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The changing health landscape

Growing
expectations of
patients/citizens

Scarcity of
resources
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Chronic diseases

Global deaths (in millions)
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Source: Projections of global health outcomes from 2005 to 2060 using the International Futures integrated forecasting model. WHO bullettin 2011.



Scarcity of resources

Need & Demand
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A complex challenge

As seen, health care providers are

857/ [ currently faced with an extremely

& e A O Ay AT (9 complex challenge characterised by

'm'( AAﬂ AL rising demand, increasing cost and
S At insufficient funding.

Never as much as today have health care systems been S G
interested and involved with the potential benefits
deriving from innovations

Innovation is a key feature that
organisations have to incorporate as a
condition to offer sustainable and
efficient solutions




INVENTION

Innovation refers to the use
of a better and, as a result,
novel idea or method

whereas

invention refers more directly
to the creation of the idea or
method itself

Innovation

IMPROVEMENT

Innovation refers to the
notion of doing something
different

rather than

rather than doing the same
thing better



Types of innovation

An innovation that does not affect existing markets

Continuous An innovation that improves a product in an existing market in ways that
SUSTAINING customers are expecting.
Discontinuous |An innovation that is unexpected, but nevertheless does not affect existing
markets.
An innovation that creates a new market or expands an existing market by
applying a different set of values, which ultimately (and unexpectedly) overtakes
an existing market
Main features are: |a) improved health outcomes
DISRUPTIVE b) create new professional culture

c) serve new groups or have new products/services
(“create new markets”)
d) create new players

e) disorders old systems




The EXPH understands disruptive
innovation in health care as:

=)

Disruptive innovation in health care

“a type of innovation that creates new networks and
new organisations based on a new set of values,
involving new players, which makes it possible to health
improve outcomes and other valuable goals, such as
equity and efficiency. This innovation displaces older
systems and ways of doing things”.



Tecnologie sanitarie

Una tecnologia sanitaria consiste nell'applicazione di conoscenze
e competenze per risolvere un problema di salute e migliorare la
qualité della vita. (World Health Organization-WHO)

Questa ampia categoria include:

1. Whole range of interventions which can be provided within the health-care system

R e =\ ezl Be sl (e=<H] Farmaci, dispositivi, strumenti diagnostici, procedure, percorsi clinici, ...

2. Interventions applied to the health-care system in order to organize service delivery,

access, payment of providers, etC. sl c 22 QUM LER T TG IR T ENVAET T L

3. Tools for promoting and protecting health outside the health-care system —i.e. in
[alcRelcerTe e LRSI (G 1AMl Politiche pubbliche in sanit3, interventi di sanita pubblica, ...

Fonte: European Observatory on Health Systems and Policies. Health Technology Assessment and Health Policy-Making in Europe, 2008.
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Ciclo di vita delle tecnologie sanitarie

Intensity of use
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Decisioni relative alle tecnologie sanitarie

Technology area

Health-care interventions
- interventions provided within the health-care system

Decision types
<
Market approval E
g
Coverage ~
2
Managing/organizing E
—

Health-care reform
- interventions applied to the health-care system

Managing/organizing

Health interventions
- interventions outside the health-care system but in the
broader health system

Public health decisions

European Observatory on Health Systems and Policies. Health Technology

alth PO \/13 k O ()(O)X
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L'innovazione e il processo decisionale value-
based

Diventa prioritario identificare il «\VALORE» di
oghi innovazione
GELILEESY  cosi come il corrispondente rapporto costo- ITARIO

farmaci, ( beneficio

PEEEEY ili limitate
MASSIMIZZARE | BENEFICI con il

finanziamento disponibile
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Tha Eurcpean
Medical Tochnology

W Mgures

L'innovazione in sanita in Europa nel 2015

(esclusi i farmaci)

PATENT APPLICATION IN

0
MEDICAL TECHNOLOGY FIELD ~ 40%
FILLED WITH EPO IN 2015 :g, EU28, Norway
and Switzerand

e €197

Expenditure on
medical technology
TOP 10 TECHNICAL FIELDS IN PATENT APPLICATIONS per COplCO in Eu rope

NUMBEN OF PATENT AJPUCATIONS FRLED WITH EPQ, 2015 s «

12474 MEDICAL TECHNOLOGY

Innovation

BREAKDOWN OF TOTAL MEALTMEARE EXPENDITUNE IN FUNOPY tee ox
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€110 L'innovazione in sanita in Europa nel 2015

WORLD MEDSCAL DEVICE MARKET BY REGION
NASED UPFON MANUFACTUSS R PRICES, 2015 s o1t
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World Medical Technology market
by area and sales growth, 2015-2022

WW Market Share in 2022
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% Sales Growth: CAGR 2015-22

EvaluateMedTech® World Preview 2016, Outlook to 2022 (October 2016)
http://www.evaluategroup.com
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Crescita della spesa sanitaria e sostenibilita

Figure 1.3. Growth in health spending as compared with GDP
[ Health spending > GDP [ Health spending < GDP

19390s 3

1

Number of countries
Note: The 11 countries in which health spending growth outpaced GDP since 2009 are Australia, Belgium, Finland,
France, Hungary, Israel, Japan, Korea, Netherlands, New Zealand and Switzerland.

Source: OECD Health Statistics, http://dx.doi.org/10.1787/health-data-en.

Fonte: OECD (2015). Fiscal Sustainability of Health Systems: Bridging Health and Finance Perspectives,
OECD Publishing, Paris. DOI: http.//dx.doi.org/10.1787/9789264233386-en
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ag m@Eg N\ Fiscal Si inabili
Sostenibilita / it b o
del Sistema - -
Sanitario

@) OECD

OECD (2015). Fiscal Sustainability of Health Systems: Bridging Health and Finance Perspectives, OECD
Publishing, Paris. DOI: http://dx.doi.org/10.1787/9789264233386-en
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Fiscal Sustainability
of Health Systems

continued to exceed inflation levels for decades. Four broad factors are commonly cited -

as determinants of health expenditure: new health technologies, changing demography, 1
rising incomes and institutional characteristics of health systems (Gerdtham and Jonsson,

2000; Oxley and Morgan, 2009; Smith et al., 2009; IMF, 2010; Chernew and Newhouse, 2011;

EC, 2012; De La Maisonneuve and Oliveira Martins, 2013a).

> 3
New health technologies extend the scope, range and quality of medical services.
This increases health care costs, by offering better but more expensive care for complex
illnesses, including those that may not have been previously treatable. The range of health
interventions is extended and deepened, thereby increasing the use of health services

overall. Conversely, new technologies can reduce costs through shortened morbidities or
less costly treatment inputs.

@) OECD

OECD (2015). Fiscal Sustainability of Health Systems: Bridging Health and Finance Perspectives, OECD
Publishing, Paris. DOI: http://dx.doi.org/10.1787/9789264233386-en
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I problemi valore delle tecnologie e del loro
utilizzo appropriato

«...This report estimates that from
20% to 40% of all health spending is
currently wasted through inefficiency,
and points to 10 specific areas where
better policies and practices could
increase the impact of expenditures,
sometimes dramatically. Investing
these resources more wisely can help
countries move much closer to
universal coverage without increasing
spending...» O

. HEALTH SYSTEMS FINANCING
- Dr Margaret Chan, DlreCtOI‘-GeneraL The path to universal coverage .

World Health Organization, The World
Report, 2010

The World Health Report

@ World Health
Organization
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Table4.l.  Tenleading sources of Inefficlency

Source of inefficency

Common reasons for Inefficlency

Ways to address Inefficlency

1. Medicines: underuse
of generics and higher
77 than necessary prices for

medicines

Inadequate controls on supply-chain agents,
prescribers and dispensers; lower percelved
efficacy/safety of generic medicines;
historical prescribing patterns and inefficient
procurement/distribution systems; taxes and
duties on medicines; excessive mark-ups.

Improve prescribing guidance, Information, training
and practice. Require, permit or offer Incentives for
generic substitution. Develop active purchasing
based on assessment of costs and benefits of
alternatives. Ensure transparency In purchasing and
tenders. Remove taxes and dutles. Control excessive
mark-ups. Monitor and publicize medicine prices.

Inadequate pharmaceutical regulatory
structures/mechanisms; weak procurement
systems.

Strengthen enforcement of quality standards in the
manufacture of medicines; carry out product testing;
enhance procurement systems with pre-qualification
of suppliers.

Inappropriate prescriber incentives and
unethical promotion practices; consumer
demand/expectations; iimited knowledage
about therapeutic effects; Inadequate
regulatory frameworks.

Separate prescribing and dispensing functions;
regulate promotional activities; improve prescribing
guidance, Information, tralning and practice;
disseminate public Information.

4. Health-care products
7 and services: overuse or

Supplier-induced demand; fee-for-service
payment mechanisms; fear of litigation

Reform Incentive and payment structures {e.q.
capitation or dlagnosis-related group); develop and

supply of equipment, (defensive medicine). Implement clinical gquidelines,

Investigations and

procedures

5. Health workers: Conformity with pre-determined human Undertake needs-based assessment and tralning;
Inappropriate or costly resource policles and procedures; resistance revise remuneration policies; introduce flexible

staff mix, unmotivated
workers

by medical profession; fixed/Inflexibie
contracts; inadequate salaries; recrultment
based on favouritism.

contracts and/or performance-related pay;
Implement task-shifting and other ways of matching
skills to needs.

6. Health-care services:

Lack of alternative care arrangements;

Provide altemative care (e.q. day care); alter

Inappropriate hospital Insufficlent Incentives to discharge; limited Incentives to hospital providers; ralse knowledge
admissions and length of knowledge of best practice. about efficient admission practice.

stay

7. Health-care services: Inappropriate level of managerial resources Incorporate Inputs and output estimation into
Inappropriate hospital size for coordination and control; too many hospital planning; match managerial capacity to size;
(low use of Infrastructure) hospitals and Inpatient beds In some reduce excess capacity to ralse occupancy rate to

areas, not encugh In others. Often this
reflects a lack of planning for health service
infrastructure development.

80-90% (while controliing length of stay).

8. Health-care services:
medical errors and

suboptimal quality of care

Insufficlent knowledge or application of
dinical-care standards and protocols; lack of
guidelines; Inadequate supervision.

Improve hygiene standards in hospitals; provide
more continuity of care; undertake more dinical
audits; monitor hospital performance.

9. Health system leakages:
waste, corruption and
fraud

Undlear resource allocation guldance; lack
of transparency; poor accountability and
govemnance mechanisms; low salaries.

Improve regulation/governance, Including strong
sanction mechanisms; assess transparency/
vulnerability to corruption; undertake public
spending tracking surveys; promote codes of
conduct.

d 10. Health Interventions:
p Inefficlent mix/
7" inappropriate level of

strategles

Funding high-cost, low-effect Interventions
when low-cost, high-Impact cptions are
unfunded. inappropriate balance between
levels of care, and/or between prevention,
promotion and treatment.

Regular evaluation and Incorporation Into policy of
evidence on the costs and Impact of Interventions,
technologges, medicines, and policy options.



Evidence-based decision making

Best available Environment

research evidence and
organizational

context

—— — —
- e

Population
characteristics,
needs, values,

and preferences

Resources,
including
practitioner
expertise

Figure. Domains that influence evidence-based decision making. Source: Satterfield JM et al (2).



La valutazione delle tecnologie sanitarie svolge
un ruolo fondamentale nel conformare le

condizioni per I'implementazione
dell’innovazione nei sistemi sanitari

World Health Organization. Health technology assessment of medical devices; 2011.
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* Tecnologie sanitarie e innovazione in sanita
e Valutazione delle tecnologie in sanita (HTA)
 HTA in cardiologia
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Valutazione delle Tecnologie Sanitarie
(Health Technology Assessment - HTA)

 Ricerca multidimensionale mirata
ad informare il processo
decisionale

* Valutazione sistematica delle
proprieta e degli effetti di una
tecnologia sanitaria

* Affronta gli effetti diretti e
desiderati della tecnologia, cosi
come le rispettive conseguenze
indirette e indesiderate

* Condotta da gruppi

interdisciplinari _ ,
Fonte; Health Technology Assessment International (HTAi) - INAHTA

Istituto Superiore di Sanita



La valutazione multidimensionale dell’HTA

Informazioni

Research

DOMAINS

* Description and technical
characteristics

* Current use

* Safety

* Clinical effectiveness

* Costs, economic evaluation

. Ethica! aspects 32#:232
* Organizational aspects in oncok ¢
* Societal aspects :
* Legal aspects

MACRO

* Reimbursement
* Guidelines
MESO (HOSPITAL)
* Tech adoption
MICRO

Valore * Clinical practice

Istituto Superiore di Sanita




Perché e importante il supporto dell’HTA nei

Leadership Matters

processi decisionali Leadership Matters

HealthAffairs

Ll ABOGT ARCHIVE TorIcS nloas s e

e Favorisce:

Evidence-Based Decision Making: (€2
Global Evidence, Local Decisions

Carstyn M. Clanry snd Kby Cravis

— Ottimizzazione / trasparenza Making Decisions
ciie ein Transparent thae '
/ Ieg|tt|m|ta dE| prOCGSSO https://leadershipmatters1213. o J aond Vs abe e o WY ooty SOV W
. . wordpress.com/2015/06/22/ma
d ecisiona Ie king-decisions-transparent/

— Contestualizzazione delle
conoscenze scientifiche

— Equilibrio accesso / qualita /
sostenibilita

— Diffusione delle innovazioni
efficacie rispondenti ai
fabbisogno della popolazione

http://content.healthaffairs.org/content/2
4/1/151.long

Istituto Superiore di Sanita




HTA e innovazione W

e L'HTA storicamente nasce per

valutare 'innovazione Innovation Adoption

N logica in i q - A " A —
ecno c?glca |.n ingresso e. ora R w: o c
anche in uscita dalla pratica e 1) £
Clinica :;'ﬁ?:. :rl:mw Application * Obsolescence %_
. g " 5
 Una sempre maggiore tendenza . E s 2
N . . e . IS
e quella di anticipare il § : 5
3 4 5
momento della valutazione per i ; : g E
meglio governare l'introduzione E ! 2 CIS

. . . <
dell'innovazione nel sistema K
. . I
sanitario <

Time

Istituto Superiore di Sanita




The Domains of the Su quale dominio impatta la tecnologia
HTA Core Model® innovativa?

SCOPE DOMAINS

1. Health problem and current use of technology
2. Description and technical characteristics
3. Safety
4. Clinical effectiveness
i 5. Costs and economic evaluation
6. Ethical analysis
7. Organisational aspects

8. Social aspects
9. Legal aspects

—~

Rapid

—

ELropoan netwok for Haulth Technoiagy Assessmend | JA2 20122015 | www euna fta au

Al momento dell’'immissione in commercio e quindi della disponibilita della

tecnologia innovativa, gia dovrebbe essere noto il corrispondente «valore»

ta




Ambiti di applicazione dell’'HTA

Coinvolgimento degli Stakeholder J
Valutazione multidisciplinare
Disponibilita di dati

Sviluppo di una nuova Adozione di una nuova Disinvestimento
tecnologia tecnologia tecnologie obsolete

Attivita
emergente da
potenziare

Attivita limitata Attivita
ma necessaria consolidata

del’HTA

Coinvolgimento

Gestione dell’innovazione

Istituto Superiore di Sanita



Health Technology Life-cycle &
Assessment

Assessment

HB :HTA Tecl;n_ology obs?I:te
Assessment and inappropriate
Early scientific advice -

>

HTA

Use of technology in health care

Medical Research Time line of innovation Clinical practice

Technology

development Technology application Disinvestment

Un processo continuo senza interruzione



HTA e Sistemi Sanitari

(22 World Health

&' %.7 Organization
EXECUTIVE BOARD EBTIICONF /9
1241h session 22 Jonwary 2004
Agenda item 9.6

Health intervention and technology assessment
in support of universal health coverage

Draft resolution proposed by Malavsia and Maldives

The Executive Bossd

Hmcmmmmnhn and e m sopport of
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! Docasast ES 134130,

World Health
Organization

The World Health Report

HEALTH SYSTEMS FINANCING

The path to universal coverage

sy World Health
&% Organization




Applicare I’'HTA in tutti i livelli organizzativi del
Sistema Sanitario

“...AdHopHTA will support an
adequate ecosystem where formal
coordination among existing

hospital-based HTA initiatives is @
fostered and liaison with national HTAI.
2017

and regional HTA agencies can

flourish...” S m Rome,
== Italy

.
e = EOSat Towards an
| — o HTA Eco-system:
----- = http://www.adhophta.eu/ Froxm Local Nee’d? _tO
= . Glabal Opportunities
- #HTAIRome2017 I@

" AregtiTA Mrrest dute ivlervee
http://meeting.htai.org/events/htai-rome-2017/custom-
136-1c2301d261504d679¢c3b63c233b5033a.aspx

Vol ) Sy B A (A 15440 4 S ) B Ly A s @ B4

http://cordis.europa.eu/result/rcn/184859 it.html
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http://www.adhophta.eu/
http://cordis.europa.eu/result/rcn/184859_it.html
http://meeting.htai.org/events/htai-rome-2017/custom-136-1c2301d261504d679c3b63c233b5033a.aspx

INAHTA Members -

http://www.inahta.org/members/

The International Network of Agencies for Health Technology Assessment
' d . Health care decision making requires the right evidence at the right
time. Every day there are new health technologies available that can improve
patient outcomes and refine health system efficiency. Health technology

i: @
B
2
<

7. Y. ' " o : A ' e | assessment (HTA) is a tool to review technologies and provide evidence of the
= "' g ' o ," value these technologies can deliver to patients and their families, health
; ' system stakeholders, and to society more broadly.

INAHTA is a network of 52 HTA agencies that support health system
o o Rillvass decision making that affects over 1 billion people in 33 countries around the
globe. With more than 2,100 staff and consultants working in the INAHTA
network, there are clear benefits to connecting these agencies together to
cooperate and share information about producing and disseminating HTA
reports for evidence based decision making.
Assessment international INAHTA serves this purpose.

Health Technology

I ‘ / Towards An Integrated HTA Framework For “Health Technology Assessment international (HTAI) is the global scientific
A More Sustainable Health Care Ecosystem: . .
Principles And The Way Farward and professional society for all those who produce, use, or encounter HTA.
HTAi has members from over 65 countries and embraces all stakeholders,
including researchers, agencies, policy makers, industry, academia, health
service providers, and patients/consumers. We are the neutral forum for
collaboration and the sharing of leading information and expertise...”

HIA 2017

Abapte s ficte’
2 11 Lol e

ML ST -

neves © evenrs THTINEST GROOrY NESOUNS S

http://www.htai.org/
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HTA come strumento per le decisioni di coverage
e rimborsabilita

Figure 1.11. Number of countries using HTA to make coverage decisions
or set reimbursements

Bl Coverage (systematically) [ Coverage (some circumstances) B Reimbursement level or price
20
8 | 18 o 18
16 |
4k
12 F
10 F
8 | : :
6 | 5 3
“r 3 3
| a U0 Bw
0 ; 1 .

New medicines New medical procedures New medical devices New high-cost equipment

HTA: Health technology assessment.

Source: OLCD Health Systems Characteristics Survey, 2012.
StatLink wigrw http://dx.doi.ora/10.1787/888933218655

OECD (2015). Fiscal Sustainability of Health Systems: Bridging Health and Finance Perspectives, OECD
Publishing, Paris. DOI: http://dx.doi.org/10.1787/9789264233386-en
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HTA come strumento per le decisioni di coverage
e rimborsabilita

Institut national
d’‘excellence en santé
et en services sociaux

p
Québec NI C E
National Institute for
Health and Care Excellence

Istituto Superiore di Sanita



HTA in Europa (2011-2020)

La direttiva 2011/24/UE %
concernente l'applicazione dei \\
diritti dei pazienti relativi v
all’assistenza sanitaria > ‘

transfrontaliera prevede (art.
15) la realizzazione di una rete

eunethta

Istituto Superiore di Sanita



HTA in Europa X,

The Domains of the
HTA Core Model® eun ethta

SCOPE DOMAINS

1. Health problem and current use of technology

2. Description and technical characteristics
3. Safety
4. Clinical effectiveness

Rapid
A

5. Costs and economic evaluation
6. Ethical analysis
7. Organisational aspects

8. Social aspects
9. Legal aspects

Istituto Superiore di Sanita




HTA in Europa (timeline)

Health
Programme

2005
Call for project
proposals

2009 20011
Call for joint

action

Call for joint
action

NTEGRATE-HTA

e it i

2006-2008 2009 2 2012 2016-2020
QL EUnetHTA EUnetHTA e tHTA EUnetHTA
- Project Collaborzation *“ JAL Scientific and technical
eu nethta 6 cooperation

Legislation 2008-2011 2011-12 2013 2013+
Draft Cross Border CBHC Directive now  EU Cooperation HTA Network
Healthcare Directive. decided on HTA
Article 15 on HTA network Implementing
Decision

DG R&l

2011 FP7-Health Horizen 2020
2012-Innovation-1 Calls

New methodologies for HTA Health! Gare

Istituto Superiore di Sanita



HTA in Europa (2020-...)

[l futuro dell’HTA in Europa...la Commissione Europea progetta il futuro

Options:

1.
2. Long-term voluntary cooperation (financed by the EU beyond 2020);

3.

4. Cooperation on production of joint REA reports and their uptake (cooperation on

19

The status quo — Voluntary cooperation (Joint Action) until 2020;
Cooperation on collection, sharing and use of common tools and data;

clinical/medical matters);

. Cooperation on production of joint Full HTA reports and their uptake (cooperation on

cost-effectiveness).

PUBLIC HEALTH

Period of
consultation

_ From 21/10/2016
" State of Health ' to 20/01/2017

¢ inthe EU |
. Istituto Superiore di Sanita

A O arwpce  Puly e schon an et isctnoligy mesment

Public consuitation on strengthening EU cooperation on Heaith
Technology Assessment (HTA)




http://www.tesoro.i

= = , /{;/- t/doc-finanza-
HTA 1n Italla E;J:;.,f pubblica/def/2013/
{

A documenti/NOTA_A
GG_DEL_DEF_8-10-
. Patto per la Salute 2014-2016 (art. 26) 2013.pdf
- Articolo 26 Creazione di un modello istituzionale di HTA dei dispositivi medici 13
- Articolo 27 Valutazione nazionale dei medicinali secondo la metodologia dell’Health Technology Asses
- Articolo 28 - Cabina di regia per il monitoraggio del patto
. Aggiornamento Documento di Economia e Finanza DEF 2013 _~°* =

- | sistema sanitario dovra cioé essere sempre piu ‘selettivo’, occorrendo in particolare ridisegnare il perimetro dei LEA e adottare
I"approccio del c.d. Health Technology Assessment (HTA), al fine di identificare le opzioni assistenziali dimostratesi non solo
maggiormente costo - efficaci ma anche preferite da pazienti e cittadini, in modo da assicurare, a parita di risorse disponibili, il
massimo valore possibile in termini di salute.

. LEGGE 23 dicembre 2014, n. 190 - Disposizioni per la formazione del bilancio annuale e pluriennale
deIIo Stato (Legge di stabilita 2015)

Art. 587. In attuazione delle disposizioni contenute nella direttiva 2011/24/UE del Parlamento europeo e del Consiglio, del 9 marzo 2011,
e per promuovere il razionale uso dei dispositivi medici sulla base del principio costo-efficacia, il Ministero della salute, avvalendosi
dell'Agenzia nazionale per i servizi sanitari regionali (AGENAS) e dell'Agenzia italiana del farmaco (AIFA), per gli aspetti di relativa
competenza, al fine di garantire |'azione coordinata dei livelli nazionale, regionali e delle aziende accreditate del Servizio sanitario
nazionale per il governo dei consumi dei dispositivi medici, a tutela dell'unitarieta del sistema, della sicurezza nell'uso della tecnologia e
della salute dei cittadini, con proprio decreto, provvede, senza nuovi o maggiori oneri per la finanza pubblica:

- a) definire, attraverso l'istituzione di una Cabina di regia, con il coinvolgimento delle regioni, dell'AGENAS e dell'AIFA, sentiti i
rappresentanti dei pazienti, dei cittadini e dell'industria, anche in conformita alle indicazioni del Piano sanitario nazionale, le priorita ai
fini assistenziali;

- b) individuare, per la predisposizione dei capitolati di gara, i requisiti indispensabili per I'acquisizione dei dispositivi medici a livello http://www.governo.i
nazionale, regionale, intra-regionale o aziendale, e indicare gli elementi per la classificazione dei dispositivi medici in categorie . e
omogenee, garantendo, al fine delle esigenze terapeutiche, pil tipologie per i presidi utilizzati per la terapia domiciliare delle patologie t/S'tes/govemo'lt/ﬁIes
croniche adattabili ai diversi tipi di pazienti, fatto salvo il principio della valutazione costo-efficacia, e per l'individuazione dei prezzi di /Conferenza_SR.pdf
riferimento;

- c) istituire una rete nazionale, coordinata dall'’AGENAS, di collaborazione tra le regioni per la definizione e per |'utilizzo di strumenti per il
governo dei dispositivi medici e per Health Technology Assessment (HTA), denominato «Programma nazionale di HTA dei dispositivi
medici».

- Art. 588. Per garantire un equo e omogeneo accesso dei pazienti a tutti i medicinali, con particolare riguardo ai medicinali innovativi o di
eccezionale rilevanza terapeutica, I'AIFA predispone, a supporto del Ministero della salute e delle regioni, valutazioni di HTA volte a
caratterizzare e individuare i percorsi farmaco-terapeutici in grado di garantire I'impiego efficiente e costo-efficace delle risorse
disponibili. La funzione di cui al primo periodo si inserisce nell'ambito delle attivita previste ai fini dell'attuazione della direttiva
2011/24/UE del Parlamento europeo e del Consiglio, del 9 marzo 2011, attraverso il Network permanente per I'Health Technology
Assessment (HTA Network), anche, per quanto concerne i medicinali, nel perseguimento degli obiettivi previsti dalla medesima direttiva,

a supporto della Cabina di regia istituita presso il Ministero della salute e delle indicazioni del Piano sanitario nazionale.

LEGGE 23 dicembewn 2014, n, 180
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HTA in Italia

* Legge di stabilita 2015 (art. 256-257) in attuazione delle
disposizioni contenute nella direttiva 2011/24/UE

a) Cabina di regia per I’HTA, con il coinvolgimento di tutti gli
stakeholder, per definire le priorita ai fini assistenziali;

b) Individuazione di requisiti per I'acquisizione dei dispositivi
medici a livello nazionale, regionale, intra-regionale o aziendale;
classificazione dei dispositivi medici; individuazione dei prezzi di
riferimento;

c) Rete nazionale di collaborazione tra le regioni: «Programma
nazionale di HTA dei dispositivi medici».

Istituto Superiore di Sanita



HTA in Italia

Un sistema in costruzione e da
perfezionare per avere un reale
impatto sui processi decisionali a tutti i
livelli e sulla pratica clinica

MACRO
(E MESO B)
MICRO

societa italiana di health technology assessment
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Agenda

* Tecnologie sanitarie e innovazione in sanita
e Valutazione delle tecnologie in sanita (HTA)
 HTA in cardiologia
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Perché applicare le logiche dell’HTA anche in
cardiologia?

* Dal punto di vista epidemiologico, le malattie
cardiovascolari sono la principale causa di mortalita
in quasi tutti gli Stati membri della UE.

* Queste malattie rappresentano circa il 40% dei
decessi nell’lUE nel 2013 (seguite dal cancro, 26%).

OECD. Health at a Glance: Europe 2016, OECD Publishing. dx.doi.org/10.1787/9789264265592-en
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Costo delle malattie cardiovascolari,
coronariche e cerebrovascolari

Table 12.1 Total cost of CVD, CHD and cerebrovascular diseases, 2009, EU

CVvD CHD Cerebrovascular disease

€ thousands % of total € thousands % of total € thousands % of total
:’:‘t’:‘ health carel 106,156,940 54% 19,867,875 23% 19,102,868 50%
i doamtac 26,963,326 14% 12,014,249 20% 4,812,400 13%
to mortality
Productivity loss due
il 18,873,665 10% 5,530,552 9% 3329282 9%
Informal care costs 43,560,202 2% 22.812,144 38% 11,115,782 29%
Total 195,554,133 60,224,820 38,360,340

European Heart Network and European Society of Cardiology.
European Cardiovascular Disease Statistics, 2012 Edition.
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Proporzione della spesa (dispositivi medici)

Analysis on Top 10 Device Areas in 2022, Market Share Source: EvaluateMedTech" September 2016
& Sales Growth (2015-22)

18%

In Vitro Diagnostics (IVD)

16% —

14% - Diagnostic

imaging Cardiology

General &
_Plastic Surgery

WW Market Share % in 2022

Ophthalmics

Orthopedics

Wound Management

+3.0% +3.5% +4.0% +4.5% +5.0% +5.5% +6.0% +6.5% +7.0% +7.5%
% Sales Growth: CAGR 2015-22

Note: Size of Bubble = WW Sales in 2022

EvaluateMedTech. World Preview 2016, Outlook to 2022. 2016.
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HTA in cardiologia

Esempi delle diverse tecnologie valutabili tramite strumenti di

HTA:

Specific technology (tool) Area Type

Aspirin, lipid-lowering drugs, Intervention provided in Drug

ACE inhibitors health-care services

Stent/stenting Intervention provided in Device/

Coronary artery bypass health-care services procedure

grafting (CABG)

Rehabilitation programme Intervention provided in Multifaceted

Educational interventions health-care services intervention

Disease management Intervention applied to the health-care  Multifaceted

programme for CVD system (organization of service intervention
provision)

Pay for performance (e.g. Intervention applied to the health-care  Policy

targeting higher prescription system (payment of providers)

of aspirin for CVD)

Smoking ban Intervention outside health-care system Palicy

European Observatory on Health Systems and Policies. Health Technology
Assessment and Health Policy-Making in Europe, 2008.
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Determinare il «valore» delle tecnologie sanitarie in cardiologia
Cosa deve essere nei LEA? Cosa deve essere garantito? Come rendere il
Servizio Sanitario Sostenibile?

ox jrms Sy
'.a_ge ”gommfp

* Incremento di
costo rispetto allo
standard di circa
800-1200 Euro
Rimborso previsto
per procedura
DRG 517 Euro
1562

10,1

Arrhythmia
Detection

R-wave Sensing

Extended
Diagnostics
Longevity

Event Storage
(Memoria totale)

Loop Storage
(Memoria loop -
attivazione
manuale)

Patient Assistant

Remote
monitoring

88,4 x 15,2x 6,2mm
5cc

26¢g

44,8 x 7,2 x4 mm
1lcc

215 g

62 x19x 8 mm
9cc

15g

_ Medtronic Reveal LINQ Medtronic Reveal® XT St. Jude Confirm
Size (Dimension)
Size (Volume)

56.3x 18.5x 8 mm
6,5 cc

12 g

Asystole, bradyarrhythmia
VT/FVT, AT/AF

Asystole, bradyarrhythmia
VT/FVT, AT/AF

Asystole, bradyarrhythmia VT/FVT,
AT/AF

Asystole, bradyarrhythmia
VT/FVT

Tracking threshold, noise
reversion, over range detector
reduce the number of

sensed P-waves and T-waves

Iniettabile

Tracking threshold, noise
reversion, over range detector
reduce the number of

sensed P-waves and T-waves

Creazione tasca e incisione cutanea
di2cm

Tracking threshold, noise reversion,
over range detector

Creazione tasca e incisione
cutanea di 2 cm

Tracking threshold, noise
inhibition -Sense Ability

AT/AF burden, HRV, Patient

AT/AF burden, HRV, Patient

AT/AF burden, HRV, Patient

Activity, Day/Night HR, Cardiac  Activity, Day/Night HR, Cardiac  Activity, Day/Night HR, Cardiac n.a
Compass Compass Compass

4 years 3 years 3 years 3 years
35,8 min 57 minutes 49.5 minutes 48 minutes

7,5 min per evento:
* 7 min prima dell’attivazione
* 0,5 min dopo I'attivazione

Marking symptoms and query
collect and trend data
continuously and wirelessly

7,5—15min pre

Marking symptoms and query
collect and trend data
continuously and wirelessly.

7,5 min per evento:

* 6,5 min prima dell’attivazione

* 1 min dopo l'attivazione per
eventi auto attivati

Marking symptoms and query

1-4 min pre + 1 min post

Marking symptoms

Home monotoring daily
transmission

Carelink home monitoring

Carelink home monitoring

Sulla base delle considerazioni di cui sopra risultano evidenti i seguenti punti:

* gli studi clinici non evidenziano differenze in termini di outcome clinici;

transTelephonic monitoring

Istituto Superiore di Sanita
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«Valore» delle
tecnologie sanitarie
in cardiologia

Table 2: Accounting for the Decline in U.S. Deaths from Coronary Disease: 1980-2000

Number of | Percent of
PrI:::::: 4 Mz:):lji ty Type of Medical/Surgical Treatment or Risk Factor Change
Postponed Decline
209.000 612% Health risk reduction: Declines in prevalence of smoking,
hypertension, cholesterol, physical inactivity
-59.370 -17.4% Health risk increase: Rise in prevalence of
' body-mass index (BMI) and diabetes
149,630 43.8% | Subtotal: Deaths prevented or postponed because of health
risk factors
83.285 2199% Category I: Aspirin, heparin, warfarin, anti-hypertensives,
B-blockers, diuretics
45225 13.2% Category I+: Statins, ACE Inhibitors, 11b/I1la antagonists,
thrombolytics
30.830 11.5% Category II: Angioplasty/stents, bypass surgery (CABG),
: cardio-pulmonary resuscitation, cardiac rehabilitation
159,340 46.6% | Subtotal: Deaths prevented or postponed by medical/surgical
treatments
32,775 9.6% | Unexplained by model
341,745 100.0% | Total deaths prevented or postponed
Source: Ford, et al., 2007.
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HTA in cardiologia

Valvular heart disease

openheart Conceptual model for early health
technology assessment of current and

novel heart valve interventions

» Emerging technological advances in the field of
SimoneAHuyge?s."z‘f Maureen P M H heart valve interventions are often accompanied
Poter P T dacgere e Peer Kappe  With high research and development costs. To
Nicolas MD A van Meghe.” Michel 1M ayoid unsuccessful implementation of new tech-
nologies in clinical practice, it is essential to
investigate the potential cost-effectiveness of
new technologies before implementation in clin-
ical practice using early health technology
assessment (HTA) techniques. Early HTA investi-
gating particular requirements for novel heart
valve interventions to become cost-effective in

Fonte: Huygens SA et al. Conceptual model for the fumm » nOt yet avallab'e.
early i1ea|th technology-assessment of current > An examp|3 Of an emefging teChIlOlogical
and novel heart valve interventions. Open Heart. advance is tissue.engineered heart valves. In

2016 Oct 14;3(2):e000500. eCollection 2016.
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Conclusioni

* La sfida e quella di assicurare che ogni aumento della spesa
contribuisca alla sostenibilita e offra un buon rapporto costo-
beneficio
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Conclusioni

 L'HTA mira a informare i decisori collegando innovazione,
fabbisogno di salute, sostenibilita ed equita.

 L'HTA puo contribuire al processo decisionale in tutti i livelli
organizzativi del Sistema Sanitario.

 E fondamentale creare un «ecosistema di HTA» che permetta
I'integrazione adeguata di tutti i livelli (internazionale,
nazionale, regionale, locale, individuale) per ottimizzare
I'impatto dell’HTA.

Una sfida per il nostro Paese se non vuole rinunciare ai principi di
universalita ed equita per garantire il Diritto alla Salute sancito dalla
Costituzione
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Perche mi ha dato
una risposta

as50 Gia, ma

COl comelo ha
to] capito?

[ . h

Perche non sa dove si
trova, non sa dove sta

andando, e ora da a me
la colpa di tutto questo..
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Grazie per |'attenzione




