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Background
• The	Optimizing	Use	of	Data	Standards	WG	is	
tasked	with	identifying	specific	gaps	that	
prevent	FDA	and	industry	from	optimizing	the	
use	of	data	standards	and	then	improving	
industry	practices	so	as	to	increase	efficiencies

• The	WG	oversees	projects	that	close	the	gaps,	
which	includes	providing	document	templates	
identified	in	FDA	guidance



What	are	the	CSS	2017	Projects?
1. Best	Practices	for	Data	Collection	Instructions	
2. Best	Practices	for	Metadata	Documentation	(define	xml	vs.	

reviewer’s	guide)
3. Data	Reviewer’s	Guide	in	XML
4. Define	v2.0	Implementation	&	Style	Sheet	Recommendations
5. Legacy	Data	Conversion	Plan	&	Report
6. SDTM	ADaM Implementation	FAQ
7. Standardizing	Data	within	the	Inspection	Site	Selection	Process
8. Study	Data	Standardization	Plan



Best	Practices	for	Data	Collection	Instructions

• This	project	team	will	create	a	white	paper	documenting	
challenges	and	gaps	with	the	CDASH	CRF	completion	as	well	as	
recommendations	for	a	future	version	of	CDASH.	The	white	paper	
will	be	provided	to	CDISC	for	their	consideration.	The	project	
team	will	initially	focus	on	the	following	domains:	
Ø Adverse	Events
Ø Medical	History
Ø Concomitant	Medications
Ø Pregnancy
Ø Reasons	for	Treatment	and	Study	Discontinuation

Project Lead:		Todd	Bazin	- Biogen



Best	Practices	for	Metadata	Documentation	
(define	xml	vs.	reviewer’s	guide)

• This	project	is	aimed	at	looking	at	use	of	the	reviewer's	guide	in	
conjunction	with	the	define.xml.	The	team	is	generating	best	
practices	and	lessons	learned	for	handling	some	of	the	
gray/subjective	areas	within	the	reviewer's	guides	as	well	as	
where	there	is	overlap	between	the	two	documents.	The	team	
plans	on	delivering	a	white	paper	this	year.

• There	is	no	planned	session	at	the	CSS,	but	if	you	are	interested	in	
this	project	please	contact	Sandy.

• Look	for	the	poster	“Sorting	Out	the	Paperwork”

Project Lead:		Sandy	VanPelt Nguyen	- Pfizer



Data	Reviewer’s	Guide	in	XML

• This	project	team	will	develop	the	Data	Reviewer's	Guide	(i.e.,	
SDRG	and	ADRG)	in	an	XML	format	for	regulatory	submissions.	
Additional	goals	are	to	identify	and	develop	style	sheets,	
elements	and	semantics	capability.	This	project	team	will	also	
assess	a	more	cohesive	cross-documentation	data	exchange	
between	the	define.xml	and	data	reviewer's	guide	as	an	XML	
format.	The	project	intends	to	use	the	existing	Analysis	Data	
Reviewer's	Guide	(ADRG)	and	Study	Data	Reviewers	Guide	(SDRG)	
as	its	basis.

Project Lead:		Mike	Hamidi	- Merck



Define	v2.0	Implementation	&	
Style	Sheet	Recommendations

• This	project	addresses	documenting	the	best	practices	in	the	
implementation	of	the	define	v2.0	and	the	existing	style	sheet.

• There	are	2	separate	project	teams:	
Ø Implementation	and	Style	Sheet	Recommendations
Ø Style	Sheet	Recommendations

• Deliverable	of	the	Define-XML	2.0	Implementation	project	team	is	
a	"Completion	Guidelines"	document,	focusing	on	best	practices	
for	content	and	granularity.

Implementation Project Leads*:		Marcelina Hungria – DIcore Group
*	Co-Lead	- Open



Define	v2.0	Implementation	&	
Style	Sheet	Recommendations

• Deliverables	of	the	Style	Sheet	Recommendations	project	team:
1)	Development	of	a	Define-XML	v2	stylesheet	for	regulatory	
submissions,	by	reviewing	and	updating	the	existing	CDISC	
stylesheet.
2)	Demonstrate	other	uses	of	a	stylesheet,	and	utilizing	libraries	
and	frameworks	to	make	the	display	more	interactive.

Style	Sheet	Project Leads:		Dmitry	Kolosov- Parexel
Lex	Jansen	- SAS



Legacy	Data	Conversion	Plan	&	Report
Project Lead:		Jane	Lozano	– Eli	Lilly

• This	project	team	is	working	on	a	standardized	approach	to	the	
development	of	a	single	document	to	address	conversions	from	
non-standardized	data	(i.e.	legacy)	to	standardized	data	(SEND,	
SDTM,	ADAM).

• The	goals	of	the	team	are	to	provide	a	template,	completion	
guidelines	(with	a	decision	tree	showing		when	to	create	a	LDCP),	
and	some	examples	that	may	be	utilized	by	sponsors	to	develop	
the	LDCP.	

• The	decision	tree	is	completed.		The	team	is	now	working	on	the	
template	creation.



SDTM	ADaM Implementation	FAQ

• This	project	focuses	on	understanding	standards	implementation	
nuances	that	exist	across	available	SDTM	and	ADaM versions.

• The	deliverables	include:
Ø A	process	through	which	users	can	submit	questions	and	see	previously	

answered	questions	– PhUSE collaboration	space	Teamwork	area
Ø A	Wiki,	where	users	can	go	for	FAQs	for	helpful	implementation	information

Project Leads:		Bhavin Bhusa – Softworld Life	Sciences
Mat	Bryant	– inVentiv Health	Clinical

Sub-Teams

SDTM	ADaM IG	Nuances Legacy	SDTM	Mapping

Validation/Conformance	Rules Trial	Design	Domains

Data	Submissions	(SDTM	&	ADaM



Standardizing	Data	within	the	
Inspection	Site	Selection	Process

• This	project’s	primary	objective	was	to	complete	a	gap	analysis	between	
what	FDA	needs	and	what	CDISC	currently	provides	with	respect	to	
information	needed	for	FDA	to	identify	sites	to	audit.	

• The	project	team	completed	the	gap	analysis	and	identified	additional	
CDISC	elements	that	organizations	could	use	to	more	easily	and	efficiently	
create	these	requested	datasets.	

• FDA has	read	the	gap	analysis	and	is	working		with	CDISC	and	PhUSE on	the	
path	moving	forward.

• There	is	no	planned	session	at	the	CSS,	but	if	you	are	interested	in	more	
information	please	contact	Nate	or	Parag.

Project Leads:		Nate	Freimark – The	Griesser Group	(CDISC)
Parag	Shiralkar	– Independent	(PhUSE)



Study	Data	Standardization	Plan

• Deliverables		are	available	on	the	PhUSE Wiki:
Ø Template
Ø Sponsor	Implementation	Guide
Ø Completion	Guidelines
Ø Example	Documents	(Asthma	&	Oncology)	

• FDA	FR	Notice	for	Intent	to	Review	period	ended	in	January.		
Comments	will	be	shared	with	the	project	team	during	the	CSS.

• This	project	team	will	also	meet	with	CBER	colleagues	on	Monday	
to	discuss	how	the	SDSP	or	cSDRG can	assist	with	their	needs.

• Deliverables	will	be	finalized	after	the	CSS.

Project Lead:		Jane	Lozano	– Eli	Lilly



Plans	for	the	Conference
1. Sessions	for	the	following	projects:

Ø Best	Practices	for	Data	Collection	Instructions	
Ø Data	Reviewer’s	Guide	in	XML
Ø Define	v2.0	Implementation	&	Style	Sheet	Recommendations
Ø Legacy	Data	Conversion	Plan	&	Report
Ø SDTM	ADaM Implementation	FAQ
Ø Study	Data	Standardization	Plan

2. Roundtable	Discussion	during	Tuesday	WG	Wrap-Up
Ø Opportunity	for	attendees	will	sit	in	groups	and	brainstorm	ideas	for	

new	potential	projects,	similar	to	2016	CSS’	roundtable	discussion.




