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e, R EUROPEAN HEART RHYTHM ASSOCIATION
Freart Rivinm A Registered Branch of the ESC

EHRA Summit 2011

Medical Innovations. in Arrhythmias.
The expectations, the barriers, the developments

21-22 March 2011 - European Heart House Sophia Antipolis

DAY 1 — 21st March 2011

12:00 - 13:00 Arrivals / Buffet Lunch

13:00 - 13:30  Introductory Part
Welcome address, EHRA Staty Quo & Qua Vadis..oooooo P. Yardas
Meeting ob]ectives C. Waolpert

13:30 - 14:20  Innovations in Medical Technology in Arrhythmias,

Chairs: A Aurlcchio /L Kappenberger

- The developments in the CEM Devices, The last 50 years history... R, Sutton
- The Prafile of a significant innovation. The electro-anatomic

manping develapment L. Gepstein
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- The limited funding of Research & Development ..o P. Calle
- The restricted affordability of the health care systems:

- the view of the profession oo G. Boriani
- the view of the iIndustry oo M. Siebert

15:30 - 16:00 Coffee break

16:00 - 17:45 GAPS in the implementation of Guidelines for CRM Devices in ESC country

members.

Chairs: C. Blomstrdm Lundgyist £ M. Brignole

- The case of United Kingdom ..o S. Eurniss

— The Case Of BLUSSIa o M. Medvedewv
-Thecasze of Serbia o G, Milasinovic,
-Thecasze of Israel oo M. Glikson

- The Case Of SPain L.Eernandez Lozano
-Thecase af Paland ... Z. Ealarus

1745 - 18:15 Chairs: J. Morgan

Economics & Medical Innovation:

Glosertoreality oris it out of reach 7. R. Tarricone
18: 15 Transfer to Hotel
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DAY 2 — 22" March 2010

0s8: 15 Transfer to Heart House

09:00 - 09:30 Chair A Heldbuche!

0930 - 11:00  Imnovations in Arrhythmias, What's in the pipeline?
Chalrs: £, Aot S O Linde

- Leadless CREM DEVICES o G Milasinoyic
- Implantable loap recarders, the current and futures role

In Arrhythmias and beyond o K. Hatala
- Advanced Mapping systems G. Hindricks.
- Genetics for Personalized Medicine in Arrhythmias oo, P. Schwartz

11:00 - 11:30 Coffee break
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11:30 - 13:30 PBreak out sessions
Proposal for the 3 break out task forces:

Break out task force 1 — Foom 6

What defines innovation in medical Devices? What are the stages of the
innovation process?

Chalrs: P. Persson /5. Nisam

Break out task force 2 — Room 7

Who are the stakeholders in innovation?
Chairs: A 8ruls /3. Morgan

Break out task force 3 — Room 3

The affordability of the Health Care Systems for medical technology
innovation, Where does it stand? - Where is it going?
Chalrs: M, Jansen /B, Merkely

13;30 - 1340 Closing comments: P, Yardas

13: 40 1" Bus Departure to airport

13:40 - 14:20  Lunch

14: 30 - 2" Bus Departure ta airport
Bus departure to Hotel
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The EHRA White Book 2010

The Current Status of Cardiac Electrophysiclogy
in ESC Member Countries

P, Vardas, A, Auricchio, C. Wolpert
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EHRA White Book 2011

José Mérino
In collaboration with
BIOTRONIK

w2
www.escardio.org/EHRA , HeariRigim SRRy

©



PFOCGSS (timelines to be confirmed)

e Collection of data= Questionnaire

eStep 1: Questionnaire* to be approved by Biotronik and by JM before EHRA
send it out to all the NS

e Step 2: Data are collected by EHRA and send to Biotronik for Cross checking
and formating

e Authorization process and first draft

« Authorisations should start as soon as cross check data from questionnaire is
complete. EHRA will send the formated data to the NS asking for authorization
to publish

¢ As soon as EHRA received authorisations from the NS, Biotronik will prepare
the first draft version

e Final draft:

¢ Finalise content and design

e Reviewing process by JM and EHRA

e Green light for printing to given by both JM and EHRA

e Production and delivery (mid of June the latest)
e Distribution at EHRA Europace 26-29 June 2011 in Madrid, Spain

. EC . . 0 a pre led au /ﬁ
discussed with Biotronik for validation M‘[ @
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Main goal

« to demonstrate the benefit and efficacy of the prevention of
sudden cardiac death (SCD), as at an annual level SCD is
responsible for a significant part of the deceases and it is the
leading cause of death in industrial countries.

 to reflect on the regional disparities, their political, economical,
financial and last but not least, their educational background
through a series of lectures held by the representatives of
countries with low, medium and high implantation rates

 to build bridges between the medical, political and industrial
sectors in order to procure greater political and economical care
and support for the primary and secondary prevention of
sudden cardiac death, heart failure and arrnythmias
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197 registered participant from

31 countries participated
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Angelo Auricchio (Switzerland)
Imre Benedek (Romania)
Tatsiana Burmistrava (Belarus)
John Camm (UK)

Zoltan Csanadi (Hungary)
George Andrei Dan (Romania)
Alexandru Deutsch (Romania)
Roland Dieckmann (Germany)
Dan Dobreanu (Romania)
Kakhaber Etsadashvili (Georgia)
Péter Gaal (Hungary)

Jozsef Gajdacsi (Hungary)

Nikola Gjorgov (F.Y.R.O.
Macedonia)

Michael Glikson (Israel)

Robert Hatala (Slovakia)

Ashot Hovhannesyan (Armenia)
Charles Jazra (Lebanon)

Péter J6zan (Hungary)

Stefan Kéaab (Germany)

Oskars Kalejs (Latvia

www.escardio.org/EHRA

Faculty

Pavla Kristofova (Czech Republic)
Karl-Heinz Kuck (Germany)
Andrzej Kutarski (Poland)
Trudie Lobban (UK)

Andrzej Lubinski (Poland)
Germanas Marinskis (Lithuania)
Béla Merkely (Hungary)

Goran Milasinovic (Serbia)
Davor Milicic (Croatia)
Przemyslaw Mitkowski (Poland)
Ljilja Music (Montenegro)

Ali Oto (Turkey)

Yulia Persidskikh (Belarus)
Alessandro Proclemer (ltaly)
Amiran Revishvili (Russia)
Maria Sélleiné Marki (Hungary)
Milos Taborsky (Czech Republic)
Panos Vardas (Greece)

Radu Vatasescu (Romania)

Juri Voitk (Estonia)

Dmitrij Volkov (Ukraine)

an)
Frans Van de Werf (Belgium-
Christian Wolpert (Germany)zsim

ASSOCIATION

©

EUROPEAN
SOCIETY OF
CARDIOLOGY*



Bummary Statement

EHRA Summit 2010 with the Participation of Central-Eastern European
Countries: “ICD for Life” Inktiative ~Fighting against Sudden Cardiac Death in
Emerging Economies

Vonue and date Buddpest, Motel Zara, 26- 2™ November 2010

The main topc of the conference “Implantadble Cardoverter Defibrliator for Lite”
Indative — Fighting aganst Sudden Cardac Death in Emergng Economes”™ The
event wes jantly orgenzed by the European Heart Rhythm Associaton and the
Hunganan Society of Cardology

The am ol thé summil was 10 demonsirate e beneM and eMcacy of e préventon
of sudden cardiac death (SCD), as & an annual level SCD 15 responsibie for a
ugntcant pat of the deceases and i1 13 he leadang couse of death N Nousinal
counines Many arrtythvmess could be trealed by dewce therapy and this would also
reduce Ie death rates The targel of e summil was 10 buld Doges Détwean the
medcal, poltcal and mousingl sectors SO as 10 procure grester polbca and
economcal care and Support for e pAMry and S8conNdary prevenbon of sudden
cordec deatn heart lahusre and arhythmas

The accoplonce and e ¢mMcacy of iImplantadle dovces in the reatment of heart
fakire and heart rinthm asturdances, especially that of ICD has increased
SNormously in recent years and Ihersforne, we apply them in @ wide range In sple of
TS, many patients with Mgh gk of SCOD cannot receive Mese and-arrmythmc
Veaments partly because of the low avanlatx ity of The dewces, and DDy Decause of
the lack of properly quakfed speciaiists Implantaion does not wmply depend on
budgel. inancing and GDP but it 8lso requires deep prolessiond knowledge As the
conference emphasized both e thecredcal background of dewce therapy -
professional recommendmons, chooe of implantable dewces, programming and
prodblem soluon- and the pracbical sducation of implantabon methods oré important
for e iIncrease of implantation numbers The paradox of the effort 10 reduce SCD s
hat besdes the proper nsk srabficetion and e supply of pimary Winesses. the
implartation nuMbers of the applad devices in primary and secondary pravenon -
pnmanly that of ICD-5 - have not reached e case numbers of SCD yat In the
SCONOMIES I ransbion

The summit fned to refect on e regionsl dspantes, e polticel, economecal
Inancial and last but not least, theer educatonsl background Byough & senes of
Wctures held Dy the représentalives of countnas with low, medum and hgh
implargaton numbers Howsver, it 60 undedined te (mportance of patent
organizatons which have 8 crucial role in the improvement of patents’ qualty of ke
and in e nsk reducton and preventon of SCD in the Eurcpesn popuiabon. At the
ond of the four sessions Contral-Eastemn Europesn cardoiogiits. healih-economests
podticIons ond Jounalsts dscussed (he reasons and the possbie solsons of the
regonal dfferences in the round lable dscussions Acknowiedong he importance
Mo bmeiness and 1o message of e topic, Pal Schmtt, Prosdent of w Hunganan
Republc and Midos Réthedn. Mrester of the Mnstry of Netonal Resources
undartook the man patronage and the patronage of the avent

Written invtabon had been sent to the prenderts of all Cardologst Socisdes and
Artythimia Working Groups in the member stales of ESC and also 10 ol Ihe decision-
makics of EHRA (Board Mambers and Commilee Members) Finaly, 197 regstined
partcipants from 31 countnes amived

The program of the Summet of 2010 was alkimportant and conoise and & was
TaNped on e DaS of e WHadbacks of the pardcipants. even & leleconference
wiih he Kadersiup of EHRA was ofganed 1o discuss he program The Faculty was
composed of 55 renowned cardoclogst-amhythmologists, health economicsl and
poltcal exparts who reprasentad 27 countnes [Armena, Belarus, Belgum, Crostis,
Czech Repubhc, Estoria, F ¥ R © Macedorve, Georga, Germany, Greece, Hungary,
lsrael, italy, Latva, Lebanon Lthuanid, Montenegro, Poland, Romarns, Russa,
Sertea, Slovalea, Siovensa, Switzeriand, Turkey, UK, Ukrane) and acted as nwited
chairs and speakers in the different sessions

The avent was praceded by & press conterance in whech Prof Panos Varoas, Prof
Béla Merkely, Frof Chnstan Welpert, Prof Goran Missnowe and Prof Péter Jozan
partcipated Based on Ne number of Ihe participants on e part of tNe meda and on
Me laler medn appearances. e Pess CONtarence can be sad exremaly succesiul

In the Arst sesson the evert was opened by such persons of disinclon as Prof
Panos Vardss, the presisent of EMRA and the president-elect of ESC, Prol Bela
Merkely. e presdent of the Hunganan Sotety of Cardiology and the Co-chaman
of the Natonad Societies Board of EMRA and Mana Sélleiné Marka, the drector
general of I Nasoral Health Insurance Fund of Hungary and then, the kclurers
detaled e heolth care and heatn economical dfferences of e Eurcpean member
fates Prof Pater Xzan spoke SOGut NS CANAOVAICUM epademoiogical M ences,
Dr Péter Gaal saplaned the heaith aconomical dfficuibes of the treatment of sudden
cardac death, Prol Stetan Kadb haeld a lecture on the epidemiciogy of SCD and then
Prof. Miran Kenda summarzed in fes lkecturs the relston of dadbetes and SCD The
session closng spsech was held by Prof Crnssan Wobert He taked abowt the
concept, the tarth and the development of e EHRA Wiste Book which is the ennual
pubicaton of N asSOCIabon repretenting sleclrophysiolopcal dsts of e member
uates

The second session was about the possible dewce thecapy for the primary and
secondary prevenson of SCO The spoeches of Or Zotan Csanaal, Prof Robert
Hatala and Prof Andrzel Lutenshs also covred Me gudoines for the possibaMies of
ICD treatments for convenbonal pacamaiar, pamary and sacondary prevention Prof
Mios Taborsky presentad the results of e pravious EMRA- Easken Inbative
Meodng Neld in Pizon Hs cture was 1oBownd by 8 round tabk Asoussion

In the thd session aboul cardac resynchronzation therapy Prof. Béla Merlely
summonzed the atest evidences of eficacy of CRT eatment On Dehalt of the
Natonal Health insurance Fund of Hungary, Or  Jozse! Gadacs eaplaned e hoslth
economical background and the fnancial mode of this special, expensive, but costk
sffective reatment He prasentad the algonthms for decision makng in Hungary and
pOted out the POSSIADES of the system

In the fourth session Prof Frans Van de Werf explaned the process of establ shment
4 ]
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a8nd the implementadon of intemabona! guidelnes, mentorung the dificules of the
mplementation as well Then the lectures of Prof John Camm and Prof Michas!
Glkson foliowad They lalkad about the costs of ICD Yreatment which proved o be
the most cost-effecive method of prevenbon and reatmert of SCO and sxplaned
how the sxpendiurs of the reatment iNfluences the rnumbar of palents actually
recavng & As proper educaion 8iso belongs to the cost-effective reatment, in his
spaech Prof Joset Kautzner focused on the educabon and trainng systems and
gescnbed the policy of EHRA regarding the Centrai-Eastern European educalion n
arhythmology

In the next session Prof Diavor Milicic and Prof George Andrer Dan occupiad with
such complex gueshons of the fraatment of SCD as the scresning of patents with
hgh nsk factors, the establishment of proper predctive factors and the applcadon of
s in prachce Prot Alessendro Proclemer inroduced in 8 separate lechure the
Halian Pacemakar / ICD registry, worthy of copying in case of ithe follbw-up of
patients siready weanng dewces As we learned from Prof Amiran Revishwil's
lechurs venincular tachycardia abisbon had become a wadely accepted method of
reatment In case of patents wath ICD, having recurent and fraquent ventnicular
arrtythmeas

The lectures of the last session dealt win e management of patients slready hawng
device protechion Or Roland Disckmann, Ms Pavia Krhsiofova and Ms Trudie
Lobban presented the System and the schvevements of the German, the Czech and
the Bniish modsl The story. the importance, the goal and the planned future of the
Eastern InSiabive was summanzed by Prol Goran Milasinowe. Prof Kar-Henz Kuck
progcted the fulure parcpacives of the treatment of SCD

Al the end of the sacond, the third, the fourth and the fiffh secbons in e frame ot
thrty minutes long round table discussions the pardcipants had the possidility to
mtroduce the praclice and the data of ther own countnes, and {o reflect on the
poltcateconomecal background of these in a3 few minutes Following this, the
parbdapants dscussed the openng possbiies and pointed out the lack of
homogensity, ail the inwled speaksrs agraed that 41s a problem 1o be solved in any
case All the round tsble discussions were foliowed by the presentsbon of 2 usion of
the luture and the polcy of the given reatment, proviously discussed in tha saction

In its antirety EHRA Summit reachad ifs goal, besides ths professional islks theres had
been piace for the prasentaion of the political and economical effects as well and the
conclusion was also favourably recaived by the nabonal and mtematonz madia
Hungary had baen chosen by tha Ewropaan Soaciely of Cardiology as the site of the
iatest EHRA Summit for the reason that Hungary belongs 10 hose countnes whare
e number of the impianted cardac Mmyhm management devices aguaks the
hedlthcare demeands. Hungary s part of the ‘green regon” which means that the
number of the implanted devices grows & an adequate rate and the Jdevelopment
can bs mantaned By recaving the opportunity of orgenizing the summit, the
Hungeanan Socisty of Cardology could infroduce its decennial work, sxemplary in the

region

The fundamertal message of EHRA Summit was that for the prevendon of sudden
cardac death the professonal collsboralion does not suffice © reman within the

country borders. The collaboraton has to cross borders 50 85 to develop 8 common
mtermabonal professonal, health economical and health politcal strategy and union
Thecefore, the summil came 10 the consensus of craaling a workng board in the
frama of EHRA, the “Worlang Board of Eastern inbative” (WBEA) in order fo
delegats individua! persons for specific tasks As ChnisBian Wolpent arnd Panmos
Verdas aiso supported the ides, the WBEA had been formad at the ond of the
summit The members of the working board sre Chnstian Wolpert. Bela Merkely,
Jose! Kautzner, Goran Missinowic, Robert Haisla, George Andret Dan, Milos
Taborsky and Zoltan Csanadi | Furfher members can be involved in the work of the
board, f needad )

Firsl of all the regional differences are 10 be investigated in full datails Based on
personal commurscation with the cardologst and amythmologist leaders of the
specific region, Goran Milasnovic will definé and analyze the specfic regionsl
prodlems and obstacies in each country. The analysis will datal the problems to be
solved so &5 to improve the efficacy of the prevention of SCD (eg lack of well
fransed experts and sufficient knowledos, lack of refervals, lack of infrasiruchural
background and rembursement) The report will be sent 1o WEBEA in order that the
working board would sat the targets for the next ivee years 1o ensure the soving of
the most urgant problems in each country

Second, WEBEA is responsible for the definiton of proper educaton and the
establishment of new traning centers in the Eastem-European countnes Since
besides the financial background and political acceptance, both shori-term and long-
term theoralical and prachcal educabon 1= neaded for the development

From WEBEA Joza! Kaulzner was appoirted 10 creale 2 pian of education for afl
regons and o define the rules and minimal requiremants that have to be fulfiled by
those Eastem European high volume centras (centres of high case numbers) which
with the endorsemeant of EHRA. proctarship and braning centres can bs in different
is5ues {conventonal pacemaker-, CRT-, ICD- therapies, siectrophysiological siudes,
ablabon, AF Ablation elc ) (The so-called proctorship™ programmes &re programmes
of 812 wsaeks, whersas the EHRA felowship programmes are one year long
educabonal programmes )

The development of an intemational educahonal network, the accreditston of the
traning centres and the training plans and the tranees distnbubon accordng to
centres and raining programmes ae all the competence of EHRA On the other
hand, ¢ s the task of the mdustnal sector to prowde financial support for these
programmes For malkdng the publc acquainled with armhythmias, the impodtancs of
publicity has to be a0 emphasized Thes can be resized, for exampls, by the
permanent presence of nadonal and intemationa armythimea organizabons (such as
the EHRA) in the media In addbon to this, it is crucial 1o establish properly organzed
and advertsed, echve nasbonal end intemational pabent orgawzabons, simiar to
Arrtythmea Allance

Last but not least, the ICD penelraton has to be improved aven in thoss couniries
who have not impianted any <o far. WEBEA and EHRA will halp to find 3 solulion even
in those counines who already have well-traned specialisis (eg those having
partcipatad in an EHRA fellowship program), have infrastructural base and referred
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patients for [CD implantations but do have a lack of [CD devices. In their case, the

cooperation with the industrial sector can mean the solution.

Faculty:

Angelo Auricchio (Switzerland)
Imre Benedek (Romania)
Tatsiana Burmistrava (Belarus)
John Camm [ LUk)

Zoltan Csanadi (Hungary)
George Andrel Dan (Romania)
Alexandru Deutsch (Romania)
Foland Dieckmann {Germany)
Dan Dobreanu (Romania)
kakhaber Etsadashwvili { Georgia)
Féter Gaal (Hungary)

Jozsef Gajdacs (Hungary)
Mikola Gjorgow (F.Y R.O. Macedonia)
Michael Glikson (|srael)

Fobert Hatala (Slovakia)

Ashot Hovhannesyan (Armenia)
Charles Jazra (Lebanon)

Féter Jozan (Hungary)

Stefan Kaab (Germany)

Oskars Kalejs (Latvia)

Josef Kautzner (Czech Republic)
Miran Kenda (Slovenia)

www.escardio.org/EHRA

Favla Kristofova (Czech Republic)
kKark-Heinz kuck { Germany )
Andrze) Kutarski (Poland)
Trudie Lobban (Uk)

Andrze) Lubinski (FPoland)
zermanas Marinskis (Lithuania)
Béla Merkely (Hungary)

izoran Milasinovic (Serbia)
Dawvor Milicic {Croatia)
Frzemyslaw Mitkowsk (Foland)
Ljilja Music (Montenegro)

Al Oto (Turkey)

Yulia Persidskikh (Belarus)
Alessandro Froclemer (ltaly)
Amiran Eevishvili (Russia)
Maria Selleiné Markl (Hungary)
Milos Taborsky (Czech Republic)
Fanos Vardas (Greece)

Fadu Vatasescu (Romania)
Jor Yotk (Estonia)

Dmitrij Volkoy [ Ukraing)

Frans Yan de VWerf (Belgium)
Christian Wolpert (Germany )
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EHRA Summit 2010, Budapest

5 Sessions dealing with

« Device Therapy, Primary and Secondary Prevention of Sudden
Cardiac Death

 Heart Failure: Cardiac Resynchronisation Therapy
 Cooperation in the Training and the Cost-effective Medical Care
« The Complexity of Sudden Cardiac Death

« The Role of Patient Organizations and The Eastern Initiative
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EHRA Summit 2010, Budapest
Achievements

The establishment of the “Working Board of Eastern Initiative,, — to delegate
individual persons for specific tasks:

s definition and analysis of the specific regional problems

% suggestion of specific education policy

% estbalishment of training centers in the Eastern-European countries
% creation of a plan of education for all regions

% definition of the rules and minimal requirements that have to be fulfilled by Eastern
European training centres

% increase of public awareness of SCD — EHRA will help to organize lectures at
national cardiology and arrhythmology meetings in the region and promote foundation
of patient organizations

to find the way to support the ab etivities in Eastern Europe
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