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Traceability normally refers to data flow

SDTM dataRAW data ADaM data TLF output



Traceability also refers to association of programs, logs and 
output files
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Common study folder structure



What is the traceability problem?

• Have everything been run in the correct order?
• Are all the files from the latest submit of the programs?

• We can list all files and their dates and times



QC

What is the traceability problem?

How do we check the associated files in multiple subfolders?
How do we identify the associated files?



Traceability problems with associated files

• A program can have multiple output files: 
• sdtm.<domain> and SUPP<domain> datasets 
• Multiple TLFs

• Output file names may not reflect the program name

• Associated validation programs and validation datasets may 
have different names



Where do we want to be?
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Standard checks – how do we get there?



What tasks are needed to perform a traceability check?

• List all files (including subfolders) and their dates/times
• Identify associated files
• Merge associated files
• Check consistency with regards to dates and times
• Perform additional checks
• Check log files for errors and warning messages
• Check if all expected outputs are present



Most challenging task – Identify associated files

• If there is a spreadsheet or metadata containing program 
names and outputs that each program should produce, then 
this should be referenced. (Best option)

• Otherwise – it is complicated
• Output with the same name as the program
• Initial part is the same with the exception of a number or so
• Output file is mentioned in the program log file 



Traceability result – Summary number of files



Traceability result – Summary of dates and times



Traceability result



Summary

Essential? No, but really helpful for everyone

Tra c e a b i l i t y

Best if done once a delivery is ready by those involved.
Best to do it on the server where everything is produced.
If not provided, and you receive files from a vendor then it is 
also very useful to produce it, see what was actually sent.

W h e n  t o  p ro d u c e  i t

One simple program that calls the macro to produce the 
spreadsheet. Does not need to be changed between studies. 
Once you have it, you always want it…..

F i n a l l y
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