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Ongoing	
Challenge

1.	Implementing
personalized	medicine	
innovations	that	are	
“ready	for	use”.

2.	Sustaining	long-term	improvement	and	
transformation	of	healthcare
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• Direct	targeted	therapy,	reduce	
trial-and-error	prescribing

• Reduce	adverse	drug	reactions
• Reveal	new	uses	for	medicines	

and	drug	candidates
• Shift	emphasis	in	medicine	

from	reaction	to	prevention
• Inform	health	care	spending

The	Promise:	Potential	for	Transformation
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42%

PM	Innovation	- Status	Quo

132 FDA	approved	drugs	–
test	indicate	on	label

drugs	in	development	with	
biomarker	(73%	in	onco.)

$25	B Market	value	approved	
drugs	with	CDx

6,5000

25%

#	genetic	tests,	single	or	multiple	BM,	available	in	US

%	NME	approved	2016	-
test	indicated	(5%	2005)	
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*	Extracted	from	Personalized	Medicine	- A	Topology	Briefing	for	CADTH,	Hogarth	2016

Clinical Application of MDx
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*	Extracted	from	Personalized	Medicine	- A	Topology	Briefing	for	CADTH,	Hogarth	2016

Clinical Question Related to a Therapy
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Complex	Policy	
Environment

Complex	Innovation	
System
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21	Documents	Published	2012-2016

Expressed	Canadian
stakeholder	opinions	
on	policy	or	
operational	problems	
related	to	Canadian	
HCS	evaluation,	
funding and	delivery
of	companion	
diagnostic	test
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Areas	of	Concern	Expressed

Policy	/	Operational	Problems
Evaluation	- Funding	- Delivery	11

Total	NR	Problems	Expressed	=	38



Thought	Leaders:	2012-2016
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Total	Organizations	Represented	=	112



• how	does	this	translate	into	
Canada

• articulate	how	&	why	our	
system	is	different

• national	harmonization
• variety	of	approaches	for	a	
variety	of	molecular	tests
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• Many	problems	identified,	few	
solutions

• Good	solutions	require	well-defined	
problems

• Perspective,	experience,	knowledge	of	
ALL stakeholders	needed	for	well-
defined	problems

• Must	consider	short- &	long-term	
objectives broadly

• Willingness	to	support	cost-efficiency	
and	innovation is	critical


