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Joint Action on HTA
Technical Annex

Proposal Title: ' European network for HTA Joint Action

Acronym: EUnetHTA JA

Duration: 36 months

Priorify Areﬁ: Generate and disseminate health information and knowledge

Action: Exchahge knowledge and best practice

‘Sub-action: Building on the expertise already developed in the field of healih

technology assessment, ensure the continuation and development of
‘Health Technology Assessment (HTA) in the EU, including work on
relative effectiveness (RE) of drugs.

1. Executive Summary

The overarching objective of the Joint Action (JA) on Health Technology Assessment (HTA)
including work on relative effectiveness of pharmaceuticals is to put into practice an effective and
sustainable HTA collaboration in Europe that brings added value at the Evropean, national and
regional level. The JA will bring together 33 HTA agencies and institutional producers of HTA and
assessments of pharmaceuticals in 23 EU and 1 EEA/EFTA country. The JA facilitates.solutions to
overcome barriers to collaboration and facilitates national solutions to-deliver context spemﬁc
reporting of HTA results. -

HTA is a tool to improve quahty and efficiency of public health and healthcare interventions and
policies. Developing and increasing the efficiency of HTA across Furope addresses issues of
strategic importance identified in the 2" Health Programme. The need for closer collaboration in
HTA has been identified by European HTA doers themselves and by the EU, whose member states
(MS) have recogmzed that a sustainable Network for HTA is an urgent need.

- This JA is a response to the request by EU Cqmmission and MS in the work plan 2009 of the
Health Programme to continue fostering the development of HTA in Europe. The JA brings into life
~ the commitments made by governments by appointing national HTA bodies to participate.

The JA builds upon the methods and tools developed by the EUnetHTA Project. The JA’s strategy
to .evolve cooperation according to current needs consists of three interrelated streams of
activities.1. Construction of a detailed business model for collaboration addressing the sustainability:
of the HTA collaboration in Europe 2. Methodological developments to he1ghten the efficiency and
‘transparency of HTA processes in Europe. 3. Applying those tools in European trans-national
collaboration and ‘at the national, regional and/or local levels. Through the constant interaction
between the three streams the JA is able to be responswe to the evolving needs of HTA doers and
users in health systems across Europe.
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In stteam 1 a separate work package will develop a detailed business model for sustainable
-collaboration. The deepening European collaboration in HTA will influence recommendations for
facilitating country specific strategic plans on the establishment and continuous improvement of
HTA.

In stream 2 the EUnetHTA Core Model will be expanded to cover screening technologies. An
online tool will be developed to facilitate the use of the model, as well as policies and processes for
producing, publishing and utilizing of information produced with the Model. In addition,
methodological guidance on relative effectiveness assessment (REA) of pharmaceuticals will be
produced and incorporated into the Core Model. The JA will develop a European HTA information
management system (IMS) allowing single point of access to compatible EUnetHTA tools and
allowing storage and exchange of information on planned and ongoing HTAs on new technologies,
on additional evidence generation processes and on concluded assessments and their related policy
decisions.

In stream 3 the Core Model will be applied to produce at least two coliaborative HTAs and the
methodological guidance on REA will be tested on a set of pharmaceuticals. The IMS will be used
to coordinate at least three collaborative HTAs of new/emerging technologies identified as relevant
at the European level. -

The JA acknowledges the importance of communicating with stakeholders and of exchange of -
~information with EMEA and the DG Enterprise Working Group on Clinical Investigation and
Evaluation.

By the end of the JA, it is possible to ascertain in which areas and to which extent EU wide
collaboration works best and consolidate permanent collaboration in these areas. Ad hoc groups of
agencies — including newly created ones — produce Core HTAs and coordinate evidence generation
while reducing duplication of work and increasing HTA responsiveness to decision-makers’ needs.

- 2. Technical aspects of the project

2.1. Problem analysis includ.ing evidence base (Problem statement, analjfsis of the causes
and evidence base of the proposed measure(s) :

Health Technology Assessment (HTA) (for definition see http://www.eunethta.net/HTA/) aims at
responding to decision-makers® information needs. Health care is a national issue, but need for
decisions on the introduction, coverage, use or disinvestment of specific health technologies may be
raised simultaneously in all EU Member States (MS). The globalised development of health -
technologies, and ¢.g. the mechanisms for marketing authorisations and funding or coverage’

decisions of drugs or devices frequently demand from competent decision-makers to simultaneously
deal with the same technologies. As a consequence similar information needs are raised in parallel
in MS — e.g. on relative efféctiveness (RE) of drugs. In a situation of simultaneous information
needs and a multiplicity of HTA agencies, duplication of efforts is frequent, even though the
~assessment of central aspects of a technology — e.g. safety, efficacy / effectiveness — will draw on
the same evidence. While sharing a common aim and a set of principles (multidisciplinary,

transparency, systematic, scientific and unbiased approach), the institutionalisation of HTA variés

. considerably across MS and does not currently take full advantage of the added value of closer
collaboratlon
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The EU funded EUnetHTA Project (involving the majority of the European HTA community, and
extending results of, previous EU funded projects and international collaborations in HTA)
demonstrated that collaboration and information sharing is facilitated when having a shared
organisational structure and HTA production tools that add value to existing international
collaborations. An exhaustive synthesis of achievements including an analysis of what is done at the -
global level was reported in scientific articles and technical reporting to the EU (see Kristensen FB,
Mikeld M, Allgurin Neikter S, et al. European Network for Health Technology Assessment,
EUnetHTA: Planning, development, and implementation of a sustainable European Network for
Health Technology Assessment and Kristensen FB, Lampe K, Chase D, et al. Practical tools and
methods for health technology assessment in Europe: The common planning, development, and
piloting of structures, methodologies, and tools by the European Network for Health Technology
Assessment, EUnetHTA. Imr J Technol Assess Health Care. 2009;25(Suppl 2) and
http://www eunethta.net/Public/EUnetHTA_Deliverables_project_2006-2008/). Such experience
encouraged a group of 25 European HTA agencies to establish a permanent collaborative network
and fund basic functioning in 2009. including the development of the JA.

' 2.2. General objective of the joint action
- The overarching objective of the Joint Action (JA) on Health Technology Assessment (HTA)
including work on relative effectiveness of pharmaceuticals is to put info practice an effective and

sustainable HTA collaboration in Europe . that brings added value at the European natlonal and
' reglonal level.
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2.4. Target groups

The primary target groups of the EUnetHTA JA are the producers of HTA and bodies assessing RE
in Europe. The JA will support their production processes and help increase their efficiency.

The secondary, more indirect — however central in terms of impact of HTA - target group comprises
those who fund, commission or in other ways are users of HTA reports — the policy-makers and
decision-makers of governments and payers who use the HTA information in their formulation of
policies and decisions. All activities of the JA arise from the premise that its outputs will be used to
inform but not mandate the content of national / regional / institutional HTA and appraisal reports.
With increasing application of the EUnetHTA tools and services the indircct target groups, the key
“consumers” of HTA, will be more exposed to EUnetHTA results, such as Core HTA information
which can be used for HTA reporting that informs local policy making. .

The tertiary, indirect target group, are the stakeholders (and the general public). Since HTA
reporting should be transparent and the reports made public, and especially because EUnetHTA
results will be made available to the public the target groups de facto include all stakeholders
including patients and citizens in general. They will be exposed to transparent, reliable information.
Stakeholder umbrella organisations (i.e. policymakers, patient / consumer organisations, health care
~ professionals, industry, and health related media) will be invited into a forum. Registered
stakeholders will be given the opportunity to express their views on any JA products. Where
relevant, public consultation will also be employed.

2.5. Methods and means

The JA builds upon the methods and tools developed by the EUnetHTA 2006-08 Project, relevant
international collaborations, and previous EU supported HTA projects.

It consists of three interrelated streams of activities. The first is focused on the construction of a
detailed business model for collaboration addressing the sustainability of the HTA collaboration in
Europe with the best structure chosen among possible structures. A separate work package will be

- devoted to this stream which will have a special line of activities targeting training in EUnetHTA
tools and facilitation of the national HTA strategies development. The second focuses on
continuous methodological development of HTA, to enhance its efficiency and transparency in
Europe. The third stream pilots the application of the tools in the practice of European cross-
national HTA collaboration and at the national, regional and/or local levels. Through the constant
interaction between these streams the JA is able to be responsive to the evolving needs of HTA
doers and users. The approach allows identifying which areas and to what extent EU wide
collaboration works best and how it can be sustained.

In the methodological stream, an online tool will be finalised to facilitate the production and
retrieval of shareable HTA information. The Core Model will be expanded to cover screening -
_ technologies and to include relative effectiveness of drugs issues. The latter will be identified
reviewing the state of the art on REA and taking into account the work by the WG on RE of the
Pharmaceutical Forum and the methodological experience of HTA agencies.

The JA implements an European HTA information system which allows a single point of access to
rand compatibility of EUnetHTA tools. The' system also allows the exchange and storage of
~information on planned and ongoing assessments and data collection on additional evidence .

generation processes and on concluded reports and their related policy decisions.

In the practical application stream, at least two Core HTAs will be produced jointly by a group of

HTA Agencies to test and adjust the Core Model. The generated RE methodological guidance will

Page 36 of 196 . M ]




2009 23 02 - EUnetMTA - Joint Action

be piloted on a set of pharmaceuticals. The database and alert facilities of the information system
will used to coordinate at least three collaborative assessments of new technologies. Independence
from stakeholders is a paramount principle of HTA and the JA. At the same time, the JA seeks
stakeholder views which have an informative, not binding character for the JA. Stakcholders
registered in a “Forum” will be asked to provide written opinions on specific JA products. These
will be acknowledged and reviewed for implementation The Forum meets periodically according to
an agenda agreed with JA, including any issues for which the JA wishes to know the opinion of
stakeholders and considering issues raised in written statements.

2.6. Expected outcomes

Based on a collaborative business model for organisational, functional and financial sustainability -
that can be implemented as extension of the JA - EUnetHTA will support effective HTA
collaboration in Europe that brings added value at the European, national and regional level. It will
facilitate the generation of HTAs to inform policy and health care decision making in 'European
countries.

The main outcome of the JA will be the consolidation of the permanent network for HTA in Europe
(EUnetHTA) resulting from recognition of its added value. The commitment expressed by the
Ministers of Health of 25 European countries (including both MS and States of the EEA / EFTA) to
build a permanent collaborative network of HTA agencies will be renewed and reinforced by

assuring long-term MS engagement in the EUnetHTA Collaboration together with the Commission.

Additionally, countries not yet involved in the network, recognise its advantages and join the
- Collaboration while expressing their long-term commitment. At the end of the JA, sustainability of
the Network is thus achieved provided that a collaborative business model and financial
sustainability is implemented.

Exchange of information among agencies is increased and duplication of work in the field of HTA
in Europe is reduced. An increasing number of national, regional and local HTA orgamsatlons
across Europe include the utilisation of the Core Model in their work procedures — i.c. refer to it in
their general guidelines or account for it in their specific project plans — and produce HTA
information according to the HTA Core Model. HTA information produced by single agencies
according to the Core Model is fed into a searchable database and is made available and retrievable
for other agencies. Information on new and emergmg technologies, on “additional evidence
generation” projects as well as on the outcomes — i.e. coverage decisions — of HTAs, including

. REAs of drugs are made available in a similar way.

In addition, ad hoc groups of agencies produce Core HTAs (following the EUnetHTA Core Model
and the methodological recommendations on REA of drugs) on technologies relevant for several
countries simultaneously. Such Core HTAs summarize the global part of the evidence on central
aspects of a technology, such as safety and RE — i.e. provide the systematic overview of context-
- independent evidence — which is shareable/ common to all assessments. Availability of Core HTAs
allows agencies to focus/ redirect resources to the methodologically sound assessment of context-
_ dependent aspects of the specific technology. Thus reduction of duplication of work for some
aspects allows implementing the broadness of the HTA approach more frequently which increases
the responsiveness of HTA to the needs of decision-makers (i.c. providing information on context-
dependent aspects, providing HTA information timely). Parallel activities regarding new and
emerging technologies are coordinated and, when feasible, assessments conducted in collaboration.

: Finally, while taking advantage‘ of European collaboration new HTA agencies or formalised HTA
programumes are established in countnes lacking such in 2009, which contributes to improve the

 quality of healthcare.
Page 37 0f 196 \J\m




961 JO §¢ 9829

.- "UOIysBy
pazIpIepuels ul Yy 10y sonoeid
AJTep Ul pasn 2q ued Jey) Xoqoo} | ‘s[eanInSoRwIeyd
B pue vy Jo sojdrounid [ejuswepuny . JO SSOUIANDAYJO sdM-
) S3QIPSP JBY) [BLIOJN] B JO 9ANE[31 JO JUOISSISST
Bunsiswoo speornaseuLeyd Jo (V) ot Joj arerrdordde €
© JUOUISSASSE SSOUIATIONLJD JATIR[I 2q {14 JeY3 9ouepIng
9¢IN o1qn a1} 103 AZ0[0pOIAW UOWIUIOD Y [eorSojopoyiow
: "so1do] owes _
a3 uo spodar v 1 H [eoo] Suonpoad rdMA
USyM PAZI[im 24 Ueod jet) pue serousde
V.LH [e10A3s 0} Jusuniad axe jey sordoy . . z
9N a11qnd U0 Sy ] H 2100 s0U AJeya[duwios om ], SYLH 910D 7J019s ¢
. Suiueoios
. [3PON 2107) Uo [2pOIN
ST (9 V.LH 2 Jo uoneorpdde mou e (q 210D VIH (q
'SYILH 2300 Suisn ,
syodal 1800] Jo wononpoid : bdm
suoddns 31 "sy 11 2100 tr “UOKBULIOTUL
PapN[OUT 10U UCNBULIOTUT VI - V.1H Suiasinal !
IO puE S H 100) 9ALLAT - - pue unos
pue 21018 ‘ysiiqnd “sonpoid o1 ‘Burystygqnd
Suimorre ‘A1snoraaid padopaaap ‘Suronpoxd
seale o1[qn{ [[e Jo¥ sxowued v | [9pON 2100 Y. LH paseq-isded 10J 901A1RG % : ,
QEIN (® Y LHIeu g/seate urelad 10j o1iqng (e oy} Jo asn 21y sajeyoey 1] (% Jooy, suljuc uy (e

"PAVBOIPUL SSIMIBYRO SSAJUN S9eP ATSAISP PIYROIPUT 3Y) JO YUOW | U} PIVIWIQNS oq [[eys 2]qe3 SUIMO[[0F Y1 Ul PALIUSPI SO[qBISAID(

SOIquIOAIR( ‘LT

™

UORY JUI0r - VIHIPUNH - 70 £Z 600Z




96130 6¢ Feg

(erpaur pajefal yieay
‘Ansnpur ‘speuotssajoid ares yyeay
‘suonjestuedio juaned ‘sioveuwiorod 8dM
Jo suonestuesio e[jaiquin usadoing
"9'T) WinIo, Japjoyayels & ySnoayy 8
uonejusu|dun Joy £s1j0d JuswaAjoAUT :
0TIN o1gn Iap[oyayes e Jo Juawdoaas( A2110 19p[oyRyeIS
‘ V[ 2 Jo Jed se
pajuawaydur pue usyLm 9q [{1M UB[J :
UOITBULURSSI(] PUB UOIIBIUNILIO,) Tdm
pajeioqela ue ‘3fo1d 80-900T
V.LH»uNT Sutnp padojossp 450ens "ue]q UOUBUIUSSSI(] L
STIN [BTIUOPIFUO) _ UonedIUNUII0D 9y} uo up[ing PUR UOLROTUNTUIO.)
*89852004d oyepdn Jusnos | “samdijod pue sassanoid
a1} Jo uoirwolne uo siseydua yim ‘UONBIUAUINOOP odM
“V.LH 10onpuod 0} d[ay 183 $30108a1 pareal ay) pue (SN
01 - Arpiquedwos Sunnsuo - ssaooe WAISAS JUSWDFRURIA 9
CENW SEQIR UTRLIDO 0] SIYSLI SS900V/ o1[qRd Jo yurod o13urs © sap1aoid QINT 94 UoIBWLIOU]
_801do) o1119ads UO UOTRIOqER[[0I "SAI30|0M[39] dUIES
JO saoueyd pue SIOURIPUIY | JO SJUSLUSSISSE [BUOTIEU
Jo sisA[eue o 2131108} 03 ‘sordoy pauued/Suroduo LdM
PRMIR[R 210J2JSU} PUB [EONUIPI JO | UO MO[J UCHIBULIOJUT IO}
sjuaLUssasse Jeroneu pauuefd/Furoduo ; [ooojoxd uoredTUNILIOD 5
9c A[uo A11Unuruos o1nustos 1O UONRULIOJUIL SUTUTRIUOCD S[030101] . A[1211en)
“STEL [eOIUITD
(onewsSexd) '35 ‘eyep Jo uonooyos
pa]dwoo 1o Furofuo ‘pouued - ‘saidojouyoe) | -
‘OHY 10 spawaimbai ([eacidde MBU U0 uoneIouad LdM
[PUOTIIPUOD) )M SOIFO[OULD3] - | SOUOPIAS U0 UOIBULIOJHT
: ‘(DY) uoneIsuas 0UOPIAD Surureyuoo aseqeiep 4
seaxedI[qn  [[e 10§ siouped [BUOnIPPE 9AIISIP Jelp) suonsanb - 3urpnjour (00}
CEN V§ V. LHISUNH/SeaI. UlBlIa0 10] oT[qng U0 UOfRUHOUI SUIPN[oul 9seqrie( | poseq-qam [puonerad(y

uonRY Jutof - VIHISUN - 20 £7 6007




961 30 0F 99y

€dM “TdM "Uonoy €dM
THOEN juiof oy woxy spoday | ‘TdM )
T+HTIN : JEIOUBUL] puUE [eOIUqad ], B
TN aMqng *$1[NSAT UONEN[RAS FUIPN[OU] Jeulq pue W] 11
Jrawdo[eAdp VIH (s)1eonmaoewreyd (Jo SdM
-9100 3Y] YM U] ul pue Juswdofeasp | dnois) e Jo Justissesse
LTIN olqnd | 9oueping festdo[opoyowi Jo wed e Sy | SSOUSANOQYYR SANR[T Y 01
: "AN[IQBUIRISS J0F [OPOWL | 8dA
AJI[IqeuTEISNS 10} [OPOW SSIUISN ssaursnq padojasop
| oriqng SAITRIOQR[]0D € JO Juatudo[aAa(] A[2A11BIOqE[[0)) 6

UOROY 1I0[ - YL HIU[1T - 70 €T 6007

)



961 30 [ 98ed

sdnoig xap[oyoeIs
‘SUONMNSUI-q JUBAQ[T ‘SIaulie]
VIHRUNF ‘siesewr Korjod qieey SN

110dal ‘erpaw o1UON03[

"ANIqeuteISnS JOJ

jopowt ssaursng pedojeAsp AJeAlIBIOqR[[O)

_ [eI2UDT
ur s1asn pue s1onpoid VI H ‘sisuped

VIHwuNy ‘sdnoid sopjoyeyels VIH

BIPAW OTUONIIF -

£o1[o4 JepjoyayElg

srouped VI V.ILHPUNS

BIPAUI OTUOIIOS]T]

"ue[d UONEUITISSSI(] PUB UOEIIUNUILIOD)

s1asn pue sxonpotd VIH

S20URIJUOD
18 uoneIussald ‘erpaur oruoNOI[Y

‘sarorod pue
$as8$2001d ‘uonEIUSUNOOP paje]al AU pue
(SINT) WSAS JUSWATRUBIA UOIRULIOTU]

s1osT pue s1eonpord v I

$110d91 “erpawr o1uoNo[g

"$3150[OUY03) SUIES JO SJUSUSSISSE [BUONEY |

pauue[d/FuroSuo U0 MO[J UONEWIOTUI
0¥ 10907102d UONBOIUNUIIIOY A[121IENY)

sJosn pue skonpoid v 1H

(steuanof}
eIpaw pajurid ur suonesijqnd ‘s90UISIUOD
18 uonBIuasaId “RIPOW OTUIONO9[H

"SOIZOIOUTI2] MAU U0 UONBISUT 00UIPIAD
UO UOHRULIOUI SUIUIRIUOD dSeqelep
Surpnyouy J[00] paseq-qam [eucneiad()

110dal ‘(s[ewamnol)

“s[eonnadeuwieyd Jo ssOUSAN0)S

sdnos3 Jopjoyasels | erpaw pajulid ur suoneorqnd ‘Sa0USIAJUOO | SAIIR[AI JO JUSISSISSE AU JOJ oreridoidde
WV LI weasjal ‘sxoonpoid I pue gy 1e uonejuasad ‘erpow oruoON9)Y aq 1114 1Y) 20URPING [BIIZ0[OpOYIow
(s1o3pewr Aorjod sp0dal 'S0UdIaIu00

Buipnjour) siasn pue sxsonpoid VI

oy up uonejuesaid “BIpal SNIONOS[H

"SVLH 2100 7J0 105

sdnois 1opjoyeels
V.1H 1ueA9[21 ‘sassn pue swoonpoid vIH

(sTeuinof)
e1pawt pajunid ur suoneorjqnd ‘seduairauoo

18 vonelussaxd “erpour otuo1091g -

A - Guruearog uo
[OPOIA 2100 V. H oy Jo uonreorjdde mon]

"UOTBUHIOJUI
V.LH Surasinai pue Sunoys ‘Surygsijgnd
‘Buronpoid 10J 201A10G 29 [00] SUIUO Uy

:s9jqrIaAIRp 9foad f[E 10y ouno%sm 1odie) PuE UOHNGLISIP 9Y) SULMOTS I[(B) MIAIIAQ

UORSY Wof - VIHIAUNE - 70 £7 moom




961 30 Ty adeq

[eToUa8 ut sIasn pue staonpoid VI
‘sdnoi3 1oproyaels [ H ‘suonmnsur

10daI UOTSSIUIWwIOo- () ‘S90UBI3JH0D

"UOIY JuIof a1y wo] sprodey

UORIY WIOf - VKIS - 70 €T 600T

-[1H WeAs[a1 ‘siaxew Aotjod yieay SN Je UonBIuasald BIPIW OIUONOA[H |  [EIOURUL] PUR [BOTUYDS ], [eUL] pUB WLIU] 11
3odai “(syeuanol) ‘ .
bés1oewr Lorjod yireay ‘sdnos3 soproyoyess | erpaw pajurad ur suoned1qnd ‘saousiajuod (s)yeonnaseurreyd (Jo dnoid)
V.LH 1ueasfas ‘sreonpoid v pue Ty Je uoneIUasaxd “BIpaw SIUONOS[Y B JO JUOWISSISSE SSAUIAIIINIS QANE]DI Y 01

AR




2009 23 02 - EUnetHTA - Joint Action

3. Policy and context relevance
3.1. Adequacy of the joint action with social, cultural and political context

By way of providing broad scoped scientific information to the public domain HTA contributes
positively to peoples’ right to be empowered in relation to their health and healthcare. The JA
provides channels for stakeholder participation while warranting the independence of HTA. Work
emerging from the JA aims to improve and assure quality through use of the best available
evidence, common methodological and process standards and good review processes.

3.2. Contribution to the second Health Programme and annual work plan

While building on the expertise already developed in the field of HTA, the JA will ensure the
continuation and development of HTA in Europe, including work on relative effectiveness of drugs.
HTA contributes to improvements in health by supporting and facilitating quality and efficiency of
public health and healthcare policies and interventions. The JA will proactively ensure synergy and
avoidance of duplication with 7th Research Framework Programme.

3.3. Pertinence of geographical coverage (in relation fo joint action scope)

A total of 33 organisations from 23 EU MS and Norway including HTA agencies, Medicines
agencies, Health insurance Boards, Ministries of Health, public health and research institutions
participate in the JA on HTA. Regional HTA institutions in countries with regionalised health care
(e.g. Spain, Italy) will participate as collaborating partners. Due to global aspects of the scope of the

. JA the current developments in the area of Comparative Effectiveness in the United States will be
monitored and opportunities for exchange of information will be explored.

3.4. Strategic relevance and EU added value and innovation

The JA is a response to an explicit request by EU and member states for a sustainable network for
HTA. '

The innovative nature of this JA is three-fold and manifest in comparison with previous projects
(e.g. ECHTA/ECAHI and EUnetHTA 2006-8). First, creating an implementable collaborative
business model for sustainability (including financial viability) of a European network for HTA
beyond the current JA time period. Second, the committed participation by governments through
appointed HTA bodies; which is a new mechanism. Third, the activities that will provide permanent
channels for collaboration and innovative outputs. The JA will support effective collaboration that
brings added value at the Furopean, national and regional level and will exchange information and
avoid duplication with EMEA in the area of pharmaceuticals and DG Enterprise Working Group on
Clinical Investigation and Evaluation in the area of medical devices, Finally strategic relevance is
enhanced by the involvement of research institutions and universities to provide scientific
excellence and by developing links to important developments in other parts of the world.

- 4. Management of the project
4.1. Quality of the partnership

The partnership is the strongest possible — it includes all relevant national HTA institutions and
bodies from participating EU and EEA/EFTA countries. The involvement as Collaborating Partners
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{CP) of agencies from countries with regionalised healthcare systems ensures nearly universal
inclusion of HTA institutions in Europe.

The network is capable of developing a collaborative business model for economic sustainability to
- support collaborative activities. The partnership consists of a combination of links from the
previous EUnetHTA Project (2006-2008), the current EUnetHTA Collaboration 2009, and new
partners, especially from the new member states and from the field of drug assessment. Where
appropriate, universities and research institutions with outstanding experiences in methodological
development of HTA and in the production of -assessments will be involved in the work as CPs
and/or subcontractors. A key mode of involving such institutions will be by way of involving
experts from such institutions.

The fact that partners have been appointed by the competent MS Ministries provides a new quahty ‘
in the sense that commitment to be involved is now on behalf of government.

The network will take advantage of the fact that Partners are appointed by national governments to
improve the communication with Member State governments‘ To facilitate this the Coordinating
~ Secretariat and the Executive Committee will work with a “rolling” group of APs to mirror the
Trio-Presidency structure of immediate past, present and ensuing EU Presidency country in order to
- work closely with Member States and the Council of ministers.

4.2, Management capacity

The Main Partner has an extensive experience in participating (HTA Europe, ECHTA/ECAHI) and
managing (EUnetHHTA) EU projects in the HTA field. The staff dedicated to the JA on HTA was
already responsible for the EUnetHTA project management. Sixteen organisations participated in -
the EUnetHTA project as Associated Partners (APs) with 8 having been a Lead Partner in the
EUnctHTA work packages. A work stream of collaborative development of a business model for
sustainability beyond the current JA will be pursued by WP8 and serviced by the Coordmatmg
Secretarlat in close con_]unction with WP1.
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4.4. TIMETABLE
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‘D - Month when deliverable will be produced

' X - Work package duration (start to final months)
M- Mon_th when milestone will be reached
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4.5. Collaborating Partnrers
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Austria | University of Health Sciences, | Uwe Siebert Public-health@umit.at Eduard-Wallnoefer-Center 1
AU Medical Informatics and A-6060 Hall 1. T.

Technology Austria
Belgium | NIHDI, National Institute for | Francis Arickx francis.arickx@riziv.feov.be Tervurenlaan 211
BE Health dnd Disability . 1150 Brussels

Insurance . Belgium
Denmark :IRF, Institute for Marianne Meller mam(@dkma.dk Axel Heides Gade 1
DK Rational Pharmacotherapy 2300 Copenhagen

. : Denmark

Denmark |Dept of Health Services Mette Kjoelby Mette kjoelby@stab.rm.dk Olof Palmes Allé 17
DK Research and HTA, Centre for DK-8200 Aarhus N

Public Health, Denmark

Central Denmark Region
Denmark | DSI, Danish Institute Henrik Hauschildt |hhj@dsi.dk Dampfaergevej 27 — 29
DK for Health Services Research | Juhl 2100 Copenhagen

. : | Denmark .
Spain AETSA, Belen Corbacho belen.corbacho.ext@juntadeandalucia.es | Edificio Renta Sevilla, 22 planta, Avda
ES Andalusian HTA Agency Aurora Llanos aurora.llanos.ext@juntadeandalucia.es | Innovacién s/n o
Sandra Flores sandra.flores.sspa@juntadeandalucia.es |41020 Seville
, Spain

Spain CAHTAR, Montse Moharra mmoharrai@aatrm.catsalut.net Roc Boronat 81-95
ES Catalan Agency for HTA and (8005 Barcelona

Research Spain
Spain UETS, HTA Unit, Agencia Juan Antonio Blasco | juan.blascoadisalud.madrid.or GRAN VIA 27
ES Lain Entralgo 28013 Madrid

Spain

Spain AVALIA-, Leonor Varela leonor.varela.lema(@sergas.es Edificio administrativo San Lézaro s/n
ES Galician Agency for HTA 15781 Santiago de Compostela
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Spain OSTEBA, Basque Jose Asua jasua-osteba@ej-gv.es Donostia-San Sebastian 1
ES Agency for HTA : E-01010 <m_“0~.mm..|mwmm_“0mN
: Spain
Ireland NCPE, National Centre for Lesley Tilson ltilson(@stjames.ie St James’s Hospital, James’s St,
IR Pharmacoeconomics B Dublin 8
: ) Ireland

italy ARESS, Agenzia Regionale Dr. Bertetto Oscar | oscar.bertetto@aress.piemonte.it Corso Palestro 3
IT per i Servizi Sanitari _ 10122 Turin

(Piedmont Health Care Italy

Agency) -
Italy ASSR, Roberto Grilli rgrilli@regione.emilia-romagna.it Via Aldo Moro 21
iT Agenzia Sanitaria e Sociale _ 40127 Bologna

Regionale Regione Emilia Italy

Romagna : 4
Italy Laziosanita — Agenzia di Paolo Giorgi Rossi | giorgirossi@asplazio.it Via di S. Costanza, 53
IT Sanita Pubblica, Regine Lazio 100191 Rome -

. Italy :

Italy REGLOM-DGSAN - Regione |Michele Tringali michele_tringali@regione.lombardia.it | Via Pola 9/11
IT Lombardia : . 20124 Milano

Direzione Generale Sanita Ttaly - .
Italy University Hospital Marco Marchetti mmarchetti@rm.unicatt. it Largo Francesco Vito, 1
iT “A.Gemelli” _ : 00168 Rome

_ Italy .
Slovenia |Agency for Medicinal Stanislav Primozi¢ | stanislav.primozic@jazmp.si Ptujska ulica 21
St Products and Medical Devices SI - 1000 Ljubljana

Slovenia

Sweden TLV, Tandvards- och Lisa Landerholm lisa.landerholm(@tlv.se ‘Box 55,171 11 Solna
SE ldkemedelsformansverket /

Dental and Pharmaceutical
Benefits Agency

Sweden
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Based ,
Medicine Association

Switzerlan | SNHTA, Swiss Christoph Kuenzli | christoph.kuenzli@bag.admin.ch c/o Swiss Federal Office of Public

d Network for HTA , _ . Health :

CH Health and Accident Insurance
Medical Technology Unit
Schwarzenburgstrasse 165
CH - 3003 Berne
Switzerland

| Serbia Quality unit, Dr Dragana dragana.atanasijevic@zdravlje.gov.rs Dr Subotica 5.
Ministry of Health of Serbia | Atanasijevic 11 000 Belgrade

Serbia

Turkey KDTD Turkish Evidence- Dr. Rabia Kahveci | rabiakahveci@gmail.com Asagitvecler 2.

-1 Cadde no: ww&,@éo_ﬁ,

06460 Ankara Turkey
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eunethta

EUnetHTA Collaboration Organisational Structure 2009 - 2012
- Governance Guiding Principles

0. Conditions for the development of Governance Guiding Principles

The EUnetHTA Collaboration was established in November 2008 by a group of 25 Founding
~ Partner organisations from 13 EU Member States, Norway and Switzerland upon completion of
. the EUnetHTA project (2006-2008) responding to the need expressed by the EU Member States to
establish a sustainable network for health technology assessment. The founding partners formed
the EUnetHTA Collaboration to implement the EUnetHTA Collaboration Proposal of June 16,
2008, which was developed during the project and unanimously endorsed.

In December 2008 the DG SANCO of the EU Commission called upon the Member States to
consider which public body would be best placed to represent their Member State in the Joint
Action on HTA which is part of a DG SANCO Work Plan 2009 and which is aiming at "building

_on the expertise already developed in the field of HT'A, ensuring the continuation and development
of HTA in the EU, including work on relative effectiveness of drugs". A Joint Action for HTA
preparatory meeting of appointed bodies and ministries of the EU Member States and EEA/EFTA
states was held in Brussels on February 20, 2009. This meeting called upon EUnetHTA
Collaboration to take a Joint Action process between Member States and the Commission forward,
and National Board of Health of Denmark was appointed to be the coordinator.

On February 27, 2009 the formal call for proposals (including for Joint Actions) was issued by the
Executive Agency for Health and Consumers.

The aim of these guiding principles is to constitute the self governance of EUnetHTA -
Collaboration to make structures, rights and duties of the network and its members transparent.

The purpose of the proposed organisational structure is to support and balance
— the functions/Work Packages of the EUnetHTA Collaboration and requirements and
rules laid down for the Joint Action on HTA
~— strong governance based on shared responsibility and timely and effective decision-
making and implementation
— focus on rapid progress and practical orientation allowing cultural and contextual
' flexibility
— long-term viability, overall Value and utility of the EUnetHTA Coilaboratmn '
activities.

The Governance structures and principles are apphed to the- functioning of the EUnetHTA
Collaboration in : :

a) 2009, key activities of which will focus on coordinating the consolidation of the products,
processes and the collaboration that has resulted from the EUnetHTA -project, some activities
extending from the EUnetHTA pro;ect Work packages and preparation of the application to the
-Joint Action mechanism;

_b) 2010 -2012, the timeframe of the Joint Action.

<
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1. Aims and Governance Structures of EUnetHTA Collaboration
1.1 EUnetHTA Collaboration Mission

The mission of the EUnetHTA Collaboration is to support effective HTA collaboration in Europe
that brings added value at the European, national and regional level

1.2 Aims
Work emerging from the EUnetHTA Collaboration aims to:

o assure quality through use of the best available evidence, common methodological and
_ process standards and good review processes '

e promote methodological and scientific independence thus contributing to high integrity of
HTA products )

s make analyses transparent and facilitate sharing of information

e be responsive to the needs of decision makers for timely, h1gh quahty HTAs.on important

" health technologies

e maintain the independent role of each HTA Agency and institution in the production and
use of assessments of evidence and conclusions

e promote information about frameworks for nat10nal stakeholder engagement in HTA,

 including with consumers

s be inclusive and share information to ensure that all relevant information is included in
HTA

e support advancements both in research and in medical care.

-The EUnetHTA Collaboration will recognise and facilitate solutions to overcome barriers caused
by language and variations in perceptions of terminology and will facilitate national solutions to
deliver context specific reporting in the most appropriate manner.

- 1.3 EUnetHTA Collaboration — Participants and Govérnance bodies

EUnetHTA Collaboration activities are carried out by the following participants and supported by
governing structures of the network as described below.

1.3.1 Participants

a) EUnetHTA Collaboration Partners
o The Founding Partners’ of the EUnetHTA Collaboration and
e Other publicly funded organisations from the EU Member States, EEA and EFTA
countries that produce or contribute to HTA and are nominated by the respective -
Ministries of Health to participate in the Joint Action

can become EUnetHTA Collaboration Partners. For clarity and transparency, the mandate of
each Partner organisation and a link to health policy in its country setting have to be described
in detail. The official status of the organisation as being nominated by the Ministry of Health
should be confirmed every 3 years.

! Organisations that sent to the EUnetHTA. Secretariat by November 20 2008 a Declaration of Intent to establish the EUnetHTA Collaboeration and
that contributed financially to its operation in 2009 shall be deemed to have fouided the EUnetHTA Collaboratlon and as such shall be Founding

Partners. )
Page T3 of196 - ’ U\./U) :
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The EUnetHTA Collaboration partner must follow the formal legal requirements of the Joint
Action on HTA when applicable (see Appendix 1 for the description of the responsibilities of
the beneficiaries under the Joint Action Grant Agreement). The formal requirements and
limitations on the participation in the Joint Action are to be observed (including the rights and
-responsibilities detailed in the consortium agreement for implementation of the Joint Action).

b) EUnetHTA Collaboration Associates

Non-for-profit organisations that produce or contribute to HTA and are willing to be actively
involved and provide scientific input in the activities of the EUnetHTA Collaboration. The
expression of interest will be considered on their experience and competence. The status of the
EUnetHTA Collaboration Associate is granted by the Executive Committee and confirmed
yearly on the basis of the continuous active input of the organisation to the activities of the
EUnetHTA Collaboration.

c) Lead Partner Organisations: Partners participate in the activities of the EUnetHTA
Collaboration organised into functions/Work Packages (Figure 1). Each function/Work
Package is led by one function/Work Package Lead Partner organisation. In exceptional cases
approved by the Plenary Assembly, a function/Work Package can have a co-Lead Partner. The
organisations interested in leading a function/Work Package have to ensure that their
professional resources, competences and qualifications as well as ﬁnan01al resources are
sufficient to perform the function/Work Package Lead responsibilities.”

The number of functions/Work Packages is subject to changing needs and priorities of the
EUnetHTA Collaboration and is suggested by the Executive Committee for the decision by the
Plenary Assembly. : .

1.3.2 Governance bodies

a) The Plenary Assembly is comprised of the head of each of the EUnetHTA Collaboration
Partner organisations or a person appointed by the head (one representative per Partner
organisation). The Chair of the Plenary Assembly is elected by the members of the Plenary
Assembly. -

b) The Executive Committee is comprised of the representatives of the function/Work
Packages Lead Partner organisations, the Secretariat and elected representatives from three
Partner organisations which do not have the function/Work Package leading responsibility (1
representative per Partner organisation, the Sécretariat Leader and the Secretariat Manager)
-and the Chair of the Plenary Assembly. The Chair of the Executive Committee is appointed by -
the members of the Executive Committee.

c) The Secretariat is comprised of the Secretariat Director, Secretariat Manager and other
staff members assisting with the administrative and financial management matters
(administrative assistant, financial assistant, financial manager).

'd) Stakeholder Forum is formed to ensure the transparent engagement with stakeholders and
. comprised of but not limited to representatives from the Furopean umbrella organisations
- representing interests of the following stakeholder groups:

Policymakers at regmnal/natlonal/hospltal level
Patient organisations
Healthcare professionals

. Payers (statutory health insurance)

.-lku)[\)r—a

2 process of identiﬁcation,_ approval and dismissal of the Lead Pariner organtsations should be developed.
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5. Industry
6. Health related media

The specific composition of the Stakeholder Forum is suggested by the Executive Committee
for discussion and approval by the Plenary Assembly. To maintain the effectiveness of the
Stakeholder Forum, each stakeholder group should not be represented by more than 4 different
European umbrella organisations. The participation in the EUnetHTA Stakeholder Forum is at
the invitation of the EUnetHTA Executive Committee. The EUnetHTA Executive Commnittee
develops and applies Stakeholder Forum Membership criteria to identify and invite
organisations for participation in the Stakeholder Forum. Fach stakeholder organisation holds a
position in the Stakeholder Forum for 3 years.

The Plenary Assembly has the {inal decision-making power 1egardmg issues of the stakeholder
involvement in the EUnetHTA Collaboration.

2. Rights and obligations of the EUnetHTA Collaboration part1c1pants
2.1 nghts and obligations of Partners

Each Partner shall actwely participate in the EUnetHTA Collaboration activities and undertake all
reasonable endeavours to perform and fulfil promptly, actively and on time all of its agreed upon
obligations. Partners shall

e promptly netify the function/Work Package Lead Partners and Secretariat of any significant
problem and delay likely to affect the progress within the function/Work Package or the
success of the EUnetHTA Collaboration and

¢ inform the Secretariat of relevant communications. they receive from third parties in
relation to the EUnetHTA Collaboration activities.

A Partner should designate an individual to be an official representative of the organisation who
will have a right and obligation to represent an official position of this organisation in any policy~
and decision-making process in the EUnetHTA Collaboration eg, at the Plenary Assembly
meetings. In case of a Partner being involved in a number of distinct activities of the EUnetHTA
Collaboration, a Partner has to indicate the official representative of the organisation for the
general EUnetHTA Collaboration activities, and can designate several representatives to be'
involved in various specific activities of the EUnetHTA. Collaborat1on

Technology Assessment (EUnetHTA)” and the official EUnetHTA logo for their websites or for
specific correspondence, presentations and the like in relation to EUnetHTA .

Each Partner organisation shall endeavor to be represented at Plenary Assembly meetings, and
shall have one voting mernber at each meeting.

Each Partner organisation shall have full access to the tools and information published within the =
EUnetHTA Information Management System The degree of access to specific arcas devoted to
ongoing..work (so-called Workrooms) is governed by the rules developed and agreed by the
Executive Committee. :

Any Partner may resign at any time (subject to formal legal requ.irements_ of the Joint Action on
HTA when applicable (see Appendix 1 for the description of the responsibilities of the
beneficiaries under the Joint Action Grant Agreement. The formal requirements and limitations on

Page 75 of 196 . . W




2045 23 02 - EUnetHTA - Joint Action

the participation in the Joint Action are to be observed (including the rights and responsibilities
detailed in the consortium agreement for implementation of the Joint Action).

Any Partner may be required to resign by a vote of three-quarters of the Partnership (subject to
consideration of the formal legal requirements of the Joint Action on HTA when applicable
(including the rights and responsibilities detailed in the consortium agreement for implementation
of the Joint Action). In case a Partner nominated by the Ministry of Health, the Plenary
Assembly’s request for resignation of the Partner in question will be brought to the attention of the
respective Ministry of Health to identify further appropriate procedural steps.

A Partner must follow the formal legal requirements of the Joint Action on HTA when applicable
(see Appendix 1 for the description of the responsibilities of the beneficiaries under the Joint
Action Grant Agreement) including the rights and responsibilities detailed in the consortium
agreement for implementation of the Joint Action.

2.1.1 Acting on behalf of EUnetHTA

Each Partner shall inform the Secretariat of any occasion if their representatives act as a
EUnctHTA Partner or on behalf of EUnetHTA (e.g. when giving presentations, writing
communications on EUnetHTA) for coordination and documentation purposes. '

In cases when a EUnetHTA Partner is invited to participate in various projects or other activities
“‘on behalf of EUnetHTA”, its role and responsibility as “EUnetHTA representative” would be
limited to :

s informing the EUnetHTA Secretariat of such involvements,
- providing information to EUnetHTA (through the EUnetHTA Secretariat) on the developments
in the new project that the EUnetHTA Partner considers relevant and important for EUnetHTA,
« providing information about the developments within EUnetHTA

EUnetHTA Collaboration assumes no- responsibility for the actions of the EUnetHTA Partners
participating in the projects not directly initiated by the EUnetHTA Collaboration.

The EUnetHTA Partner cannot express views and take positions on issues “on behalf of
EUnetHTA” unless a clear consent of the EUnetHTA Executive Committee is sought and received
by the EUnetHTA Partner in advance.

The views and statements expressed by the EUnetHTA Partner without the prior consent of the
EUnetHTA Executive Committee are the sole responsibilities of this EUnetHTA member and do
not reflect the views of EUnetHTA. EUnetHTA assumes no responsibility for the contents of such
views or statements.

2.2 Rights and obligations of Associates

Each Associate shall actively participaté in the EUnetHTA Collaboration activities and undertake
all reasonable endeavours to perform and fulfil promptly, actively and on time all of its agreed
upon obligations. Associates shall

¢ promptly notify the function/Work Package Lead Partners and Sccretariat of any significant
' problem and delay likely to affect the progress within the functwn/Work Package or the -
‘success of the EUnetHTA Collaboration and
e inform the Secretariat of relevant communications they receive from third parties in
relation to the EUnetHTA Collaboration activities. ' '
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An Associate should designate an individual to be an official representative of the organisation

who will have a right and obligation to represent an official position of this organisation in general

EUnetHTA Collaboration activities. In case of an Associate being involved in a number of distinct

activities of the EUnetHTA Collaboration, an Associate has to indicate the official representative

of the organisation for the general EUnetHTA Collaboration activities, and can designate several
. Tepresentatives to be involved in various specific activities of the EUnetHTA Collaboration.

Associates may use the title “EUnetHTA Associate” or “Associate of the European network for
Health Technology Assessment (EUnetHTA)” and the official EUnetHTA logo for their websites
or for specific correspondence, presentations and the like in relation to EUnetHTA.

Any Associate may resign at any time and maybe required to resign by a vote of here-quarters of
the Partnership.

Each Associate can participate in the meetings of the Plenary Assembly and be represented by one
member of its organisation, but shall have no voting rights.

Each Associate shall have access to the EUnetHTA Information Management System. The degree
.of access is governed by the rules developed and agreed by the Executive Committee.

2.3 Obligations of the Function/Work Package Lead Partners

Function/Work Package Lead Partners are responsible for the organisation of activities and
management of their respective function/Work Package, including provision to the Secretariat of
the information on the function/Work Package work plans, their implementation updates and
results for inclusion in the annual report, participant organisations’ lists and consultation with the
Secretariat and other Lead Partners on major function/Work Package implementation issues that
have implications for the overall functioning of the network. Any additional responsibilities of the
Lead Partners are to be described in detail in the EUnetHTA Collaboration Standard Operating
Procedures (SOP) Manual.

Lead Partner organisations are members of the Executive Committee. In cases of co-leadership of
a function/Work package, the Lead Partner of the function/Work Package is the full member of the
Executive Committee having 1 voting right. The Co-Lead Partner can act as an alternate and is
allowed to attend the Executive Committee meetings without having voting rights, except when
the “full member” is not present and delegated its voting right to the Co-Lead Partner.

2.3 Functions of the governance bodies®
2.3.1 Plenary Assembly

The Plenary Assembly is EUnetHTA’s major governing and policy setting body. It is comprised of
the head of each of the partner organisations or a person appointed by the head (one representative
per organisation).

The Plenary Assembly takes a strategic overview of the work of the EUnetHTA Collaboration
including functions such as: )
- a. approving the composition of the Stakeholder Forum and its chair-
b. deciding by majority vote (1 voting right per partner) on strategic matters relevant to the
development of the sustainable European network for HTA including changes in
governance and organisational structure :

¥ See Appendix 2 Organisational Structure Grid
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c. deciding on the Functions/Work Packages and their Lead Partners

d. monitoring / supervising the progress of the network and performance of the Executlve
Committee and the Secretariat

¢. elect the non-function/Work Package members of the Executive Commiitee

f. facilitating the Secretariat and the Executive Committee with the execution of its
coordmatmg tasks '

g. approving strategy, work plans, an 1 annual report, budgets

h. advising on future developments

i. admitting new partners / exclusion of partners

Delegates of the European Commission may additionally participate in the Plenary Assembly
meetings but have no voting right. Observers can be invited to Plenary Assembly meetings to
counsel the Plenary Assembly but have no voting rights.

Decisions are taken by majority vote of Plenary Assembly members, in case of ties, the decision
by the Plenary Assembly Chair prevails. Plenary Assembly chair exercise his’her voting rights
only in case of ties.

The Plenary Assembly convenes once a year in a face-to-face meeting. Extraordinary meetings can
be called subject to recommendation of the Executive Committee or on request from at Ieast 1/3 of
‘the Plenary Assembly members”..

The Plenary Assembly shall elect a Chair and a Deputy Chair from among its members by the
absolute majority of its members on the basis of individual merits, and not as representatives of
their respective organisations for the period of 2 years, not to serve for more than two terms in the
same function, commencing the day following the annual Plenary . Assembly meeting.
Representatives of the Lead and Co-Lead Partner organisations are not eligible to run for the
Plenary Assembly Chair/Deputy Chair position.

The Chair of the Plenary Assembly ensures an optimal liaison between the Plenary Assembly and
the Executive Committee and is a non-voting member of the Executive Committee. Plenary
Assembly Chair oversees that the Executive Committee and the Secretariat actually operate in such
a way that the Plenary Assembly’s opinion is sought whenever it should be sought and that the
Plenary Assembly’s decisions are taken into account and implemented by the Executive
Committee and Secretariat. S/he has the internal task of motivating partners to participate in
general and in the long term and facilitating efforts of seekmg funding for the EUnetHTA
Collaboration activities.

The procedure for the election of Chair shall be as follows: - _

The vote for the election of Chair shall be taken by an absolute majority of the Plenary Assembly

voting members present and by secret ballot. Several rounds of election take place in case when
- more than 2 candidates are nominated for the same position and when no candidate receives an
- absolute majority of votes in the first round of election.

Nominations for Chair shall be submitted either by the candidates themselves or by other members

of the Plenary Assembly to the secretariat no later than 3 weeks before the start of the Plenary

Assembly meeting at which the election is to take place. The Secretariat shall send the nominations

so received to the members of the Plenary Assembly no later than 10 working days. before the

Plenary Assembly meeting at which the election is.to take place. Candidates shall submit a-
statement in support of their candidature at the time of the nomination.

Two tellers shall be designated amongst the members, observers or the secretariat to assist in the

counting of the vote. :

4_\ considerations to be given to the funds availability to hold extraordinary meetings
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An individual may be nominated for both Chair and Deputy Chair. If a nominated candidate is
elected Chair, the nomination for Deputy of this individual will automatically become non-eligible.
If two or more candidates receive the same number of the majority votes for the same position, the
next round of election takes place where the members cast votes only for the candidates that
received the equal majority vote in the first round. Rounds will run untﬂ one of the remaining
candidates receives simple majorlty of favourable votes of the Plenary Assembly members. In case
of two remaining candidates receiving equal amount of votes, the election shall be suspended and
the Plenary Assembly shall seek an agreement to enable new nominations and the process shall
resume if possible during the same meeting of the Plenary Assembly. In such case, new
nominations can be made during the meeting.

The Deputy Chair shall be elected following a procedure identical to that of the Chair.

The Deputy Chair shall automatlcally take the place of the Chair if he/she is prevented from
attendmg to his/her duties.

2.3.2 Executive Committee

The Executive Committee is the major executive body responsible for coordinating the activities,
implementing policy decisions and managing the affairs of the EUnetHTA Collaboration. It is
comprised of the representatives of the function/Work Packages Lead Partner organisations, the
Secretariat and elected representatives from three Partner organisations which do not have the
Function/Work Package leading responsibility (1 representative per Partner organisation, the
Secretariat Director and the Secretariat Manager) and the Chair of the Plenary Assembly. The
~ Executive Committee shall not contain more than 2 partners from one country. An organisation-
member of the Executive Committee should designate an individual to be an official representative
of an organisation on the Executive Committee who will represent an official position of an
organisation in any decision- making process of the Executive Commlttee and a substltute in cases
of unavailability of the official representative.

The electable members of the Executive Committee are elected for the period of 1 year, not to
serve for more than 2 consecutive terms in the same function. The function/Work Package Lead
Partners serve 3-year terms.

The Executive Committee is responsible for superv1smg performance and monitoring the
- EUnetHTA Secretarlat

The Executive Comm1ttee is responsible for:
appomtmg the chair of the Executive Committee
supervising the Secretariat in implementing the work plan
develop strategy for approval by the Plenary Assembly
preparing work plans and monitoring outcomes
preparing suggestions for thé changes in the governance and orgamsatlonal structure for
approval by the Plenary Assembly
f. reviewing the performance of the Collaboration
g. in charge of the information exchange with the Stakeholder Forum and other 1dent1ﬁed
strateglc external parties :
g. reviewing finances
h. being accountable for the performance of the EUnetHTA Collaboration to the Plenary
- Assembly.

e oe
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The representatives from the three Partner organisations which do not have the function/Work
Packages lead responsibility and are willing to serve on the Executive Cominittee are elected by
the Plenary Assembly at the Annual Meeting.

The procedure for the election of electable members of the Executive Committee shall be as
follows: 7

The vote for the election Executive Committee member shall be taken by a simple majority of the
Plenary Assembly voting members present at an annual meeting and by secret ballot. The election
is EUnetHTA Coliaboration partner organisation-based, ie-each EUnetHTA Collaboration partner
organisation has 3 votes to be cast for up to 3 organisations running for elections (1 vote only per 1
running organisation). ' '

The declaration of interest to serve on the Executive Committee shall be submitted by the
candidate organisations themselves to the Secretariat no later than 3 weeks before the start of the’
Plenary Assembly meeting at which the election is to take place. The Secretariat shall send the
declarations so received to the members of the Plenary Assembly no later than 10 working days
before the Plenary Assembly meeting at which the election is to take place. Candidate
organisations shall submit a statement in support of their candidature at the time of the nomination
which should present the organisation’s ideas for networkmg, integration and collaboratmn along
the cross-functional (Work Plan based) activitics.

Two tellers shall be designated amongst the members, observers or the secretariat to assist in the
counting of the vote.

The 3 organisations that receive the highest number of votes will be elected.

If two or more candidate organisations receive the same number of the majority votes, the next
round of election takes place where the members cast votes only for the candidate organisations
that received the equal majority vote in the first round. In each round, each EUnetHTA
Collaboration Partner-can cast 1 vote per running organisation (the total number of cast votes per
EUnetHTA Collaboration Partner not to exceed the number of positions to be filled). Rounds will
run until all the places on the Executive Board are filled.

The Chair of the Executive Committee is appointed by the members of the Executive Committee.
The regular meetings of the Executive Committee are convened monthly by the means of web-

based conferencing solutions. There shall be at least one meeting per year with attendance of the
members of the Executive Committee in person. The reports from the Executive Committee

_meetings are made available to the Plenary Assembly members.

Each member of the Executive Committee is authorized to exercise one (1) vote with respect to

-each matter to be decided upon by the Executive Committee (the Secretariat has one (1) vote (to be

cast by the Director of the Secretariat (in case of absence, the Manager will have the vote); the

_Chair of the Plenary Assembly is a non-voting member of the Executive Committee).

2.3.3 Secretariat

The Secretariat is the executive body acting under the supervision of the Executive Committee and
assisting the Executive Committee in implementing the policy decisions. It is comprised of the
Secretariat Director, Secretariat Manager and other staff members assisting with the administrative

_ and fmancial management matters (administrative assistant, fmancial assistant, financial manager).

The Secretanat supports partners in conducting the routine EUnetHTA management affairs and is

responsible for: _ _
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communication

financial management :

development of strategy in coordination with the Executlve Committee
preparation of Work Plan

Organising the Plenary Assembly and the Executive Committee meetings

mopo o

The Secretariat must follow the formal legal requirements of the Joint Action on HTA when
applicable. :

The work of the Secretariat is led by the Director who works under the supervision of the
Executive Committee and is co-responsible together with the Executive Committee for
implementing the EUnetHTA Collaboration policy decisions. The Director acts as a facilitator of
close coordination between functions/Work Packages with special emphasis on the HTA work
content, is given the responsibility to facilitate the promotion of EUnetHTA in relation to a range
of “external” entities, organisations and processes, and is expected to act on behalf of EUnetHTA
with obligation to report and ensure approval of the Executive Committee on major strategic issues
in situations when the Executive Committee cannot be directly involved.

The work of the secretariat is coordinated by the Secretariat Manager who works under the
supervision of the Secretariat Director and in close cooperation with the Executive Committee
members and EUnetHTA Collaboration partners. The Manager is responsible for managing the
day-to-day activities and for operations management of the EUnetHTA Collaboration. The
Manager is reporting to the Executive Committee and the Secretariat Director.

2.3.4 Stakeholder Forum

Stakeholder Forum is formed to ensure the transparent engagement with stakeholders and
comprised of representatives of the identified stakeholder groups with broad and balanced
representation including European umbrella interest organisations. The Stakeholder Forum
receives information on Joint Action developments, globally and on every function/Work Package
and provides comments on them to the Executive Commiitee.

A Stakeholder involvement policy is to be developed to support an effective EUnetHTA
Collaboration information exchange with the Stakeholder Forum. '

3. Governance Guiding Principles and Structure

¢ The Plenary Assembly is comprised of the head of each of the partner organisations or a
person appointed by the head (one representative per organisation). It decides on the
overall development of the EUnetHTA Collaboration based on input from the
Secretariat and the Executive Committee. The Executive Committee is comprised of
the representatives of the function/Work Packages Lead Partner organisations, the
Secretariat, elected representatives from three Partner organisations which do not
have the function/Work Package leading responsibility (1 representative per Partner
organisation, the Secretariat Director and the Secretariat Manager) and the Chair of
the Plenary Assembly. The Executive Committee shall not contain more than 2

 partners from one country. The Executive Committee acts on behalf of, and is
* subordinate to the Plenary Assembly.

* The function/Work Package Lead Partners make decisions in daily network work in their
functions/Work Packages. ' '
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# The function/Work Package Coordination and the function/Work Package
Communication/Dissemination’ are supporting functions facilitating effective operations of
the whole of the EUnetHTA Collaboration

¢  When decisions within functions/Work Packages have significant implications for other
functions/Work Packages, the Lead Partners of the functions/Work Packages affected and
the Secretariat should be consulted. If the parties can’t find a satisfactory agreement, the
Secretariat should be involved and the Executive Committee should make a decision.

»  When the Secretariat considers it necessary the Executive Committee should be consulted /
make decision with the Secretariat : -

x When the Executive Committec cannot / should not make the decision, the Plenary
Assembly should be involved

= The Executive Committee supervises the Secretariat on a continuing basis

# * The Plenary Assembly receives regular updates in order to be able to guide the EUnetHTA.
Collaboratmn through transparent delegatlon

. Impiementatmn isa respon51b1hty of the appropriate decision maker with the partners involved

Figure 1 (next page)

" 3 Joint Action framework terminology (Dissemination Work Package) '
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Appendix 1

Excerpt from the Grant Agreement for Joint Action — Article [.3 ARTICLE L3 ~ ROLE OF THE
BENEFICIARIES

1.3.1 The co-ordinator shall 'inter alia’:
a} have full responsibility for ensuring that the action is implemented in accordance with the agreement;

b) be the intermediary for all communication between the co-beneficiaries and the Executive Agency in
accordance with Article ‘1.8. Any claims that the Executive Agency might have in respect of the
agreement shall be addressed to, and answered by, the co- ordmator save where spec1ﬁcally stated
otherwise in the agreement;

¢) be responsible for supplying all documents and information to the Executive Agency which may be
required under the agreement, in particular in relation to the requests for payment. The co-ordinator shall
not delegate any part of this task to the co-beneficiaries or to any other party. Where information from
the co-beneficiaries is required, the co-ordinator shall be responsible for obtaining and verifying this
infonnation and for passing it on to the Executive Agency;

d) inform the co- beneﬁ01ar1es of any event of which the co- ordmator is aware that is liable to
substantially affect the implementation of the action;

¢) inform the Executive Agency of transfers between items of eligible costs, as provided in Article 1.4.4;

) make the appropriate arrangements for providing the financial guarantee or the joint guarantee of the
beneficiaries participating in the action, when requested, under the provisions of Article L.5;

) establish the payment requests. on behalf of the beneficiaries, detailing the exact share and amount
assigned to each beneficiary, in accordance with the agreement, and in particular the estimated eligible
costs as foreseen in Annex II, and the actual costs incurred. All payments by the Executive Agency are
made to the bank account(s) referred to in paragraph 1 of Article 1.7;

h) where designated the sole recipient of payments on behalf of all of the beneficiaries, ensure that all

the appropriate payments are made to the co-beneficiaries without unjustified delay in accordance with

- paragraph 3 of Axticle 1.7 and shall inform the Executive Agency of the distribution of the Community
financial contribution between the co-beneficiaries and of the date of transfer;

i) be responsible, in the event of audits, checks or evaluations, as described in Articles I1.20 and 11.6, for
providing all the necessary documents, including the accounts of the co-beneficiaries, the original
accounting documents and signed copies of sub-contracts, if any have been concluded by the
beneficiaries in accordance with Article I1.9.

[.3.2 The co-beneficiaries shall 'inter alia":
a) agree upon appropriate arrangements between themselves for the proper performance of the action;

[The beneficiaries are deemed to have concluded an internal co-operation agreement regarding thezr
internal operation and coordination.
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The co-operation agreement shall include all aspects necessary for the management of the beneficiaries
and the implementation of the action; ]

b) forward to the co-ordinator the data needed to draw up the reports, financial statements and other
documents provided for in the agreement including its Annexes;

¢) ensure that all information to be provided to the Executive Agency is sent via the co-ordinator, save
. where the agreement specifically stipulates otherwise;

d) inform the co-ordinator immediately of any event liable to substantially affect or delay the
implementation of the action of which they are aware; '

“¢) inform the co-ordinator of transfers between items of eligible costs, as provided in Article [.4.4;
f) provide the co-ordinator with all the necessary documents in the event of audits, checks of

evaluations, as described in Articles 11.20 and 11.6.

* Full text of the Grant Agreement for Joint Action :

http://ec.europa.eu/eahc/documents/health/calls/Model_Grant Agreement_Joint actions.pdf
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