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Disclaimer:	

•  The	opinions	contained	herein	are	those	of	the	authors	and	are	
not	intended	to	represent	the	posi7on	of	Brigham	and	Women's	
Hospital	or	Harvard	University.	

•  The	MRCT	Center	is	supported	by	voluntary	contribu7ons	from	
founda7ons,	corpora7ons,	interna7onal	organiza7ons,	academic	
ins7tu7ons	and	government	en77es	(see	www.MRCTCenter.org)	
and	well	as	by	grants.	

•  We	are	commiOed	to	autonomy	in	our	research	and	to	
transparency	in	our	rela7onships.	The	MRCT	Center—and	its	
directors—retain	responsibility	and	final	control	of	the	content	of	
any	products,	results	and	deliverables.		
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Engage	diverse	
stakeholders	to	define	
emerging	issues	in	
global	clinical	trials	
and	to	create	and	
implement	ethical,	
ac7onable,	and	
prac7cal	solu7ons.	

Our	Mission	
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MRCT	Current	Project	Status	
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Training	and	Competency	
Protocol	Ethics	
Return	of	Aggregate	Results	
Training	and	Competencies	
Global	Regulatory	Engagement	
Engageme	Data	Sharing	and	Transparency	
Post-Trial	Responsibili7es	

Individual	Return	of	
Results	

4	



Purpose-driven	data	sharing	will	enhance	scien7fic	
discovery	and	public	trust	

•  Benefits	are	substan7al	(e.g.):	
–  Eliminate	duplica7ve	trials	
–  Evaluate	common	AEs	by	compound	class	or	subpopula7on	
–  Iden7fy	surrogate	endpoints	
–  Enhance	correla7ve	and	explanatory	science	

•  But	benefits	only	realized	if:	
–  Risks	are	minimized,	with	aOen7on	to	par7cipant	privacy	

•  AOen7on	to	informed	consent	and	respect	for	consent	
•  Data	anonymiza7on		

–  Data	are	interoperable,	data	sets	can	be	pooled	
•  Data	standards	are	available,	or	alterna7ve	methodology	
•  Metadata	is	shared	
•  Real-7me	analy7cs	are	available	

–  State-of-the-art	security	is	in	place	



2012-2015		Major	Milestones	in	Clinical	Trial	Data	Sharing:	Plaaorms	

•  GSK	and	the	Clinical	Study	Data	Request	(CSDR)	plaaorm,	a	mul7-
sponsor	request	site	where	data	are	used	in	a	secure	environment	

•  J&J	-	YODA	project	through	which	Yale	partners	with	J&J	and	
Medtronic	

•  Pfizer’s	Integrated	System	for	Pfizer	PI	Ini7ated	Research	(INSPIIRE)	
Portal		

•  Duke	Clinical	Research	Ins7tute	–	Bristol	Myers	Squibb	Strategic	
Ini7a7ve	(SOAR),	which	supports	open	access	to	clinical	trials	data	

•  NIH	BioLINCC	data	repository	and	others		

•  FDA	-Project	Data	Sphere	(cancer	compara7ve	data)	and	High-
Performance	Integrated	Virtual	Environment	(HIVE),	a	private,	cloud-
based	environment	that	comprises	data	storage	library,		algorithms	
for	analysis,	and	computa7onal	capacity	

However	these	are	not	interoperable	nor	are	these	systems	integrated	
Few	voluntary	academic	or	biotech	data	generator	parWcipants		



Access	to	documents	
Requests	for	informa7on	
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•  Policy published November 2010 

•  ‘Outputs’ table to guide 

implementation 

•  Change in access policy had big 

impact on Agency operations 

•  Average 450-500 requests for 

information each month 

•  But information only goes to the requester and 

although they may share, it is less visible 

 



Clinical trial transparency 

8 

EU	Clinical	Trials	Register		

	
ProacWve	publicaWon	of	clinical	study	
reports	–	Policy	70	
	

Clinical	Trial	RegulaWon	and	EU	Portal	
and	Database	–	public	informaWon	
clinical	trials	authorized	in	EU	



ICJME	data	sharing	proposal,	26	Jan	2016		

•  The	ICMJE	defines	a	clinical	trial	as	any	research	project	that	prospec7vely	
assigns	people	or	a	group	of	people	to	an	interven7on,	with	or	without	
concurrent	comparison	or	control	groups,	to	study	the	cause-and-effect	
rela7onship	between	a	health-related	interven7on	and	a	health	outcome.		

•  “As	a	condi7on	of	considera7on	for	publica7on	of	a	clinical	trial	report	in	our	
member	journals,	the	ICMJE	proposes	to	require	authors	to	share	with	others	
the	deiden8fied	individual-pa8ent	data	(IPD)	underlying	the	results	presented	in	
the	ar8cle	(including	tables,	figures,	and	appendices	or	supplementary	
material)	no	later	than	6	months	aEer	publica8on.	The	data	under-lying	the	
results	are	defined	as	the	IPD	required	to	re-	produce	the	ar7cle's	findings,	
including	necessary	metadata.	This	requirement	will	go	into	effect	for	clinical	
trials	that	begin	to	enroll	par7cipants	beginning	1	year	aker	the	ICMJE	adopts	
its	data-sharing	requirements.”*	

•  Anyone	can	provide	feed-back	at	www.icmje.org	by	18	April	2016.		

hOp://www.icmje.org/news-and-editorials/M15-2928-PAP.pdf	



MRCT	Center’s	Role	as	a	Neutral	Convener	
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Non	
profits	

Industry	

Pa7ents	
and	

Pa7ent	
Org	

Academia	

Gov’t	

Journal	
editors	

To	create	implementable	
solu1ons	for	data	sharing		



The	Phases	of	Our	Work	in	Data	Sharing		
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Data	Sharing:	Common	ICF	and	DUA	

TEMPLATE ICF LANGUAGE FOR DATA SHARING*  DATA USE AGREEMENT TEMPLATE  

*Panel	at	2:30	today	will	discuss	issues	in	informed	consent	



Data	Sharing	Conference:	Consensus	of	Future	Vision	
March	30-31,	2015	

•  70	representa7ves	of	pharma,	biotech,	pa7ent/pa7ent	advocates,	
founda7ons,	academics,	journal	editors	and	others:	

•  Consensus	on	future	strategic	vision:	
1.  Expecta7ons	and	prac7ces	of	registra7on	and	results	repor7ng	of	all	

clinical	trials	would	be	regularized	among	industry	and	academia;		

2.  Greater	access	to	par7cipant-level	clinical	trial	data	could	be	
facilitated;	

3.  Researchers	would	be	able	to	access	and	combine	data	across	
various	plaaorms	and	sponsors,	to	mul7ply	opportuni7es	for	data	
analysis;	and		

4.  Research	par7cipant	privacy	must	be	safeguarded,	through	IT	design	
as	well	as	condi7ons	imposed	on	data	users.	
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Sponsored	by	the	MRCT	Center,	Laura	and	John	

Arnold	Founda8on	and	Wellcome	Trust	
	



March	2015	Data	Sharing	Conference:	Future	Vision	

•  OrganizaWonal	structure	and	Governance	-	A	coordina7ng,	centralized,	
interna7onal,	not-for-profit	organiza7on	with	accountability;		

•  A	centralized	and	single	portal	-	A	central	user	interface	with	a	robust	
search	engine	func7onality,	including	informa7on	on	trials	around	the	
world;	

•  Data	requirements	–	Data	standards,	defini7on,	data	ontology	and	
metadata	to	allow	for	and	enable	the	integra7on	of	differing	datasets	
for	analysis;	

•  Shared	or	common	services	–	Efficient	shared	or	common	services	
across	data	generators/sponsors	(e.g.	policy	sesng,	data	de-
iden7fica7on,	criteria	for	independent	review	panel	decisions	or	
reliance,	and	sta7s7cal	services);	and	

•  Flexibility	–	Data	plaaorm	accommoda7ng	differing	expecta7ons	and	
needs:			ability	to	host	data,	access	data	from	third	party	hosts,	or	
download	data	if	freely	available.	Ability	to	u7lize	middleware	to	
communicate	with	analysis	applica7ons.	Analy7c	flexibility	necessary.	
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Clinical	Trial	Data	Sharing	and	Transparency	Project	
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Clinical	
Trial	Data		

Study	ParWcipants	

Researchers		Public		

The MRCT Center, the Wellcome Trust, and 
Arnold Foundation and collaborators have 
spearheaded a major initiative related to 
sharing of clinical trials data, to enable 
stakeholders to comply with ICMJE proposed 
requirements, pending EU regulations, and 
IOM guidelines inter alia on clinical trial data 
sharing.  
 
Our goal is to ensure a collaborative, unified 
approach to a common platform and portal. 
 
We convened stakeholders from the US and 
Europe and beyond on March 21-22, 2016 at 
the Wellcome Trust to vet the vision of a 
global, federated portal of all data sharing 
sites from industry, academia and others with 
the capacity to host data and render such 
data interoperable.  
  
 



•  In	Strategy:	We	have	launched	3	integrated	working	groups	to	
develop	organiza7onal	blueprint	for	the	suggested	not-for-profit	
en7ty:	
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MRCT	
Governance	

Working	Group	

Informa7on	
Technology	(IT)	
Working	Group	

Business	
Models	

Working	Group	

Define	purpose,	plan,	
governance	and	scope	of	
new	en7ty	

Develop	global-level	IT	
plaaorm	blueprint	

Develop	sustainable	
business	model	

Data	Sharing:	Strategy	Phase	
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The	MRCT	Center’s	Data	Sharing	Workgroup	Members	
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Governance	Work	Stream	 IT	Work	Stream	 Business	Models	Work	
Stream	

Co-Chairs:	
MRCT	Center	
Wellcome	Trust	
Arnold	FoundaWon	

Co-Chairs:	
Ida	Sim	(UCSF)	
Barbara	Bierer	(MRCT)	
	

Co-Chairs:	
Wellcome	Trust	
MRCT	Center	

Team	Members:	
Mark	Barnes	(MRCT	Center)	
Barbara	Bierer	(MRCT	Center)	
Stuart	Buck	(Arnold	FoundaWon)	
Marla	Jo	Brickman	(Pfizer)	
Nina	Hill	(Pfizer)	
Rebecca	Li	(MRCT	Center)	
Nick	Lingler	(Deloice	ConsulWng)	
Jus7n	McCarthy	(Pfizer)	
Heather	Marino	(MRCT	Center)	
Sandra	Morris	(Johnson	&	Johnson)	
Jennifer	O’Callaghan	(Wellcome	Trust)	
Nicola	Perrin	(Wellcome	Trust)	
Paul	Seligman	(Amgen)	
Ida	Sim	(UCSF)	
Jessica	ScoO	(GlaxoSmithKlein)	
Catrin	Tudur	Smith	(University	of	Liverpool)	
Natalie	Zaidman	(Pfizer)	
	

Team	Members:	
George	Alter	(U	of	Michigan)	
Munther	Baara	(Pfizer)	
Barbara	Bierer	(MRCT	Center)	
Kris	Bolt	(MRCT	Center)	
Brian	Bot	(Sage	Bionetworks)	
Anne	Claiborne	(IOM)	
Khaled	El	Emam	(U	of	Ocawa)	
Ghassan	Karam	(WHO)	
Michael	Khan	(U	of	Colorado)	
Sean	Khozin	(FDA)	
Rebecca	Kush	(CDISC)	
Rebecca	Li	(MRCTCenter)	
Gene	Lichtman	(HCRI)	
Michelle	Mancher	(IOM)	
Heather	Marino	(MRCT	Center)	
Chris	Mavergames	(Cochrane)	
Eric	Perakslis	(Takeda)	
Frank	Rockhold	(GSK)	

Team	Members:	
Barbara	Bierer	(MRCT	Center)	
Patrick	Cullinan	(Takeda)	
Rebecca	Li	(MRCT	Center)	
Peter	Lyons	(Deloice)	
Heather	Marino	(MRCT	Center)	
Nicola	Perrin	(Wellcome	Trust)	
Rohin	Rajan	(Deloice)	
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Vision	

To	advance	human	health	through	clinical	trials	
data	sharing,	thereby	respec7ng	and	honoring	the	
contribu7ons	of	sponsors,	funders,	inves7gators	
and,	most	essen7ally,	clinical	trial	par7cipants	
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Mission	
Promote,	coordinate,	and	facilitate	clinical	research	data	sharing	through	the	
creaWon	and	implementaWon	of	a	sustainable	global	data-sharing	enterprise	that	
will:	

•  Protect	study	par7cipants’	privacy	and	respect	the	legi7mate	interests	of	data	
generators,	funders	and	sponsors	

•  Encompass	the	full	breadth	of	clinical	trials	funded	and	conducted	by	academia,	
government,	industry	and	others	

•  Respect	and	bridge	to	or	incorporate	exis7ng	data	sharing	plaaorms	

•  Provide	the	capability	to	host	and	analyze	data,	as	well	as	to	enable	discovery	of	
data	on	external	or	generator	plaaorms.		

•  Interact	with	and	complement	current	registries,	results	repor7ng	plaaorms,	and	
regulatory	ini7a7ves	

•  Provide	an	independent	review	process	for	data	requests,	where	required	

•  Develop	global,	fair	data	sharing	policies	and	prac7ces	
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Scope	

This	data	sharing	ini7a7ve	will	func7on	as	a	plaaorm	for	
the	sharing	of	clinical	trials	data	by	hos7ng	data	for	
stakeholders	that	may	lack	the	necessary	resources	to	do	
so	and	by	coordina7ng	and	integra7ng	exis7ng	ini7a7ves,	
as	appropriate.		
	
Phased	approach:	
•  Phase	I	launch,	with	defini7on	of	minimum	viable	product	(MVP)	
•  Phase	II	and	beyond:	acquisi7on	and	development	of	addi7onal	

func7onali7es	

Focus	on	IPD	
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•  Vivli,	adapted	from	the	Greek	word	for	library,	‘vivliothiki,”	and	
the	La7n	root	“viv,”	or	life.		

•  We	hope	Vivli	“the	library	of	life,”	will	evoke	coopera7on,	
collabora7on	and	a	determina7on	to	respect	the	altruism	of	
clinical	trial	par7cipants	worldwide	for	the	benefit	of	medicine	
and	public	health.		
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The	data	sharing	organiza7on:	iden7ty	and	brand	



Vivli	to	establish	resources	and	exper7se	to		
promote	transparency,	standards	and	equity	

•  Ability	to	host	data	and	aggregate	data	

•  Dynamic	analy7c	tools		

•  Common	templates	and	resources:	
–  Public	educa7on	and	tools	
–  Informed	consent	templates,	op7mized	for	country	and	purpose	

–  Data	contributor	agreements	

–  Enforceable	data	requester	and	data	use	agreements,	specific	for	purpose,	that	
prohibit	re-iden7fica7on	inter	alia	

•  Independent	review	panels	(or	reliance	agreements)	for	data	that	are	subject	
to	intermediary	review	

•  Data	standards	and	data	cura7on	

•  Risk-based	data	anonymiza7on	

•  Development	of	standards	and	frameworks	to	integrate	data	plaaorms	

•  State-of-the-art	security	provisions	to	minimize	risk	
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Proposed	Organiza7onal	Structure	for	Non	Profit	Vivli	

Board	of	Directors	

Finance	&	Audit	
CommiOees	

Advisory	Technical	
CommiOee	

External	Advisory	
CommiOee	

President	/	Exec	
Director	
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Approach	to	the	Work				
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Use	Case	Documents	–Define	scope,	u7lity	and	
feature	set	of	IT	plaaorm	including:	

•  Data	Analysis	Use	Cases		
•  Outline	how	data	users	will	interact	

with	the	plaaorm	to	find,	request,	
and	analyze	data		

•  Analyzing	published	and	
unpublished	data	from	studies	

•  Data	Submission	Use	Cases	
•  Outlines	how	data	generators	will	

deposit	data	in	the	plaaorm	
•  Addresses	anonymiza7on	and	data	

standardiza7on	issues	

MRCT	Center	
IT	Workgroup	

Plaeorm	Use	
Cases	

Data	Sharing	
Plaaorm	



5	Essen7al	Domains	for	Plaaorm	

Plaeorm	Topics	

IPD	Intake	and	CuraWon	 Must	be	able	to	intake	and	curate	data	
with	flexibility	to	scale	to	new	types	of	
data	

Catalog	Metadata	and	Dataset	
IdenWfiers	

Must	have	accurate	structured	metadata	
and	unique	iden7fiers	for	each	dataset,	
to	enable	precise	granular	searching		

Review	Process	for	Requests	 Must	be	able	to	accommodate	different	
review	requirements	and	processes	

AnonymizaWon	and	DUAs	 Cri7cal	to	maintain	par7cipant	privacy	

Analysis	Tools	and	Workspace	 Must	have	a	secure	analysis	space,	
enabling	as	much	cross-dataset	
aggregra7on	as	possible,	with	the	
flexibility	to	develop	accommoda7on	of	
many	types	of	tools	
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Overview	of	plaaorm	data	sharing	scenarios		
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Vivli	Plaeorm	

Catalog	Metadata	

Non-IPD	
e.g.,	protocol,	SAP,		

Individual	PaWent	Data	
(IPD)	

Analy7c	Environment	and	Tools	

SAS	 R	 etc.	

Query,	Request,	and	Analy7cs		
User	Interface	

IPD	

IPD	 Non-IPD	

R	

Scenario	A	

Scenario	B	

Non-IPD	

SAS	

Possibility	to	aggregate	
datasets	across	SAS	

environments	

Data	
Requester	

User	authen7ca7on	
Data	use	agreement	
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250	trials		

Sponsor	no8fies	
plaOorm	of	#	of	

par8cipa8ng	trials	

Plaaorm	
curates	

metadata	for	
the	250	trials	

IPD	
SHARED	

Searchable	
terms	match	
available	IPD	

Review	process	

Plaaorm	Par7cipa7ng	Trials	(e.g	Sponsors)	

•  No	IRP	review	
•  Plaaorm	review	
•  Data	generator	review	



Plaaorm	Par7cipa7ng	Trials	(e.g.	Publica7on-based)	

• Publica7on	
prepared	for	
submission		

Submission	to	
Journal	

• Data	Package	
Prepared	for	
Plaaorm	
(anonymized)	

Submission	to	
Plaaorm	

•  IPD	/	Data	
Package	and	
Publica7on	held	
in	Embargo	

Ar7cle	Published	
&	Data	available	
on	plaaorm	
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Why	Vivli	is	Needed	

•  Data	hos7ng	capacity	
•  Analy7c	func7onality	/	value	
•  Economies	of	scale	

–  Technical		
–  Policy	
–  Opera7onal	

•  Lower	costs	secondary	to	economies	of	scale	

Ø Building	upon,	leveraging,	and	partnering	with	
exis7ng	plaaorms	and	crea7ng	anew	only	that	which	
is	essen7al	
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Connec8ng	current	clinical	trial	
plaOorms	
	
Hos8ng	trials	that	do	not	currently	
have	a	home	
	
Offering	addi8onal	services	
-  Advanced	search	capabili8es	
-  Anonymiza8on	
-  Sta8s8cal	analysis	tools	
	

-  		
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A	new	global	plaeorm	for	data	sharing		



	
Comments,	ques7ons	and	discussion	


