
The	research	leading	to	these	results	has	received	support	from	the	Innova6ve	Medicines	Ini6a6ve	Joint	Undertaking	under	grant	
agreement	no	[115303],	resources	of	which	are	composed	of	financial	contribu6on	from	the	European	Union’s	Seventh	Framework	
Programme	(FP7/2007-2013)	and	EFPIA	companies’	in	kind	contribu6on.	
www.imi.europa.eu	

GetReal:	Three	Years	On	
	
	

Sarah	Garner,	Rob	Thwaites,	Páll	Jónsson	
on	behalf	of	WP1	



Why	the	need	for	change?	

Environment	
•  Increasing	strength	and	

demands	of	HTA/payers	
•  Pressures	for	earlier	access	

to	new	medicines	of	value		
•  Possibility	of	more	flexible	

reimbursement	and	access	
arrangements	

•  Rare	disease	popula6ons	
more	prominent,	hard	to	fit	
into	trial	paradigm	

•  Willingness	of	regulators	to	
engage		

Data	and	methods	
•  Recogni6on	that	data	arriving	

at	HTA	are	sub-op;mal,	
especially	the	key	data	on	
rela6ve	effec6veness	

•  Growing	availability	(at	least	
in	principle)	of	RWD		

•  New	methods	to	synthesize	
data	and	adjust	for	bias	

•  IT	infrastructure:	new	
possibili6es	for	data	
collec6on	and	integra6on	



WP1	ac6vi6es	mirrored	the	set	of	ac6vi6es	across	
GetReal,	but	also	brought	the	programme	together	

Original	research	
•  Drivers	of	effec6veness	
•  Analy6cal	methods	
•  Predic6on	models	
•  Methodological	guidance	

Tools	
• Sobware	
• Checklists	&	templates	
• Design	op6ons	for	
pragma6c	clinical	trials	
	

Case	studies	
•  Retrospec6ve	analyses	of	

rela6ve	effec6veness	issues	
•  Disease	area	specific	issues	
•  Stakeholder	views	

Methods	
•  Detec6on	of	bias	
•  Adjustment	of	bias	
•  Aggregate	RWD	in	NMAs	
•  Individual	pa6ent	RWD	in	NMAs	

Summaries	
•  Study	types	
•  Sources	of	data	
•  Methods	
•  Literature	reviews	

h-ps://www.imi-getreal.eu/		
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Three	Years	of	a	Real	Public	Private	Partnership		



•  Shared	understanding	of	the	technical	and	process		
issues	from	each	perspec6ve	

•  In-depth	explora6on	of	6	challenging	disease		
areas	to	highlight	the	issues	

•  Explora6on	of	novel		
methodological	solu6ons		

•  Compila6on	of	best-prac6ce		
recommenda6ons		

•  Future	research	agenda	
•  Collabora6on	and	trust	

Through	this	partnership	we	were	able	to	address	
a	range	of	RWE	issues	together	
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Sclerosis	

Rheumatoid	
Arthri6s	
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WP1	Case	Studies:		
Tes6ng	Use	and	Synthesis	of	Real-World	Data	
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Powered	
Research	
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Met.	
Melanoma	

COPD	



Some	(prac6cal)	lessons	learned...	

•  External	stakeholder	engagement	is	important	(but	takes	6me)	

•  It	takes	6me	to	build	up	trust	and	establish	ways	of	working	
together	

•  Case	studies	with	actual	examples	are	useful	to	gather	views	on	
usefulness,	acceptability	and	impact	of	solu6ons	

•  Staff	turnover	can	be	an	issue	(esp.	private	sector)	

– 		Retaining	knowledge	/Bringing	new	people	up	to	speed	

•  Good	communica6on	of	issues	and	solu6ons	is	required	

•  Sustainability	and	implementa6on	plans	beyond	the	projects	are	
needed	



Using	RWD	is	already	part	of	evidence	planning	
within	pharma...	
	

Examples	
	
	

Development	 File	and	launch	 Post-marke;ng	

•  Include	evidence	on	
use	and	effec6veness	
of	exis6ng	medicines	in	
registra6on	package	

•  Conduct	network	
meta-analysis	to	
es6mate	rela6ve	
efficacy	(or	
effec6veness)	of	new	
medicine	

•  Analyse	RWD	to	
assess	effec6veness	
of	exis6ng	medicines	

•  Highlight	
shortcomings	in	
exis6ng	treatments	
using	RWE	

•  Incorporate	RWD	to	
es6mate	cost-
effec6veness	using	
economic	models	

•  Assess	rela6ve	
effec6veness	of	our	
new	medicine	in	
claims	and	EMR	
database	analyses	

•  Synthesise	studies	on	
rela6ve	effec6veness	
vs	compe6tor	
medicines	



...but	evidence	genera6on	is	evolving	and	
GetReal	is	a	key	contributor	–	and	resource	
	

Examples	
	
	

Development	 File	and	launch	 Post-marke;ng	

•  Plan	early	–	consider	adap6ve	pathways		
•  Use	historical	cohorts	to	provide	context	for	
single	arm	clinical	studies	

•  Greater	use	of	analy6cs	to	help	design	clinical	trials	
•  Include	trial	designs	that	are	more	“pragma6c”	

•  Consider	novel	techniques	to	simulate	rela6ve	effec6veness	

•  Seek	greater	dialogue	with	regulators	and	HTA	agencies	

h-ps://www.imi-getreal.eu/		
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Example	GetReal	Outputs	

Original	research	
•  Drivers	of	effec6veness	
•  Analy6cal	methods	
•  Predic6on	models	
•  Methodological	guidance	

Tools	
• Sobware	
• Checklists	&	templates	
• Design	op6ons	for	
pragma6c	clinical	trials	
	

Case	studies	
•  Retrospec6ve	analyses	of	

rela6ve	effec6veness	issues	
•  Disease	area	specific	issues	
•  Stakeholder	views	

Methods	
•  Detec6on	of	bias	
•  Adjustment	of	bias	
•  Aggregate	RWD	in	NMAs	
•  Individual	pa6ent	RWD	in	NMAs	

Summaries	
•  Study	types	
•  Sources	of	data	
•  Methods	
•  Literature	reviews	

*Illustra@ve	examples	–	not	a	complete	list	of	GetReal	outputs	



Anything	of	interest?	

Example	
GetReal	
original	
research	

Modelling	effec6veness	in	the	real-world	(with	case	studies)	

Incorpora6ng	RWE	in	NMA	(with	case	studies)	

Sobware	for	evidence	synthesis	(ADDIS)		

Pa6ent	powered	research	networks	

Social	media	

Drivers	of	effec6veness	(with	case	studies)	

RWE	to	inform	RCT	design	

Adjus6ng	for	confounding	in	early	post	launch	semngs	(with	case	study)	



Real-world	evidence	framework	
The	Innova6ve	Medicines	Ini6a6ve’s	GetReal	project	

An	educa;onal	resource	to	
help	find	out	more	in	general	
about	the	poten6al	use	of	
RWD	to	support	the	
development	of	new	
medicines	

Two	main	func@ons:	

An	expert	resource	to	guide	
users	to	specific	types	of	
analyses	or	study	designs	
relevant	to	RWE,	many	of	
which	have	been	tested	by	the	
GetReal	project	
	



Example	key	content	categories	

Governance	of	
RWD	

Sources	of	
exis6ng	RWD	

Generate	RWE	
(study	designs)	

Summarise	
and	synthesise	

evidence	

Model	
effec6veness	
in	real	world	

semng	

Assure	quality	
and	credibility	
of	RWD/RWE	

Adjust	for	bias	
in	non-

randomised	/
obs	studies	



Sources	of	
exis6ng	RWD	



Slide	17	 Slide	17	

Generate	RWE	
(study	designs)	



Slide	18	

Summarise	
and	synthesise	

evidence	



Slide	19	

Assure	quality	
and	credibility	
of	RWD/RWE	



Model	
effec6veness	
in	real	world	

semng	
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Adjust	for	bias	
in	non-

randomised	/
obs	studies	



Slide	22	

Governance	of	
RWD	



Demonstra6on	This	Lunch6me 		

•  Sob	launch	today	of	the	GetReal	Navigator	
•  We	are	invi6ng	comments	and	sugges6ons!	


