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Creation of the SDTM data 
Process at Grünenthal (GRT) 

 Creation of the SDTM data is outsourced to CRO 

 

Upfront agreement between GRT and the CRO  

 The CRO creates the SDTM data according to the GRT standards based on the GRT 
template describing the GRT SDTM Standard (excel file) and the corresponding 
Instruction for Use document and standard annotated CRFs.  

 For every delivery of SDTM data the CRO has to provide an inventory file together 
with the data (based on a GRT template) which includes an overview of the delivered 
data. 

Process of the receiving SDTM data to GRT 

 The received SDTM data should be checked and stored in the Clinical Data 
Warehouse (CDW) in the target area. 

 The SDTM data, including the inventory file, will first be uploaded into the data 
exchange area of the Clinical Data Warehouse (CDW). 

 Before the SDTM data will be moved to the target area, three automated checks  
will be performed. 

 The aim of these checks is to find out if: 

– the data are in line with the delivered inventory file 

– all expected files are delivered / no additional files included 

– the delivered SDTM data are in line with the GRT SDTM Standard / data description 
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Grünenthal Clinical Data Warehouse 

Upload to the Clinical Data Warehouse 
Process at Grünenthal  
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Automated checks for uploaded CRO SDTM data 
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Check 1 
Check the SDTM data against the inventory file on the dataset level. 

 The inventory file is created by the CRO and is a part of the SDTM package. It includes a list of all 
delivered files, the number of observations per file (only for SAS files) and the data status. 

 The automated check compares the filenames, the specified transport type and the number 
of rows against the delivered SDTM data package. 

 The result of the check will be displayed in a report. 

 

Example for the inventory file of the SDTM delivery  Example receiving SDTM  



GRÜNENTHAL      Name der Präsentation        Datum GRÜNENTHAL      Page 6 

Automated checks for uploaded CRO SDTM data 

Automated checks for uploaded CRO SDTM data                                                   15 Mar 2016 

 

Check 2 
Check if all expected files have been received. 

 At the beginning of a trial a trial master file is set up in the CDW specifying all expected 
data categories for the trial. Additionally, a list of expected files and a reference to the GRT 
SDTM Standard can be included for the data category. 

 

 The automated check compares the delivered SDTM data package against the list of 
expected files for the respective data category in the trial master file. The check is 
performed on a filename level. 

 The result of the check will be displayed in a report. 

 

Example for the trial master file  Example receiving SDTM  

not expected files 
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Check 3 
Check if the received SDTM data are in line with the GRT SDTM Standard / data description.  

 The trial master file can include a list of expected files for a data category – it can also 
include a link to the GRT SDTM Standard for every file. 

 

 

 

 

 

 

 

 

 

 The automated check is performed on the dataset level. 

 The dataset will be checked against the corresponding GRT SDTM Standard and version. 

 The following information is checked: variable name, variable label, variable type and 
variable length. 

 All inconsistencies will be displayed in a report. 

 

 

 

Example for the trial master file 
information about 

the GRT SDTM Standard 

 (version 4) used for every file  
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GRT SDTM Standard 
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 Example for GRT SDTM Standard, DM domain 

– Check the SDTM data on the dataset level against the defined GRT SDTM Standard 
variable name, variable label, type and length. 
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Summary   

1. Check 1 – Completeness check against the inventory file. 

 

2. Check 2 – Expectedness check against the trial master file. 

 

3. Check 3 – Consistency check against the GRT SDTM Standard. 
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