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Outline

 HTA the fourth hurdle

* |[nnovation a must. What is innovation?

» Factors around innovation not related to HTA
» Factors related to HTA and its frameworks

* |[nnovation. What next?
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HTA, the fourth hurdle.
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Managing the Fourth Hurdle
Small medtech companies addressing
the issue of reimbursement, 2008
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The fourth hurdle

* Reimbursement
 Procurement
» Use in practice
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Value and values

 Multidimensional
* Interaction

* Perspective dependent

» Contexts dependent

« Characteristics of society,
guestions, cultural values

* Priorities
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Innovation a must. What is innovation?

» “the development of new services, technologies, but
above all, a change of direction in the management of
systems towards the promotion of health and disease

prevention”
Iberoamerican Development Bank, 2015
“The truly innovation in health”
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Innovation a must. What is innovation?

* “to develop and deliver
new or improved health
policies, systems, products
and technologies, and 1
services and delivery R\, World Health
methods that improve W -?I Oraanizati
; &Y Organization
people’s healt L

> - WHO innovation, 2019
N\ o “WHO Health Innovation Group” %
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Innovation a must. What is innovation?

* Responds to unmet needs by employing
new ways of thinking and working with a
special focus on the needs of vulnerable
populations

* Health innovation adds value in the form
of improved efficiency, effectiveness,
quality, safety and/or affordability

World Health
rganization

« Health innovation can be in preventive,
promotive, therapeutic, rehabilitative
and/or assistive care
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Innovation”? Technology and services

“the application of organized
knowledge and skills in the form of
devices, medicines, vaccines,
procedures and systems

ﬁ developed to solve a health
HTA problem and improve quality of
Glossary lives”
net
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Questions and answers...
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Questions and answers...

* Horizon scanning or early EuroScan
awareness and alert systems
« HS
« EAAS

A toolkit for the identification and

! assessment of new and

1.:"?:1‘ emerging health technologies

LEL i

i Update October 2014
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New and emerging technologies

“A health technology that has
not yet been adopted within
the healthcare system”
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Innovation. Blockbusters to nichbusters

* blockbuster models in which
technological solutions could Product
cover a range of pathologies
and patients to a more
focused personalised or
customized model also
named niche-busters
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The four Ps in Healthcare.

¢ Who is at risk?

¢ Who need to be
informed?

(- What negative
health trends are
likely to be
produced in our
community?

Predictive Proactive

Personalised Preventive

What actions can
we take now to
prevent a negative

episode? @
.- » \ / . . .
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¢ What is the best
combinatio n of
services for this
individual?




The four Ps In Healthcare... and HTA

&00.. THE
HUMAN GEMOME

« Multiplies the number of

pathologies | Pl o e Efﬁ'ﬁ%ﬁ% THE
* the group of patients to be

addressed
* Requires tailored

assessments

 patients’ characteristics,
* the epidemiological paradigm in
each region or country and

* its related health care system’s
features and nuances
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Regulation and its nuances

« Reqgulation differs depending
on the type of technology...
and ...
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ANALYSIS

Commentary: Europe needs a central, transparent, and
evidence based regulation process for devices

Michaela Eikermann head of department of evidence based medicine', Christian Gluud head of
department’, Matthias Perleth chairman’®, Claudia Wild director’, Stefan Sauerland head of
department’, Iiaki Gutierrez-Ibarluzea knowledge manager”, Sunya-Lee Antoine research associate’,

Jacques Demotes-Mainard project coordinator’, Edmund A M Neugebauer director’, On behalf of
signatories of our open letter to the European Uhion*

Institute for Research in Operative Medicine, Faculty of Health, School of Medicine, Witten/Herdecke University, D-51103 Cologne, Genmany
*Gopenhagen Trial Unit.Centr for Cinical Intervention Research, Gopenhagen niversty Hospitl. Gopenhagen. Denmark ; German Sacity for
Technology Assessmentin Health Gare, Berin, Germany; ‘Ludwig Bolizmann Austria ; ®Non-Drug
Interventions, Insiitute for Quality and Efficiency in Healihcare (IQWIG). Cologne. Germany ’Oﬁieha‘ﬁasque Offce for Health Technology

Assessmen, Vitorla-Gasteiz, Spal

Last September, the European Commission published proposals
10 updaie regulations for medical devices in order o improve
patient safety.' The proposals are being discussed by the
European parliament where critical debate is being led by the
Committee on Environment, Public Health and Food Safety

Medical devices range from bandages o life support machines.
and manufacturers classify them into four risk categories from
Tow (such as urine drainage bags) to high risk (such as drug
eluting cardiac stents) according to EU rules.” The risk
associated with the device depends on the duration o contac
with the body., invasiveness, and whether it has a local or a
Medium and high risk devic be certified
by one of the notified bodies, organisations that are accredited
10 assess a product’s compliance with EU legislation (CE mark),

Ata first glance this seems a struetured process. But examples.
such as the withdrawal of Poly Implant Prothése (PTP) breast
implants show that the pracess cannol guarant and
effective patient care.’ The certification process is inconsistent,

TINSERM, Institu! Thematique Sante Publique, Paris, France

Last month a group of experts, including ourselves, submitted
4 peition 10 the European Commission, European Parliament,
and European Council asking them to enforce the rig
clinical evaluation of medical devices." We set out three main
requirements for an updated European regulation process
Centralisation of the regulation process and independent
Under the proposed legislation of
devices wil still be free to choose to which of the 84 notified
‘hodies they submit their application. We believe that approval
of high and medium risk devices (category 11l and by as well
as in vitro diagnostic devices should be done by a new public
‘hody similar to the European Medicines Agency or that the
EMA is given an extended mandate to carry out these
assessments.

Requirement for high quality evidence of patient relevant
benefits—Currently, there is no requirement that approval of
high and medium risk devices should be based on high quality
evidence of benefits that are relevant to patients. We

opaque. and operates in the interests of Tt requires
insuffcient evidence of efficacy of the devices and no long term
follow-up of patients *

Campbell and colleagues” analysis of the problems with the EU
regulations points out the usefulness of registries for collecting
postmarket surveillance data* They eriticise the current EU

that patient safety should be improved by
requiring assessment of short and long term benefits and harms
in well designed randomised clinical rials and other high quality
clinical studies. Post-marketing surveillance should also be

compulsory o ensure that benefits and harms of the device in
real world settings are similar (o those shown in clinical

proposals for failing 10 include measures
and transparent documentation and exchange of the data.

Storz-Pfenning and colleagues argue that the new proposals
not sufficiently strengthen the requirement for relizble evidence
before market access. They recommend that regulations should
require better evidence hefore new technologies are approved
or that use of new devices after approval is restricted to rials.

o

to:E AM Neugebauer

For parsaral use only: Sea rights end rapin

of th process and results—Currently,
mere is no publicly available summary describing the basis for
g . Members of the public therefore cannot
find cut nformation sbout e process (place of application.
for application, p
o the rationale for an approval (efficacy and safery data). We
alled for this information to be available on a publicly
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Demand and offer
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Factors related to HTA and its
frameworks

SCOPE HTA Core Model DOMAINS

 Frameworks Al
» INTEGRATE-HTA 2| 3] A
« Core Model EUnetHTA R

 Harmonisation of HTA D

practices:

7. Organizational aspects
Patient and social aspects
9. Legal aspects
N N

« EUnetHTA
« REDETSA % ’
« HTAsialLink

-fEuroScan ”
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What next?

* |t seems to be that when we called a technology to be
innovative no further analysis is required

* [Innovation should be evaluated and value determined
1. which is innovative and improves health,

2. which hasn’t proved to change results on health but is promising and
thus requires further follow-up

3. which should be considered as research
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What next? Proactivity

 Early dialogue

 Early advice

* Pre-evaluation

* [dentification of demand
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Thanks....
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