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•  Study	Results	Public	Disclosure	Overview	

•  EudraCT	and	ClinicalTrials.gov	Processes	

•  Policy	0070	AnonymizaRon	Guidance	
Overview	

•  Conclusions	
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Source:	haps://www.clinicaltrialsregister.eu/ctr-search/trial/2012-003699-37/results	
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Source:	EMA	Update,	Sweeney	&	Alteri,	CDISC	European	Interchange,	Vienna,	27	April	2016		



•  CDISC	CTR-XML	Specifica>on,	version	1.0	released	on	28MAR2016	
•  	Clinical	Trial	registry	submissions	to	WHO,	EudraCT	registry	and	ClinicalTrials.GOV	

•  Protocol	schema	that	can	be	implemented	in	Sofware	
•  HarmonizaRon	with	TransCelerate	protocol	work	

•  Summary	results	data	elements	
•  CollaboraRon	with	the	PhUSE	RDF	Working	Group	

Source:	CTR	Update,	Paul	Houston,	CDISC	European	Interchange,	Vienna,	28	April	2016		
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•  Can	we	expect	Regulatory	Agencies	to	align	or	even	
integrate	such	requirements?	
–  Probably	not	fully…but	to	some	extent	yes…	

•  Different	legal	environments	
•  Large	difference	in	resources	

	
•  Global	data	models	for	protocol	and	results	summary	will	
be	required	to	ensure	interoperability	and	reuse	

•  EMA	CSR	AnonymizaRon	Guidance	is	sRll	being	
interpreted	by	a	number	of	industry	groups	and	
companies		and	a	number	of	soluRons	should	emerge	in	
the	coming	year…	
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