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Col Statement

Ich habe von 1998 bis 2001 die ECHTA-WG
,Best Practice of Undertaking and Reporting
HTA" geleitet und gegen die, vorsichtig
gesagt, Skepsis vieler HTA-Agenturen
durchgesetzt, dass es eine gemeinsame
HTA-Methodologie gibt (wenn auch die
anschlieBBende Entscheidung von Land zu
Land unterschiedlich kann).




Um welche Fragen

geht es heute?

¢ Welche Kriterien gelten fur die Bewertung (z.B.
Nutzen, Zusatznutzen, Kosten-Nutzen)?

® Welcher Prozess und welche Methodik werden bel
der Bewertung angewendet (z.B. bzgl. beteiligte
Experten, Vergleichstherapie, Subgruppen)?

¢ Wie wird entschieden, ob ein Praparat
erstattungsfahig wird?

® Wie hoch ist der (Erstattungs-)Preis?

.. und konnte das alles auch europaisch erfolgen?
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Kriterien fur Bewertung
und Entscheidung

Kriterium A|lA|C|C|D|E|F|F|G|H|I| T IN|IN|N|P|P|S|S|U
TIUJA|Z|K|S|I |[R|R]JU|T|R|L|O|Z|L|T|E|K|K

(Pzaut;eaqtzmuetlfgsmer X [ x| x x| x| x | x Ix[x]x|x|x|x|x
Kosten-Nutzen XIX|X XIX|X|X|X|X|X]|X]|X] |X
Auswirkung auf Budget XIX|X X XIX|X|X]|X]|X]|X]X X
Preise in anderen Landern X XXX XX X| XX XX X
Zu erwartender Umsatz X X X
Behandlungsalternativen XX X X X X X X| IX
Soziale, ethische Erwagungen XXX X X|X X| IX
Bedarf der Gesellschaft X X X
Public Health Auswirkungen X X
Pharmakologische Merkmale X X X X X X
F&E-Kosten der Hersteller X XXX

_ Prioritaten der Regierung L | X

f‘;':fs‘ Quelle: Zentner et al. 2005; Kanavos et al. 2009
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Vereinfachtes Schema fiir Arzneimittelbewertungsprozess

Typ A: mit Preis Typ B: ohne Preis
(z.B. Schweden) (z.B. Frankreich)
Nutzen

(auch fur Subgruppen & einzelne Indikationen)

Zusatznutzen
(im Vergleich; auch fiir Subgruppen & einzelne Indikationen)

v

Kosten-Nutzen

(im Vergleich; auch fir Subgruppen)

Recommendation categories

I | : I [ MU N G CIME LB MR 1L B
‘L ll ‘L Recommended 105 (58%)
nur erstattungsfahig nur erstattungs- .
flr bestimmte fahig nicht e L
erstattungs- Patientengruppen im Rahmen i )
fahig Indikationen von Forschung erst%t;?gngs Only in Research 4 (2%)
Versorgungs- (zur Gewinnung Not Recommended 40 (22%)
zentren... weiter Daten)

Total 03/2000-12/2015 | 182 (100%) 5




Vereinfachtes Schema fiir Arzneimittelbewertungsprozess

Typ A: mit Preis Typ B: ohne Preis
(z.B. Schweden) (z.B. Frankreich)
Nutzen

(auch fur Subgruppen & einzelne Indikationen)

Zusatznutzen
(im Vergleich; auch fiir Subgruppen & einzelne Indikationen)

|
|
|
I licher th h
_ | I wesentlicher therapeutischer
. I_<OSten N“:I.tzen | g Fortschritt
(im Vergleich; auch fir Subgruppen) : @ T T e—
|
- ) | Il | maRige Verbesserung
|
¢ ¢ ¢ v IV | geringflgige Verbesserung
o v keine Verbesserung
nur erstattungsfahig nur erstattungs-
fiir bestimmte fahig Tk
erstattungs- Patientengruppen im Rahmen erstattungs-
fahig Indikationen von Forschung E5hi g
Versorgungs- (zur Gewinnung g
zentren... weiter Daten)

Preissetzung/ -verhandlung in
Abhangigkeit von (Zusatz-)Nutzen

uazinuziesnyz



Prozess — Zusatznutzen:
Inhalte des Dossiers (1)

HAS

Question 1: Is the drug eligible for reimbursement? ... .rout o sanre

Criterion : Actual Benefit «SMR» Service méedical rendu

Takes into account: » disease (severity)
» drug: clinical effectiveness + impact on public health

Question 2. Does the drug bring some clinical progress over
existing therapies?

Criterion: Clinical added value «<ASMR>» (Amélioration du SMR)

Question 3: What is the target population?

Quantitative estimate, based on available epidemiological
data, of the number of patients in the ‘reimbursed’
indication

4.9
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Inhalte des Dossiers (2)

Question 4: Is there a need for additional data HAS
CO//eCthn 7 HAUTE AUTORITE DE SANTE

® Uncertainty on clinical outcomes?

® Risk of misuse?

® Economic parameters to be studied in view of a future
reassessment of the product?

Question 5: What are the recommendations for a proper
use of the product?

Takes into account existing clinical guidelines gt
ot Wingt 92 e(,\:ra%e“'
nd fis e rschel o DOS*!
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Im jeweiligen alle Lander
Anwendungsgebiet:

national zugelassene Therapie SCOT auch international

: AU nur fir Hauptindikation
erfolgt sowieso europaisch CA. NL auch ~#-label

Ubliche Praxis alle Lander Ist die Wirklich so
unterschiedlich?
beste Therapie/’Goldstandard” FI NL NO NZ UK

glnstigste Therapie CANO NZ

' *
S 9
& Management im
MIGH e



ASMR

REPARTITION DES ASMR* ATTRIBUEES EN 2014*
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ggf. Vereinheitlichung ..

Amitsblatt der Europaischen Union

RICHTLINIEN

RICHTLINIE 2011/24/EU DES EUROPAISCHEN PARLAMENTS UND DES RATES

vom 9. Mirz 2011

iiber die Ausiibung der Patientenrechte in der grenziiberschreitenden Gesundheitsversorgung

Artikel 15
Zusammenarbeit bei
der Bewertung von
Gesundheits-
technologien

Die Union unterstutzt und erleichtert die

Zusammenarbeit und den Austausch
wissenschaftlicher Informationen
zwischen den Mitgliedstaaten im
Rahmen eines freiwilligen Netzwerks,
das die von den Mitgliedstaaten

benannten [...] nationalen Behorden

[...] verbindet.




Ziele des EU-Netzwerks

d)

die Unterstutzung der Zusammenarbeit zwischen nationalen
Behorden beziehungsweise anderen Stellen;

die Unterstutzung der Mitgliedstaaten bei der Bereitstellung objektiver,
zuverlassiger, rechtzeitiger, transparenter, vergleichbarer und
tbertragbarer Informationen uber die relative Wirksamkeit sowie
gegebenenfalls Uber die kurz- und langfristige Wirksamkeit von
Gesundheitstechnologien und die Schaffung der Voraussetzungen fr
einen effizienten Austausch dieser Informationen zwischen den
nationalen Behdrden beziehungsweise anderen Stellen;

Unterstltzung der Analyse des Inhalts und der Art der Informationen,
die ausgetauscht werden konnen;

Vermeidung von Doppelarbeit bei den Bewertungen.

4.,
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Scope of EUnetHTA’s work

EUnetHTA supports collaboration between European
HTA organisations that brings added value at the
European, national and regional level through

- facilitating efficient use of resources available for HTA
- creating a sustainable system of HTA knowledge sharing
- promoting good practice in HTA methods and processes.

Plenary Assembly

. 5 e
i Executive Stakeholder
J 7 Committee Forum




About the website Disclaimer Copyrights Sitemap Follow us [Intranet] My account
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# > Home » Activities

EUnetHTA Joint Action 2 (2012-2015) ACTIVITIES

General Objectives » JOINT ACTION 2

o JAZ - WORK PACKAGE 1
The general objective of the EUnetHTA Joint Action 2 (JAZ) on Health Technology Assessment (HTA)

is to strengthen the practical application oftools and approaches to cross-border HTA collaboration. P JAZ - WORK PACKAGE 2
The JAZ aims at bringing collaboration to a higher level resulting in better understanding for the

Commission and Member States of the ways to establish a sustainable structure for HTA in the EL. * JAZ-WORKPACKAGE 3
Specifically, the JAZ will develop a general strategy, principles and an implementation proposal for a
sustainable European HTA collabaration according to the requirements of Article 15 of the Directive

for cross-border healthcare.
' P JAZ -WORK PACKAGE 5

o JAZ - WORK PACKAGE 4

The strategic objectives of the JAZ are: o JAZ - WORK PACKAGE B

+ To strengthen the practical application of tools and approaches to cross-border HTA P A2 - WORK PACKAGE 7
collaboration
+ To aim at bringing collaboration to a higher level resulting in better understanding for the P JAZ -WORK PACKAGE &8
| Commission and Member States (M3) of the ways to establish a sustainable structure for HTA
| inthe EU b JOINT ACTION 1

+ To develop a general strategy, principles and an implementation proposal for a sustainable
European HTA collaboration according to the requirements of Article 15 of the Directive for
cross-horder healthcare.

*  COLLABORATION !

* PROJECT

See fhe Technical Annex of the JAZ Grant Agreement with the Commission
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EUnetHTA JA2
WP8 DELIVERABLE

HTA Core Model

Version 3.0

for the full assessment of
Diagnostic Technologies,

Medical and Surgical Interventions,

Pharmaceuticals and
Screening Technologies

Table 3. Core matrix

CORE MATRIX

Transferability

Importance

1 Optional | 2 Important | 3 Critical
3 Complete

Not core
2 Partially

Not core
1 None

Not core Not core

15



The Domains of the
HTA Core Model®

SCOPE DOMAINS

e —
1. Health problem and current use of technology

2_ Description and technical characteristics

Rapid
A
Cad

. Safety

. Clinical effectiveness

. Costs and economic evaluation

Full
@ o s

. Ethical analysis

-]

. Organisational aspects

8. Social aspects

9. Legal aspects

e

FL
eunethta European network for Health Technology Assessment | JAZ 201 2-2015 | www.sunethta.eu

Figure 2. An assessment element
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This draft model was developed by experts from the institutions listed below, and was
reviewed and validated by members of Work Package 5 (WP5) of the EUnetHTA network;
the whole process was coordinated by the Dutch Health Care Insurance Board (CVZ).
The model represents a consolidated view of the non- binding recommendations of the
EUnetHTA network members and is in no case the official opinion of the participating
institutions or individuals.

Participating institutions:

Full name Abbreviation
Agencia de Evaluacion de Tecnologias Sanitarias de AETSA
Andalucia (Andalusian Agency for Health Technology

Assessment)

University Hospital ‘A.Gemelli’ A.Gemelli

L'Agenzia Italiana del Farmaco (ltalian Medicines AIFA

Agency)
Agéncia d'Informacid, Avaluacio i Qualitat en Salut CAHIAQ

(Catalan Agency for Health Information, Assessment

EUROPEAN NETWORK FOR HEALTH TECHNOLOCY ASSESSMENT

and Quality)

MNacionilais veselibas dienests (Centre of Health CHE
Economics)

College voor zorgverzekeringen (Health Care CcvZ
Insurance Board)

Directorate for Pharmaceutical Affairs (DPA) at the MHEC- DPA
Ministry of Health, the Elderly and Community Care

Sakerhets- och utvecklingscentret for FIMEA
lakemedelsomradet (Finnish Medicines Agency)

Institutet far halsa och valfard (Finnish Office for FINOHTA/THL

Health Technology Assessment at the National

Institute for Health and Welfare)

Gesundheit Osterreich GmbH GOG
Haute Autorité de Santé (French National Authority for HAS
Health)

Hauptverband der Osterreichischen HBV
Sozialversicherungstrager (Association of Austrian

Social Insurance Institutions)

Institut fur Qualitat und Wirtschaftlichkeit im 1QWIG
Cesundheitswesen (Institute for Quality and Efficiency

in Health Care)

Institut za varovanje zdravja Republike Slovenije IPH- RS
{Institute of Public Health of the Republic of Slovenia)

Federaal Kenniscentrum (Belgian Health Care KCE
Knowledge Centre)

Rijksinstituut voor ziekte- en invaliditeitsverzekering/ RIZIV- INAMI HTA Core Model® for
Institut national d’assurance maladie- invalidité

(Belgian National Institute for Health and Disability Rapid Relative Effectiveness Assessment of
Insurance) H

Swiss Network for Health Technology Assessment SNHTA Pharmaceuticals
HTA Unit, Agencia Lain Entralgo UETS



What is national uptake?

"Mational uptake” is the general implementation of any EUnetHTA output (i.e. joint assessments,
submission templates, guidelines, POP Database, HTA Core Model®, ete.) in & local (nationalregional)
setting.

Instances of national uptake by using for example the EUnetHTA tools:

= A local HTA report produced de-nove with the use of the HTA Core ModelE
= A local HTA report produced with application of the EUnstHTA Adspiation Toolkit adapting one

of the nationalregional reporis from a differant country to local settings

= A local HTA report produced as the outcome of a collaboration facilitated by the EUnstHTA POP
Database

= A local HTA report produced with application of or reference to one or more of the EUnetHTA
Guidelines

= A local HTA report clesrly describing the development process that includes usage of or
reference to any of these EUnetHTA tools

What is national adaptation?

"Mational adaptation” is a specific fype of nalions! uplake, i.e. the use of the EUneiHTA joint

gzsessment results in nationaliregional setting. The purpose of national adaptation is to avaid

duplication, to promote good practices in HTA processes and o effectively use time and financial

%
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Onkologisches Beispiel 1

RAMUCIRUMAB IN COMBINATION WITH PACLITAXEL AS SECOND-LINE
TREATMENT FOR ADULT PATIENTS WITH ADVANCED GASTRIC OR
GASTRO-OESOPHAGEAL JUNCTION ADENOCARCINOMA

Pilot ID: WP5 — SA4

% Management im
M lG Gesundheitswesen
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Die Nutzung durch die europaischen
HTA-Agenturen lasst aber noch zu winschen ubrig ...

Filot rapid
assessment on
Ramucirumakb in
combination with
Paclitaxel as
second-line
treatment fior
adult patients
with advanced
aastric or gastro-
pesophageal
junction
adenocarcinoma

Austria

Belgium

Finland

Belgium

Finland

Slovakia

Belgium

2
(]
m

|
[~

W=
ViE

FPublished
September
2015

FPublished
October
2015

FPublished
2015

In English

Link to
report

Abstract
in English
Report in
Finnish

Link to
SLMmMary

Adapting: systematic extraction
of relevant HTA information
from an existing joint
assessment.

Preparation of a8 2 pages news-
itermn.

Adapting: systematic extraction
of relevant HTA information
from an existing joint
assessment.

Used in cross-checking
evidence.

Used in cross-checking
evidence.

Used in direct decision-making.

Analysis of scientific context
and its relevance, "KCE has
read for you".

Anna Nachinebel

anna.nachtnebeli@hta.lbg.ac.at

Patrice Chalon

patrice chaloni@kce. foov. be

Ulla Harkonen
ulla_harkonen@fimea.fi

or

vesa. kiviniemi@fimea i

Francis Anckx

francis.arickxgniziv.foov.be

Periti Happonen
pertfi_ happonen@f

=3
[1e]
[=£}
=h

Tomas Tesar

tomas_tesar@union.sk

Patrice Chalon

patrice chaloni@kce. foov. be
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Onkologisches Beispiel 2

SORAFENIB FOR THE TREATMENT OF PROGRESSIVE,

LOCALLY ADVANCED OR METASTATIC, DIFFERENTIATED
(PAPILLARY/FOLLICULAR/HURTHLE CELL) THYROID
CARCINOMA, REFRACTORY TO RADIOACTIVE IODINE
ID: SA-[3]

4R 21
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Auch hier:
wenig genutzt durch europaische HTA-Agenturen

Sorafenib for the

ireatment of
advanced or
metastatic
progressive
differenfiated

thyroid cancer

United

Kingdom

(Scotland)

Belgium

Portugal

Slovakia

Spain

Belgium

ra
[

INFARMED

MoH SK

=
)
ir

e
L}
M

Link to
report

Link to

sUmmary

-,
(154
“:“

MiG

The EUnetHTA report was
referenced in discussion on
impact of sorafenib on health
related quality of life.

Used in cross-checking
evidence.

Used in direct decision-making.

Used in direct decision-making.

Used in direct decision-making.

Analysis of scientific context
and its relevance, "KICE has
read for you".

Management im
Gesundheitswesen

Jan Jones
anjones@nhs.net

Francis Arickx

francis. arickx@riziv. fgov. be

Jodo Martins
oao.martins@infarmed. pt

Tomas Tesar

tomas_tesar@union.sk

Almudena Alberios

aalbertosigisciii.es

Patrice Chalon

patrice chalon@kce. fgov. be
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Auch hier:
wenig genutzt durch europaische HTA-Agenturen

\S
‘(\'\Y\dem 23



Orphan 15

Brand Nams f ;
|Generic name) g = Pl'xh'm UK DE DK W FR ES IT HL
Manufocturer Indication w5 comparator  Direct
Relapsed CLL (in
Tydellg combination with Mabthera
(dedalisib) Gileod  rtusimat), relapsed FL {Rituximab) '1'3! m
and relapeed SLL
Plegridy Ayonax
[Peginterfieron Relapsing farme of M5 {Inéarferan 0% = | - k5
Beta-14) Bioger beta-1a)
MCL and CLL whi hawe
Imruwica
edaned al least ana Arzarma U‘f
(Ibrutinib) R
P prior therapy or with [Cifatumumak)
TN PO o e
017 dephedior
Uy
-:ﬁ:,xﬁ.:l.t..- Mukicentric Castleman’s MabThera
Bipn ez ot disease {Riuimat)
Jansgen :
. !an:e.frr; N T30M laruvia
g luti o) 5K (Siaglipting
_; Hniget Crahi's disease and Remicade
LReCI IR ulcerative colii [Iniliximati)
Tokedn s L
Vimizim Sk s
Elosuifase Alfa) Mucopolysaccharidosis Elagrase
Hisionia ! Py A (cdursulfase)
,j_TE:rﬂll Prosgresshe, metastatic Caprelsa
T Er;-l;.'.r'.} ' medullary thyroid cancer {Mardetanig)
In combination with
Garyva chiarambucil, for the
(Oblrtuzumab)  treatment of patients ;Tbm;;
Gementech with previously L
untreated CLL
Cyramza : Ia&slric ar gastn AEretare f_
[Ramucirumaty)  esaphageal cancer and [Paclitasz)
EN Lilly NSCLE
Lﬂ:’:"r:" Criarian cancer with Avastin
et Sl | A s %
AomTantea BRCA-musated (Bewacizumaby
Trulicity Byetta e
TZDM
{Doulzsglutiche) FU LAy 2 {Exeriatide) v e
Preaitusly unkreated
5| 5 with CLL
Arzerra .arlrl \-"?..-in- i Mabthera
|Cfaturmumat) GSE il e (Rituzimab}

b
and alemiuzumat

Erstattungsfahigkeit

und Preissetzung

Ein Blick auf im Jahr 2014
zugelassene Medikamente,

ihre Erstattungsfahigkeit und
den relativen Preisunterschied

zur Vergleichstherapie
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OO

Figure: Boxplot of drug prices (ex-factory price per unit) indexed (price in the lowest priced country=100),

as of June 2013, in 16 European countries, Australia, and New Zealand
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Figure: Boxplot of drug prices (ex-factory price per unit) indexed (price in the lowest priced country=100),
as of June 2013, in 16 European countries, Australia, and New Zealand



