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Background
For several years, Lundbeck had maintained an in-house SDTM creation tool, 
built solely using SAS and Excel, that handled data from multiple sources, 
variable mapping, controlled terminology, and advanced transformations. This 
resulted in tightly coupled system components, great complexity, a steep 
learning curve and on occasion, problems debugging code.
The implementation of a new data repository, which includes a built-in ETL 
tool, offers new possibilities to see if a simpler, less coupled system was 
possible, and if some of the decoupled tasks could now be performed without 
SAS and expert system knowledge.



Migrating to a new CDR
Was previously using a Clinical Data Repository (CDR) solution
called Waban / Oracle CDC (Phase Forward / Oracle). 
Migrated to a new CDR solution called entimICE (entimo AG)

entimICE CDRWaban CDR
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From raw data to final output



The old way: Pre processing
Prepare data for the mapper

Make it look like Rave data
Merge key massage (AENO = 2 vs. SAEID = 2 - Headache – 01 Jan 2018)
Simple derivations (Screen Fail at V1 and V2? First dose at V3 and WD)
Evaluation date = Visit Date?
Hardcodings (e.g. lab name)

Actions registered in Excel (Set & Merge)
Integrated with Mapping process

Debugging



Mapping and controlled terminology
Mapping of names

Map_Log, MappingDictionary_Log, MappingDictionary_Std
Excel

Controlled terminology
Events domains: Cat_term_decod

Excel
Findings domains: CTD_Log, CTDictionary_Log, CTDictionary_Std

Excel (20 – 30 columns)
SasFormats (codelists)

Excel



Postprocessing
Visit numbers, sequence numbers, Supp domains, format dates…
Post processing macros 

By domain (10 - 20 calls)
Excel



Where to go from here
Pros:

Extremely powerful
High level of standardization possible

Cons:
Peak Excel (Keep in sync, or else!)

Study local: 6 files, 39 sheets
Change control: 6 files, 8 sheets

Steep learning curve, and SAS experience 
needed – despite Excel
Hard to parallelize (can I borrow map_log.xls?)
Cracks in standardization forming



The new way: Pre processing
Pre processing: anything that needs to be done programmatically before 
performing the mapping task

Examples: 
1) Create Trial domains from Protocol Data like Trial Design and SDS
2) Create SAS Formats and Study Terminology datasets by appending both 
Lundbeck and Study Terminology
3) Fixing inconsistent Rave or external data across domains
4) Deriving First Dose/Last Dose Date for both DM and DS
5) Converting exceptional non-ISO8601 dates
6) Transforming data for study-specific sponsor defined SDTM domains



Mapping
Now a decoupled task which could be performed without SAS and expert 
system knowledge



Mapping
Map raw data to PreSDTM dataset using the Mapping Tool
Standard GLIB forms à Use standard templates for mapping in Entimice
Study specific forms à Modify the mappings from standard template, 

à refer to CDISC’s SDTM Guide
New data types à refer to CDISC’s SDTM Guide, CDISC terminology 

à consult with CDM/SP/BS for best solution
Make use of CDISC standard terminology for testcd, test, cat, scat 
Add other fields for SUPP domains



Post processing
Post processing: a set list of tasks done programmatically after mapping



Post processing



Pre-SDTM dataset (LB)



Final SDTM dataset (LB)

Final SDTM dataset (SUPPLB)



Lessons learnt
1) Strengthen cooperation between Statistical Programmers & Clinical Data 

Managers
2) CDM have given feedback that they have gained a better understanding of 

SDTM and entimICE J
3) Templates made mapping tasks easier across studies/compounds
4) Folder structure is clear and simplified compared to before
5) Less Excel files compared to before
6) Flexibility to update post-processing macros as needed by study 

requirements (previous macros were not easy to modify)
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Special thanks goes to KGE, TLY, PHJK, PRSN for management support. 
SDTM post processing taskforce: AMI, PRYA, VERD, CJON, NODA
CDMs who contributed greatly: JTJ, EVSA, YUEN, KABN, EDSE 
SDTM experts no longer with Lundbeck: JSTS, RUKA
The list is long, it was truly a team effort, apologies if we missed anyone!

Thank you!


