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The grim reality……. PROCESS
In	many	pharmaceutical	companies:	

• The	implementation	of	CDISC	standards	happens	further	down	the	dataflow	than	it	ought	to.	

• In	the	worst	case	- CDISC	compliance	problems	are	fixed	just	prior	to	submission	by	a	CRO	or	an	
SDTM	programmer.

• In	the	worst	case	- Information	about	what	was	fixed	is	not	necessarily	fed	back	to	the	
organisation	as	input	to	the	protocols	for	the	next	trials.



The grim reality……. 
STANDARDS
• Standards	are	dynamic.	New	controlled	terminology	is	issued	several	times	a	year.	

• From	FDA:	New	(very)	detailed	requirements	about	how	to	submit	data	are	issued	a	few	times	
per	year.	In	some	cases	the	requirements	from	FDA	contradict	the	formal	rules	of	the	standards.

• The	CDISC	standards	are	not	flawless,	so	there	can	be	inconsistencies	or	lack	of	clarity	that	that	
the	organisation	and	the	computer	systems	must	be	ready	to	cope	with.

• Different	regulatory	bodies	have	different	ideas	and	different	definitions.
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Metadata	repository

Define	(meta)	data	and	definitions	once	– use	again	and	again.
Control	and	understand	changing	versions	of	standards.
Be	able	to	have	user	access	and	versioning	of	the	metadata.
Be	able	to	make	impact	analysis	when	standards,	mappings	or	definitions	change.

How does an MDR work?



Metadata	repository

Tabular	(Excel-like	format)?
ODM?
Advanced	graph	data	format	?

Structure of Metadata



Metadata	repository

Optimal	format	is	probably	the	Advanced	graph	data	format……….

But	we	are	much	more	familiar	with	tabular	(Excel)	format	or	maybe	ODM	in	our	
industry.

Excel	is	too	tabular.	ODM	is	better	– but	is	designed	to	hold	CRF	information	(not	
metadata).

Structure of Metadata



Metadata	repository

Many	software	products	do	a	part	of	the	job	very	well.
In	my	opinion	the	commercial	FULL	MDR	solutions	are	not	yet	fully	matured.

The	industry	has	not	yet	developed	and	fully	understood	which	metadata	
structure	for	clinical	data	is	the	optimal	one.

MDR Software Solutions
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S-CUBED	is	co-developing	the	MDR	solution	GLANDON

(see	more	on	https://www.a3informatics.com/ )	

MDR Software Solutions



Metadata	repository

It	is	naïve	to	think	you	can	make	a	“big-bang”	IT	project	and	tool	implementation,	
where	everything	is	understood	and	defined	up-front	and	will	just	work.

Use	your	current	XLS	or	ODM	solutions	and	gradually	expand	and	develop	into	a	
full	solution.	Learn	as	you	go	along.

MS	Excel	is	good	in	many	ways	to	experiment	with.	But	it	is	usually	not	scalable	–
and	it	is	not	compatible	for	using	the	optimal	metadata	structure.

MDR Software Solutions




