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n Metadata	or	Data	or	both	
n Why	do	you	need	an	MDR?	
n User	Needs	versus	System	Requirements	
n Challenging	the	implementa>on	
approach	
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It’s	all	Data!	Stop	separa>ng	metadata	and	data…	



© d-Wise 2013 June 3, 2016 Page 4 



© d-Wise 2013 June 3, 2016 Page 5 

Data	point(s)	
of	interest:	 Who:	 What:	 Where	(from	DM):	

Why:	
When:	

How:	
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Two-dimensional	structure	does	not	support	robust	rela>onships	

Designed	for	submission;	not	to	support	opera>onal	pieces	

Inability	to	>e	data	together	(i.e.	Keys,	rela>onships)	

Standards	developed	in	isola>on	with	limited	connec>vity		

Lack	of	a	robust	versioning/forward	compa>bility	process	
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n  "End	to	End	Traceability	of	all	metadata	to	support	push	
buUon	automa>on	and	versioning	and	governance	of	all	
standards"	

n What	you	really	need	is	"controlled	spreadsheets"	
–  Exis>ng	Standards	limited	in	robust	traceability	
–  Rela>onal	databases	don't	support	mul>dimensional	rela>onships	
–  Crawl	before	you	can	walk		

n What	comes	first?		The	model	to	support	the	
mul>dimensionality	of	clinical	informa>on	or	the	tools	to	
support	it…	
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n This	is	a	surprisingly	difficult	ques>on	for	many	
organiza>ons	

n Variety	of	different	pressures	has	led	to	inclusion	of	
MDRs	in	the	clinical	toolset	

n Uncertainty	around	standards	complicates	this	
ques>on	

n The	MDR	market	in	clinical	development	is	s>ll	fairly	
new	(~5	years)	
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Regulatory	compliance	

Opera>onal	Control	

Part	of	standards	implementa>on	

Process	efficiency	

Automa>on	

Something	else	
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n What	are	the	things	that	you	expect	the	system	to	
do?	
–  S>ck	to	business	tasks	
–  Keep	it	simple	
–  Be	specific	and	avoid	ambiguity	

n Don’t	get	caught	up	in	the	how	
–  New	systems	should	be	seen	as	an	opportunity	for	
innova>on	

–  Focusing	on	how	reinforces	current	ways	of	working	
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n  The	system	isn’t	important!	It’s	the	people	using	the	system…	
n  “The	system	shall	manage	standards…”	
	

User	requests	
standard	

Standards	guru	
reviews	request	

Guru	calls	boss	

Guru	sets	up	
mee>ng	with	
too	many	
people	

Guru	redirects	
request	to	TA	

lead	

Ta	lead	calls	
mee>ng	

Guru	approves	
standard	

Many	more	
boxes	

User	uses	
standard	–	oh	
wait	study	is	

done	

User	requests	
standard	

Standards	guru	
reviews	request	

Op>on	1:	 Op>on	2:	 Op>on	3…N:	

Standards	guru	
approves	and	
links	to	exis>ng	

standard	

User	is	ready	to	
go	that	

akernoon	
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Need	to	change	the	mindset		
and	focus	on	the	user	need	
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n As	a	standards	manager	I	want	to	import	the	new	version	
of	SDTM	so	my	study	teams	can	use	it	in	their	studies	

n As	a	study	user	I	want	to	easily	pull	the	standards	
metadata	into	my	study	so	I	can	be	aligned	with	the	
components	required	and	meet	regulatory	requirements	

n As	a	quality	manager	I	need	to	compare	my	exis>ng	
study	specifica>on	to	the	company	standard	to	make	
sure	I	submit	data/metadata	that	is	accurate	

n As	a	Dad	I	want	to	get	my	son	to	clean	his	room	so	I	don’t	
kill	him		
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n Pharma	has	been	developing	their	own	systems	for	
30-40	years	

n Commercial	tools	were	not	available	for	such	a	
highly	specialized	applica>on	

n At	the	>me,	sokware	was	developed	mostly	using	
waterfall	methodology	

n Waterfall	methodology	is	perceived	as	being	low-risk	
– We	would	challenge	that	it	is	actually	high	risk	
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Requirements	

Design	

Implementa>on	

Tes>ng	

Deployment	

Maintenance	
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n Waterfall	is	a	bad	way	to	develop	useful	sokware	
–  Agile	and	con>nuous	delivery	are	ubiquitous	now	

n Sokware	development	methodology	is	not	intended	
to	evaluate	sokware	
–  Requirements	tell	sokware	vendors	how	sokware	should	
func>on	rather	than	the	problem	the	sokware	needs	to	
solve	

–  This	results	in	highly	configurable	sokware	that	is	
customized	for	each	customer	

n Enormous	projects		
n Bundled	risk	
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n Think	small	
n Focus	on	user	needs	driven	by	business	tasks	rather	
than	specific	system	details	
–  Seek	out	naïve	individuals	and	experts	

n  Iterate	
n Stay	flexible	

–  Essen>al	when	the	problem	space	isn’t	well	known	
–  Ensure	sokware	you	are	evalua>ng	allows	for	changes	
based	on	user	feedback	


