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
Following the trend, big pharmaceutical companies are on the way to partly or completely 
outsource study conversion to SDTM, especially regarding the large stock of legacy studies 
available in every house. Among other factors, it was the growing workload, enormous time 
pressure from sponsors and increasing competition in the CRO sector what drove the CRO to 
step on the road of changes. 

As one of the global players, the CRO has numerous locations around the globe, with front 
offices located in North America, Europe and Asia and supporting offices in South Africa.  
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 
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
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         
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

             
           
              
           



               




          
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
 


 
 


 

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





          

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     



             


 


 
 


 
 
 
 










          

   
          

            

           
            


Tracing the usage of SDTM structures on the target side, we can see that they are used in several 
outcomes of the process, for example, in the mapping specification, mapping programs and 
define.xml. Consequently, the management of target domain definitions reveals a great deal of 
potential for reusability. Due to this fact, the process was designed to begin with the 
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definition/usage of metadata templates for target structures. The templates contain all core 
information such as domain and attribute level metadata as well as links to controlled 
terminology and/or dictionaries which is already pre-configured. This approach reduces the work 
in a mapping project to adjustments, smaller in comparison with setting up the structures from 
the scratch. Certainly it means more work initially, but allows users to benefit later from reusable 
domain definitions.  


 
 
 
 
 




   
         



              






            
 





      


           
         

            



            

            


        
    
             
             
             

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
      
             


 


 
 
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