Collection, Domains, Columns 
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Define.xml file transformation process 

§  Select Domains to include 

§  Select  define.xml generation 
options 
§  Customize style sheet 
§  Output Encoding 
§  Location for CRT-DDS tables 
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Clinical Standards Toolkit Code is Generated 
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Define.xml 
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CRT-DDS SAS DATA MODEL  

§  SAS provided data model that represents CRT-DDS 
Version 1.0 format  

§  Patterned to match the XML element and attribute 
structure of the define.xml file 
§  StudyEvent : patient visit 
§  Form : data-entry form 
§  ItemGroup : panel or SAS dataset 
§  Item : a dataset variable or SAS field 
§  Codelist : SAS format or lookup table 

ODM 

Study 

AdminData 

ReferenceData 

ClinicalData 



11 

 
Copyright © 2010, SAS Institute Inc. All rights reserved. 

ItemDef, Domain Column metadata 
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Augmenting the define.xml file 

§  Additional metadata can be added to the SAS CRT-DDS 
data sets 

§  SAS Clinical Standards Toolkit will incorporate the 
additional data into the define.xml file. 
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SAS CRT-DDS tables for Annotated CRF 

§  AnnotatedCRF – contains document references to the 
annotated case report form  

§  MDVLeaf – contains the href link for the Annotated CRF 

§  MDVLeafTitles – contains a descriptive title for the 
Annotated CRF  
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SAS Code to add data for Annotated CRF 
*Lookup OID for the SDTM 3.1.2 standard in MetaDataVersion;  

 proc sql noprint;  

  select OID into :mdv from _svWork.MetaDataVersion  

  where name="CDISC-SDTM 3.1.2";  

 quit;  

*Add records for Annotated CRF;  

 proc sql;  

  insert into _svWork.AnnotatedCRFs  

    set DocumentRef = "BlankCRF",  

        leafID= "AnnotatedCRF",  

        FK_MetaDataVersion = "&mdv";  

  insert into _svWork.MDVLeaf  

    set ID= "AnnotatedCRF",  

        href = "./blankcrf.pdf",  

        FK_MetaDataVersion = "&mdv";  

  insert into _svWork.MDVLeafTitles  

    set title= "Blank Annotated CRF",  

        FK_MDVLeaf = "AnnotatedCRF";  

 quit;  
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Define.xml with Annotated CRF metadata 
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Define.xml with Annotated CRF metadata 

§  Annotated Case Report Form 
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SAS CRT-DDS tables for Value Level Metadata 

ValueLists – contains id of value lists  

ValueListItemRefs– contains id of each item in a value list 

ItemValueListRefs – associates each value list item to a row 
in the ItemDefs dataset  

ItemDefs – contains metadata for each id in ValueListItemRefs 
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Value Level metadata 

§  Look up the SCTEST column id so we can associate 
the value level metadata to the source column 

 proc sql noprint;  
  select OID into :srccol from _svWork.ItemDefs  
  where name='SCTEST';  
 quit;  
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SAS Code for Value Level metadata -  
ValueLists, ItemValueListRefs 
§  Add record for new value list SCTESTVALS and 

associate it to the SCTEST source column 
 

 Proc SQL;  
  insert into _svWork.ValueLists  
    set OID= "SCTESTVALS",  
           FK_MetaDataVersion = "&mdv"; 
  insert into _svWork.ItemValueListRefs  
    set ValueListOID= "SCTESTVALS",  
        FK_ItemDefs = "&srccol";  

   quit; 
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SAS Code for Value Level metadata - ItemDefs 
§  Add records for each value in Value list to the ItemDefs 

table 
  Proc SQL; 
      insert into _svWork.ItemDefs  
   set OID= "VAL001",  

         Name = "Height",  
       DataType = "text",  
       Length = 3,  
       SASFieldName = "HEIGHT",  
       comment = "Height taken barefoot",  
       label="Height in inches",  
       FK_MetaDataVersion = "&mdv"  
          set OID= "VAL002",  
              Name = "Weight",  
              DataType = "text",  
              Length = 4,  
              SASFieldName = "WEIGHT",  
              comment = "Weight without shoes",  
              label="Weight in pounds",  
              FK_MetaDataVersion = "&mdv";  
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SAS Code for Value Level metadata –  
ValueListItemRefs 
§  Add records associating the SCTESTVALS value list 

to each value item in the ItemDefs table 

  Proc SQL; 

  insert into _svWork.ValueListItemRefs  

    set ItemOID= "VAL001",  

        OrderNumber=1,  

        Mandatory="Yes",  

        KeySequence=1,  

        FK_ValueLists = "SCTESTVALS"  

    set ItemOID= "VAL002",  

        OrderNumber=2,  

        Mandatory="Yes",  

        KeySequence=2,  

        FK_ValueLists = "SCTESTVALS";  
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Define.xml with Value Level Metadata 
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Define.xml with Value Level Metadata 

§  Value Level metadata 
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Summary 

§  SAS Clinical Data Integration provides industry-standard 
capabilities to convert clinical data into CDISC data and 
produce the CRT-DDS file 

§  Ongoing central metadata management is key to this 
built-in process 

§  The CRT-DDS can be customized at a detailed level 
using the SAS CRT-DDS tables 
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Questions ??? 


