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How	to	Use	the	Webinar	Tools	

If	you	are	having	problems	
with	your	connection,	you	
can	switch	between	phone	
and	computer	audio

The	final	30	min	of	the	
webinar	will	be	for	
audience	Q&A,	please	use	
the	question	bar	in	the	
control	panel
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Speakers
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Introduction	pragmatic	trials

Rick
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Why	is	there	a	need	for	
Real	World	Evidence?

Possible	modifiers	
of	drug	response

↓

Generalisability	
of	study	results	
to	population
of	interest?

Zuidgeest	et	al.,JCE	2017
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Why	is	there	a	need	for	
Real	World	Evidence?

Zuidgeest	et	al.,	JCE	2017

Extraneous	
factors

↓

Drug	effect	
versus	

treatment
strategy
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Pragmatic	trials	as	a	
solution	for	RWE	need

Explanatory	
trial

Observational	
study

Pragmatic	
trial

Randomization
=		

prognostic	
comparability	

between	patient	
groups Real	World	Evidence

=
How	does	treatment	
strategy	A	compare	

to	treatment	
strategy	B	(often	
usual	care)	in	daily	
clinical	practice?
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Schwartz	D,	Lellouch	J.	Explanatory	and	pragmatic	attitudes	in	
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Zuidgeest	et	al.	Pragmatic	trials	and	real	world	evidence	- an	
introduction	to	the	series.	JCE	2017
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Pragmatic	trials	and	Operational	
Challenges:	a	tool	to	help	you	

through	the	maze:
PragMagic

Iris	Goetz,	MD	MSc	(Lilly)
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From	concept	to	trial

Concept	of	
pragmatic	trials

Pragmatic	trial	
protocol

• Generalisability to	population	of	interest

• Treatment	strategies	(drug	effect	+	extraneous	factors)

• Clinically	relevant

!	RESEARCH	QUESTION	!

Check
feasibility

adapt	
if	necessary

Ø Representative patients/sites

Ø Clinically	relevant	treatment	
alternatives	adapted	to	local	
context.	

Ø Clinically	relevant	outcomes	
measured	in	usual	care

Ø Minimize	impact	on	routine	care
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‘Ideal’	Design	
Considerations

• Definition?	
• Variability?	

• Outcomes	usual	care?
• Data	capture?	
• Assessor	Blinding	feasible?	
• Follow-up	longer?

• Access	to	drug	?
• Training	&	Monitoring?	
• Missing	Data	and	post-Randomization	bias?

Feasibility

Outcome

Tx

• Identification	& selection?
• Site	performance	– help	needed?
• Sample	size	adequate?

Sites/
Patients
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Forces	at	work

OPERATIONAL	
CHALLENGES

GENERALISABILITY,	VALIDITY,	PRECISION
STAKEHOLDER	&	ETHICAL	ACCEPTABILITY

RESOURCES

TRIAL	DESIGN	
ELEMENTS

generalisability	↓	
feasibility	↓	

training	requirements	&	
data	collection	à

change	in	usual	practice	
&	low/selective	
participation

Choice	of	sites:	
GENERAL	PRACTICES

generalisability	↑

59%	
of	sites	expressed	
interest	in	trial	
participation

Retropro &	
eLung

Van	Staa 2014*

4%
of	sites	actually	
recruited	patients

generalisability ↓	
&	feasibility	↓	

participating	GPs	differed	from	those	not	
participating	

eLung trial	did	not	recruit	sufficient	N	of	
patients

*	Van	Staa et	al.	The	opportunities	and	challenges	of	pragmatic	point-of-care	randomised trials	using	routinely	collected	
electronic	records:	evaluations	of	two	exemplar	trials.	Health	Technol Assess.	2014;18(43);1-146

Possible	solution?
Appoint	dedicated	

study	staff	
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PragMagic
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How	gaming	principles	were	used	
to	help	develop	the	PragMagic	tool

Evert	- IJsfontein





rules, behaviour and emotion

Game principles in Pragmagic



rules, behaviour and emotion

Game principles in Pragmagic



Game UX is about:

• make the user feel in control

• give the user a clear goal

• give the user constant feedback

• allow multiple strategies





Three kinds of behaviour triggered by being lost:

• give up and quit

• focus on small details and ignore the big picture

• get it over with as fast as possible 
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Demo
PragMagic

Mira	Zuidgeest
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Demo
PragMagic
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QUESTIONS?
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