
Phuse SDE Copenhagen 2018-06-14

Where did my terminology go?
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• Versioning
• Current issues
• Improvements
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The	BUN	mystery

• Validation	tools	report	of	incorrect	
submission	value!
• BUN	has	been	stolen!

• Ongoing	project,	8	trials
• Project	decision:	
Always	use	latest	SDTM	CT

• Everything	runs	smoothly



The	BUN	mystery	– whodunnit?
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What	is	a	version?
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Codelist	changes

• 10	Codelists
• 12	releases	of	CDISC	SDTM	Controlled	Terminology
• How	many	versions?



Codelist	items	- How	many	versions	can	you	see?

• 10	Items	from	codelist	C66727
• 12	releases	of	CDIST	SDTM	Terminology
• 3	releases	with	changes
• 4	different	versions	of	the	codelist??
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Protocol	Deviation	vs.	Procotol	Deviation

An event or decision that stands in contrast to 
the guidelines set out by the protocol. (NCI)

A variation from processes or procedures defined in a protocol. Deviations usually do not 
preclude the overall evaluability of subject data for either efficacy or safety, and are often 
acknowledged and accepted in advance by the sponsor. ...

• I	hope	you	are	not	comparing
on	submission	value	only!



SDTM	Terminology	Changes	2016-03-25



SDTM	Terminology	Changes	2016-03-25



• 1	item
• Repeated	in	14	codelist
• 1	version	of	SDTM	CT

• 1	item
• Linked	to	15	codelist
• 2	versions	of	SDTM	CT
• 1	codelist	only	exist	in	

version	of	SDTM	CT



Summary
• Standards	are	complex
• Subtle	changes	can	have	a	huge	impact

•We	need	to	take	control
• More	precise	version	management

• Semantic	Technologies	are	mature
• Can	express	standards	more	precise
• Enables	learn	by	doing	as	there	is	no	structural	change
• If	we	don’t	get	it	right	the	first	time,	it	doesn’t	matter,	we	
fix	in	the	next	iteration



www.s-cubed-global.com

www.a3informatics.com

CONTACT:	Johannes	Ulander ju@s-cubed.dk

Thank	you	for	your	attention


