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The views expressed in this presentation are my personal
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What is real world data?
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Real world evidence is defined as data that are collected outside the
constraints of conventional randomised clinical trials.

Registries
Electronic Health Digital phenotypes
Records Patient and Hospital data
physician surveys
Health Insurance Genomes
Data Biobanks

Social media
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FITROWPFAN MEDICTINFES AGENICY

Development Growth phase Mature phase
A
: Post marketing : : : :
PROs l_3udget| commitments I I I I
impact, (safety etc.) I I Head to head 1 Usage:@
O I | I comparative I
) Unmet need Adherence I . I Differk Effects of
ul effectiveness - .
'5 / disease ! I [ I encel switching on
ol burde : : : Differentiati : : outcomes
o Patient I Utilizatior\ | gtfectiveness onin Sfjb' I I Differentiate
) recruigment ! /prescribing ! populations 1 with or vs
| | ’
8 / ) patterns  Ji - I A protected
arget ]
) 1 1 1 ) 1 1 galenics
No) populations
.= | Understand : : : I :
Lﬁ standard of I I I I I
care\and I I | I I /NOW
NHISD I I I I I
Trial ! ! 1 1
= N - I I /Past
— design - » | -y, oD oS e s -
Launch Conditional New New formulation/ Competitor
\ pricing review competition indication goes generic J
Source: IMI GetReal




Chart1

		0.3		0.1

		0.4		0.1

		0.5		0.3

		1		0.5

		2.45		2

		3.44		2.86

		4.74		3.09

		3.75		2.71

		2.27		1.38

		1.13		0.58

		0.9		0.22

		3.3		0.15

		1.25		0.07

		1.13		0.22

		2.7		0.63

		1.17		0.26

		1.2		0.26

		1.23		0.11

		1.23		0.2

		2.06		0.2

		1.13		0.22

		3.22		0.22

		1.13		0.17

		1		0.17

		1		0.17





Sheet1

		

				0.3		0.1

				0.4		0.1

				0.5		0.3

				1		0.5

				2.45		2

				3.44		2.86

				4.74		3.09

				3.75		2.71

				2.27		1.38

				1.13		0.58

				0.9		0.22

				3.3		0.15

				1.25		0.07

				1.13		0.22

				2.7		0.63

				1.17		0.26

				1.2		0.26

				1.23		0.11

				1.23		0.2

				2.06		0.2

				1.13		0.22

				3.22		0.22

				1.13		0.17

				1		0.17

				1		0.17






Business Case — RWE in the product life cycle r

FITROWPF AN MENDICTINFES AGENICY

Development Growth phase Mature phase

I Post marketing
PROs BudgetI

commitments

1
|
1
1
Usagg

| | |
| | |
. | | |
impact (safety etc.) I | Head to head 1
o) ! I I comparative [
o Unmet need Adherence I o I Differt Effects of
— ) effectiveness i
'5 / disease ! I [ I encel switching on
o burde : : : Differentiati : : outcomes
o Patient I Utilization\ | gffectivenests oninsub- -, I Differentiate
Q recruitment I /prescribing : populations : with or vs.
8 / N patterns  J I A protected
Q I I 1 Target 1 1 alenics
© ) I I populations I | 9
— Understand | | | :
Lﬁ standard of I I I I I
care\and I I | I I /NOW
NH I I I I I I
: - - - ‘ast
== RWE integrated into regulatory processes and decisions
L]
Launch Conditional New New formulation/ Competitor
pricing review competition indication goes generic )
Source: IMI GetReal




Chart1

		0.3		0.1

		0.4		0.1

		0.5		0.3

		1		0.5

		2.45		2

		3.44		2.86

		4.74		3.09

		3.75		2.71

		2.27		1.38

		1.13		0.58

		0.9		0.22

		3.3		0.15

		1.25		0.07

		1.13		0.22

		2.7		0.63

		1.17		0.26

		1.2		0.26

		1.23		0.11

		1.23		0.2

		2.06		0.2

		1.13		0.22

		3.22		0.22

		1.13		0.17

		1		0.17

		1		0.17





Sheet1

		

				0.3		0.1

				0.4		0.1

				0.5		0.3

				1		0.5

				2.45		2

				3.44		2.86

				4.74		3.09

				3.75		2.71

				2.27		1.38

				1.13		0.58

				0.9		0.22

				3.3		0.15

				1.25		0.07

				1.13		0.22

				2.7		0.63

				1.17		0.26

				1.2		0.26

				1.23		0.11

				1.23		0.2

				2.06		0.2

				1.13		0.22

				3.22		0.22

				1.13		0.17

				1		0.17

				1		0.17






Use of real-world data in regulatory decision-making®
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Benefits of access to and use of real world eviden
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Improving
medicines
development

Enabling
innovation

Understand the
disease and
target
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treatment
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Better evidence
supplementing
Clinical Trials
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Determining safety
and efficacy in high

risk groups
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Overarching

benefit

Improved EMA
and HTA decision
making

Optimising use of
medicines
through ongoing
monitoring

Ability to define
the impact of
regulatory/HTA
decisions
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Outcomes of Patient Registries Workshop, 28t October :
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EMA, will undertake to improve stakeholder collaboration and make better
use of registries through:

mechanisms for regulators and marketing authorisation applicants to
systematically consider the need for registries and interact with registry holders;

sharing and disseminating information on disease registries;
recommending governance principles and standards for stakeholder interactions;

making recommendations on core data elements and quality standards acceptable
for regulatory and HTA decision-making;

identifying registry holders' needs for methodological and technical guidance;
Investigating what patient-reported outcomes registries should collect;

exploring further measures to improve the sustainability of registries.
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Thank you
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