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Background 

 

 

 

 

 

 

 

Grünenthal (GRT) is currently outsourcing SDTM creation! 

 

We need to check the quality of the SDTM data! 

Adherence to Controlled terminology (CT) is one important aspect! 
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How to check CT  
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Manual checks? 
 

NO!!! 
- Too time-consuming 

- Too error-prone 

- Too boring 

 

We need some automated solution! 
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But how? 

Use OPEN CDISC checks? 

- Good to check OPEN CDISC rules! 

 

 

 

 

 

 

- but how do we address GRT terminology or specific study terminology? 

 

We need a GRT solution! 
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The plan 

Technical implementation of checks 

- Apply metadata to STDM or ADaM data 

- Derive violations 

 

Reporting 

- Show CT violations 

 
 

 

Metadata 
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Rules 
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1. Metadata generation 
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Metadata generation from the Excel file containing rules 

 Variable level (example) 

 

 

 

 

 

 

 

 

 

 Value level (examples) 
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Mapping List 

Mapping 

Codelists 

Code List 
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Technical Implementation with SAS: The parameters 

Input dataset(s)

Metadata

Report results

Process

• Location of the data 

• Name of the data sets (or _all_) 

• Location and name of Metadata 

• Location and name of report file 
 

• Type of data (SDTM, ADaM) 

• Output options 

• Selection of data and checks 
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2. Technical Implemetation: Example 
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Technical Implementation: Data input 
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Input dataset(s)

Metadata

Report results

Process Selected Mapping List 

ae 

Mapping List 

Code List 
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Technical Implementation: Intersection of two lists of values 

&list2. &list1. 

ae Mapping List 

Selected Mapping List 
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Technical Implementation: Generation of results datasets 
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ae 

Input dataset(s)

Metadata

Report results

Process

Mapping List 

Code List 

Selected Mapping List 

Instructions 

Violations 

ae dm … 
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3. Application, Reporting and 
Conclusion 
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Application 
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SAS Job SAS 

Programs/Macros 
Excel Output 



GRÜNENTHAL      Name der Präsentation        Datum GRÜNENTHAL      Page 15 

Reporting 
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Conclusion 

 Can be used within SAS programs 

 ADaM or SDTM 

 Multiple studies can be checked simultaneously 

 Users can control and modify input metadata (sponsor or study specific codelists) 

 Scope is addressed via macro parameters 

– All domains of current study 

– Specific domains across various studies etc. 
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Questions? 
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Many thanks for your attention! 
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