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Llen: NpeacTtaBsaHe 1 obcbxpaHe Ha
ocobeHocTuTe Ha O3T Ha npoAayKTUTe
Ha npeuu3sMpaHaTa nepcoHanuampaHa
MeAuUMHA: NPULIEeNHN Tepanuu,
CbNbTCTBALA ANArHOCTHUKA,
MHOBaTUBHM NeKapCcTBEeHU NPOoAYKTHU 3a
nepcoHanu3upaHo rne4vyeHune

Objective: Present and discuss specifics
of HTA of personalized medicine
products: target therapies, companion
diagnostics, innovative pharmaceutical
products for personalized treatment

3ana ,,Cocduna“, xoren ,,MeTrpononureH“, Cocpusna
Sofia Hall, Metropoliten Hotel, Sofia

MpeactaButenu Ha Komucus
3a O3T; B®C, PakynTeTn no
3ApaBeH MEHUAXMBHT, MY;
HCLUPIN; HUO3A; yyacTHUuM
B pa6oTHu rpynu 3a O3T;
npepctaButenu Ha H30K;

MpeacraBuTenu Ha
pbKOBOACTBaTa M YNieHOBE Ha
Hay4Ho gpyxecTBO no 3gpaBeH
MEHUOKMBHT, Apdapm; n ap.;

MpeacraButTenu Ha
c¢hapmauieBTM4HaATa U
ANarHoCTUYHa UHAYCTPUA

CneunanucTu, npenoaasBarenm,
CTYAEHTU M cneuuanu3aHTu

ot dakynTteTute no 3gpaBeH
MeHUAXMBHT; PapmaLeBTUYHUTE
chakynrteTn.

OCHOBHMU TeMMU:

> O3T B Bbunrapusa n EC — TeHaeHUuU n pasButue
> MpuHUMNM n npakTuka Ha O3T

> CneundmryHM U3UCKBAHUS KbM NpeaocTaBsHaTa
umHcopmMaLms 3a U3roTBsiHe Ha No-MHopmaTMBHa
o3T

> MNocTaBsiHe Ha HepeLleHUTe BLNPOCKU U
nocrneguuuTe OoT NpunaraHe Ha HeNnoAxXoAsLMN
MeToauku. CnopensiHe Ha [OGPU NPaKTUKK OT APYrU
CTpaHu

> O3T npwm peaku 6onectu

> O3T Ha MeOULUMHCKX u3genus

> O3T Ha cbnbTCTBALLA AMAarHOCTUKa

> Mocneauum oT NpunaraHe Ha HemnoAXoAsALWM
MeTOOAUKN

> Ponsita Ha O3T 3a nogo6GpsiBaHe Ha A4oCTbNA Ha
nauueHTUTe A0 NPOAYKTU Ha NepcoHanuanpaHara
MeguuuMHa

> CnopensiHe Ha JoO6pPU NPaKTUKK
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Representatives of the Commission
for HTA, Bulgarian Pharmaceutical
Union, Faculties of Public

Health in Medical Universities,
National Council for Pricing and
Reimbursement,

Members of working groups for
HTA, representatives of NIHF;

Members of Scientific Society of
Healthcare Management, ArPharm ;
Industry representatives;

Specialists, professors, students

and postgraduates from Faculties of
Health Management and Pharmacy.

Main Topics:

> HTA in Bulgaria and EU - current trends and devel-

opment
> HTA - principles and practice

> Specific requirements on the information for infor-

mative HTA

> Unsolved issues and consequences from inappro-

priate methodologies

> Good practices sharing

> HTA in rare diseases

> HTA for IVD

> HTA for companion diagnostics

> The role of HTA for better patients’ access to per-

sonalized medicine
> Practical examples sharing
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12.10.2018 First day

3ana ,,Coduna“, xoren ,,MerpononureH, Cocdpuna
Sofia Hall, Metropoliten Hotel, Sofia

12.30-13.00 Perncrpauums
13.00-14.00 PaboTteH 0654
14.00-14.30 OTKpnBaHe

14.30-15.30 NneHapHa cecna 1: “ O3T u
nepcoHanuaupaHa meguumHa“

lNMpencenarten Ha 3acepnaHuero: [1-p
XacmuHa KoeBa, lNpeacenaren Ha
BAMNMM

»Ha3psasn e MOMEHTHLT B
EBponenckus napnameHTt“- Conenan
Kabe3oHn Pyus, EBpoaenyTar,
Doknaauuk B El 3a npeanoxeHneTto
3a Perynauusa Ha O3T v nonpaBka Ha
OvpekTuBa 2011/24/EU

»[1pMHUMNM 1 npakTnka Ha O3T“-
Mpod. Neoprmn Xpucros, uneH Ha YC Ha
BANMM, MY Codms

'What are the compromises
to a new-look HTA for Europe?'-
HOeHuc XopraH, UanbnHuTeneH
avpektop Ha EBponencku AnuaHc 3a
MepcoHanuaupaHa MeauuuHa-EAMNM

»,MeTogonornyHn antepHaTueu B
CbBpeMeHHaTa oueHKa Ha 3apaBHUTe
TexHonorun“- [1-p bopucnas bopucos,
am, MBA, ,,Prescriptia“

15.30-16.30 NneHapHa cecus 2:
,»OcobeHocTn Ha O3T 3a npoayKTUTE Ha
nepcoHanuanpaHata meguumHa“

lNMpencepnarten Ha 3acepaHueTo: [leHuc
XopraH, UanbnHuteneH aupektop EAMNM

,CneunduyHn N3MCKBaHUA KbM
npefocTtaBsiHata MHoOpMaLma 3a
M3roTBsiHe Ha no-uHdopmaTneHa O3T“-
Mpod. NMn. AumnuTpoB, 3aMeCTHUK
aupektop Ha HLUO3A

12.30-13.00 Registration
13.00-14.00 Networking Lunch
14.00-14.30 Opening

14.30-15.30 Plenary Session 1: “ HTA
and Personalized Medicine“

Session Chair: Dr. Jasmina Koeva-
Balabanova, Chair of the Board BAPPM

Setting the Scene from the
European Parliament “- Soledad
Cabezoén Ruiz MEP, Rapporetur for the
European Parliament on the Proposal
for a Regulation on health technology
assessment and amending Directive
2011/24/EU

,HTA — principles and practice‘-
Prof. Dr. George Christoff, Medical
University, Sofia, member of the BOARD
of BAPPM

»,What are the compromises to
a new-look HTA for Europe?“-Denis
Horgan, Executive Director of European
Alliance for Personalised Medicine-
EAPM

The concept of Added Value and
its role in the new paradigm for HTA* —
Dr. Borslav Borisov, PHD, MBA, DSci,
Prescriptia

15.30-16.30 Plenary Session 2:
»opecifics of HTA for personalized
medicine products*

Session Chair: Denis Horgan, Executive
Director, EAPM

»Specific Requirements on
submitted information for more
informative HTA“- Prof. Plamen
Dimitrov, Deputy Director of National
Center for Health Organization
and Analyses
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12.10.2018 First day

3ana ,,Coduna“, xoren ,,MerpononureH, Cocdpuna
Sofia Hall, Metropoliten Hotel, Sofia

,,OCHOBHM 3a4a4M U OTTOBOPHOCTU
Ha NnepcoHanM3MpaHaTta MeguumHa
B Monwa. Ponsa u 3HayeHUe Ha
O3T” — 1-p Beara Aruencka, oMH,
Mpe3unpgeHT Ha [Moncku AnuaHc 3a
NMepcoHanusunpaHa MeaguuuHa-MNMAINv

»3aadbnooyaBaHe Ha
CbTPYAHNYECTBOTO B obGnacTra Ha
OueHKM Ha 3apaBHU TexHonoruu
B EC“ - MNpod. TataHa BeHnweBa-
OvwmuTtpoBa, AMH, PapMaueBTUYEH
®dakynrtet, MY Cochus, lNpencenaren
Ha ,,bbnrapcka Acounaums 3a
INekapcTBeHa UHdbopmaumna“ /
BANW/

16.30-16.50 Kadpbe-nay3a
16.50-17.50 MNaHenHa anckycusa:

»PonaTta Ha O3T 3a
nogobpsiBaHe Ha AOCTbNA Ha
nauueHTUTe OO NPOAYKTUTE Ha

nepcoHanuaupaHara meguuuHa“
C yyacTMeTo Ha nNpeAcTaBUTENM Ha
Komucusa 3a O3T, H30K, M3, ekcnepTwn,
MHAOYCTPUA U NALMEHTCKN OpraHu3auum

MopepaTtop: a-p XKacmuHa KoeBa-
BanabaHoBa, lNpeacenarten Ha YC Ha
BAMNMM

17.50-18.30 NneHapHa cecusn 3: ,,03T n
nepcoHanusvpaHa mMeguuuHa — goopu
npaKkTUKn“

lNMpencenarten Ha 3acepaHueTo MNMpod.
a-p Neoprun Xpucros, MY Cocus

,Ocob6eHocTu Ha O3T aHanu3uTte
Nnpu oueHKa Ha NpuLesiH1 Tepanun’ —
Oou. Haas BeneBa, ®®, MY lNneBeH

,»O3T npu peaku 6onectn”
— MNpodp. PymeH CtechpaHoB, ®O3,
MeaunuuHcku YHuBepcuTerT, lNnosause

18.30-18.50 luckycms no Temute ot
NbpBUA AeH

*
‘ oy

Primary tasks and responsibilities of
personalized medicine in Poland. The
role and impact of HTA” — Dr. Beata
Jagielska, DM, PhD, President of Polish
Alliance for Personalised Medicine-
PAPM

»Strengthening EU cooperation
on Health Technology Assessment
(HTA)” - Prof. Tatyana Benisheva-
Dimitrova DSci, Faculty of Pharmacy,
President of Bulgarian Assotiation for
Drug Information (BADI)

16.50.17.50 Coffee-break
16.50-17.50 Panel Discussion:

»The role of HTA for better patients’
access to personalized medicine“ with
the participation of representatives

of Ministry of Health, institutions,
insurance fund, experts, industry and
patients’ organizations

Moderator: Dr. Jasmina Koeva-
Balabanova, Chair of the Board BAPPM

17.50-18.30 Plenary Session 3: ,HTA
and personalized medicine — best
practices

Session Chair: Prof. Dr. George
Christoff, Medical University Sofia

Specifics of HTA for target
therapies — Ass. Prof. Nadia Veleva,
“Pharmaceutical sciences and social
pharmacy”, Faculty of Pharmacy,
Medical University Pleven

“HTA in rare diseases”-Prof.
Rumen Stefanov, Faculty of Public
Health, Medical University Plovdiv

18.30.18.50 Discussion on the topics of
Day 1

19.00-21.30 Official Dinner
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13.10.2018 Second day

3ana ,,Coduna“, xoren ,,MerpononureH, Cocdpuna
Sofia Hall, Metropoliten Hotel, Sofia

08.45-09.15 Kacpe ,,[lo6po yTpo“

09.15-09.30 OTKkpuBaHe: [leHuc XopraH,
N3nbnHuTeneH aupektop EAMNM

09.30-10.50 MNneHapHa cecus 4: ,,03T
M peumbypcupaHe Ha fieKapCTBEeHMU
NpPoAyKTW 3a TapreTHa Tepanusa“

lNpeacepnaten Ha 3acepnaHueTto: lNpod. A-p
leopru Xpucrtos, MY Codcusna

»O3T U NO3UTNBEH CNUCHK Ha
H3OK“- 1-p Nana KonaeBa, [lupekTop
Oupekuus ,,JlekapcTBeHU NPOAYKTU U
KOHTPOJ1 NO npeanMcBaHe U oTrnyckaHe*,
H30K

»IpnnoxeHue Ha O3T 3a
nopoo6psiBaHe Ha A4OCTHLMNA A0 UHOBAaTUBHU
34paBHU TexHonoruu“ — fou. Jlro6omupa
KoeBa-Olumutposa, auH, ®03, MY BapHa

,OcobeHocTn Ha O3T aHanu3uTe
MpW oLleHKa Ha NpUUenHu Tepanun’ —
Oou. Haps BeneBa, Pd, MY lNneBeH

,»10 npuoputeTta Ha ISPOR B
obnactra Ha hapMakOMKOHOMMUKaTA
] oTpaXeHue Ha nepcoHanusupaHara
MeauuuHa“ - NMpod. NeHka lMNeTpoBa,
Mpe3naeHT Ha ISPOR Consortium
3a UeHTpanHa u ustouHa EBpona,
PbkoBoguTen kategpa ,,OpraHusaums n
ynpaBrneHue Ha chapmauumsata“, dd, My
Codhmsa, gou. Mapua KamyweBa, ddD, MY
Codpus

10.50-11.10 Kache-nay3a

11.10-12.00 MNMpeacrtaBsAHe Ha npumMepu oT
npakTMKaTa u AUCKYCUA NO TeMUTe OT AeH
2

12.00-12.15 3aknrouuTenHun 6enexku
M cnegBally CTbNKU: , [la paswmpum
OEeNCTBUATA U B APYTY PermoHm,
BKNoYuTenHo n bankaHure“- o-p
KacmuHa KoeBa-banabaHoBa,
Mpencepnaren Ha YC Ha BAIMM

08.45-09.15 Morning Coffee

09.15-09.30 Opening: Denis Horgan, EAPM
Executive Director

09.30-10.50 Plenary Session 4: ,,HTA and
reimbursement of target therapies“

Session Chair: Prof. George Christoff, MU
Sofia

,,HTA and Positive Reimbursement
List“- Dr. Galja Kondeva, Director
“Pharmaceutical Products, control on
prescribing and reimbursement”, National
Insurance Fund

,,HTA for better access to
innovative health technologies‘ — Ass.
Prof. Lubomira Koeva, Chief of sector
“Health Economics and Financial
Analyses”, Faculty of Public Health

Specifics of HTA of
target therapies — Ass. Prof. Nadja Veleva,
“Social medicine and organization of
healthcare and pharmacy”, Faculty of
Pharmacy, Medical University Pleven

“Top 10 priorities of ISPOR in
the area of pharmacoeconomics and
personalized medicine reflection “- Prof.
Guenka Petrova, President of ISPOR
Consortium for Central and Eastern
Europe, Head of Department “Economics
and organization of pharmacy”, Faculty
of Pharmacy, Medical University Sofia,
Ass. prof. Maria Kamusheva, df, Medical
University Sofia

10.50-11.10 Coffee-break

11.10-12.00 Practical Examples, Good
Practices Sharing, Discussion on the
topics of Day 2

12.00-12.15 Closing Remarks & Next
Steps: Impact for other Regions including
the Balkans

Dr. Jasmina Koeva-Balabanova, Chair
of the Board BAPPM




