Metagopa Kal mpocapHOoYI TWV EMTUXNUEVWY OLEOVWY
MPAKTIKWY OTNV MOAITIKI TOU (papudkou otnv EAAada

Kwvotavtivog Ziong,
Epyaotriplo AfloAdynong Texvoloylwv Yyeiog
Y. Atbaktwp, TuRpa MoAwtikwy Anpootag Yyeiog
2xoAn Anuooiag Yyeiag, Mavemniotiplo AuTtikAg ATTLIKAG
ABnRva



H cupBoAn th¢ dapHAKEUTIKAC KALVOTOMIOG OE OPOUC UYELDC
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H dieupupevn cupfoAn tng PapPHAKEUTIKAC KOLVOTOMLOG

Odeloc oxetl{OpeVO UE TN PAPUOKEUTLKN KOLVOTOULO:
v OLKOVOMLKO ODENOC
v/ KOWWVIKO OPENOC
v  0peNOC 0 OPOUC UYELDC

Nopad tnv UTtoPEN LEBOSOAOYIKWY TTEPLOPLOUWY, UTIAPXOUV LOXUPEC EVOELEELC TTWC N
P apHAKEVUTIKA KOLVOTOMLO EXEL GUMBAAEL:

» oTtnVv avénon touv TPoodOKLHoU WG
» o1 BeAtiwon tn¢ mototntag {wng Twv acdsvwv

> 0TNV MOPOYWYLKOTNTA TG EPYACLOC.



[eyovota nmov dtadpapatiotnkav peta to 2010

Meta to 2010
Entitponn
Clawback-Rebate HTA/SLampayUATEUGNC
TILWV
Yrioxpnuatodotnon Kot HAektpovikn

MeloUpevn QapuaKEUTLKN ouvtayoypadpnon/HAIKA/

darmavn , OEPATIEVTIKA TIPWTOKOAAQ

EMelberg EvSuvdpwon

dbapuaKwy, Eva
S1eBVEC yeyovoc

KALVLKAC €PEUVOG




EMTUXNUEVEC TPAKTIKEG: MWC HTTOPOUV vd

MPOCAPHOCOOUV ATTOTEAECHATIKA GE £vd ocUCTNHA
UYELaC;




AOUNUEVN KoL TEKUNPLWHEVN avaAuon TTOALTLKN VYELOG

ﬂuvspvaoia Ko
ouvaiveon (consensus)

HEpWV Kata Tn Stadikacia petadopag
KOl TIPOC POV G TIPOKTIKWY

B. Mpow6Bnon cuvepyaoiag kot
ETKOLVWVIAC PUE OTOXO TNV Sladpavela
l. Emitevén ouvaiveong pe anwtepo

OKOTIO TNV KAAuyn OAwv Twv
guudepOVTWY

A. ZUHUETOXN OAWV TWV EUTTAEKOUEVWV

~

/

/Bél\twtsq TLPOLKTLKEG OTLO

61e0vn napadeiypata

A.Epeuva Kkal eTIAOYN ETUTUXNUEVWV
SLEBVWV TTPAKTIKWV 1) TIOALTIKWV

B. Aemtopepig avaAuon MEPLEXOUEVOU
QUTWYV TWV SLEBVWV TIPAKTIKWY KOl

kéxouv ETUTUXEL

~

SlepeivNon TOU WG AUTEC OL TIPOKTIKEG

/

Adapted from Walt & Gilson, 1994

Meplexopevo

ﬁ(atavoobvraq 10 Eanu«S\

Z0otnua Yyeiog
A. Aopn, unxaviopot xpnuoatodotnong,
PUBULOTIKO TTAQLLOLO, OKAAUTITEG AVAYKEG

JUUMUETEXOVTEC

\ 4

uyelag, BEPATIEUTIKEG KOTNYOPLEG
B. MPOKANOCELG KoL AVAYKEC OTN
GAPUAKEVUTLKA TIOALTIKN

I'. MoALTKOl, OLKOVOULKO-KOWVWVLKOL

TIAPAYOVTEC TToU Slapopdwvouv Tn
QQQH(XKEUTLKIJ] TLOALTLKN /

A/Israd:opd KoL npocapuovr']\
S1eOvwv mpaKkTIkwv
A. AfloAoynon kataAAnAotntag (epumodia,

A 4

TIPOKANOELG, EUKALPLEG)

B. Mpooapuoyn oto EAAnVIKSG Zuotnua
Yyelovouikng MepiBaipng

. Epappoyn mAoTikwy Stadikaotwy
A. Avatpododotnon

E. Edappoyn Twv MPAKTIKWVY O oUVEPYAsia
&e TOL EUTMAEKOMEVA PEPN /




Mpaktikn #1: H capwon opilovta




H cupBoAn piog avaloync dStadikaoiog

Eykatpn evnUEPwON yLa TG avaduopeveg Bepareieg

BEATLWHEVN KATOVOUA TIOPWV

Evtomiopog Bepameutikwy KEVWY, KAALUPN aKAAUTITWY
QVOYKWV UYELOG

>apwaon opllovta
Yriootnplén ¢optou tNnG mnttpornng ATY

BlwolpuotnTa TOU CUOTIHATOC UYELOVOULKAC TtepiBaAng

TaxUtepn mpooPaon o€ KALVOTOUEG KAl SUVNTIKA OCWTHPLEC
Bepareiec



H capwon opifovta HE pio potid

H CUYKEKPLUEVN , ,
EuminTel oTa KpLThpLa

Sdtadkaoia .

, N OXy,
niponyeitaL tng )
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agloAdynang piag / Dissemination, | e

, , / updating W\ Y N
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TIPOKELUEVOU Va \ andevaluation /= / \
EVNLEPWOEL OGO TO ) /
Suvatdv mo | / Horizon
éykatga scanning / .
, / Involvement \ ,
Yl TNV EMEPXOUEVN /' of HTA experts '\ N Neee— Eprtirneet
e VO)\O IL(X and other Prioritization
X . \_ stakeholders / / ¢ '
_ Early
Peer review >\ assessment

Source: 1) KCE, HORIZON SCANNING FOR PHARMACEUTICALS: PROPOSAL FOR THE BENELUXA COLLABORATION, 2017, 2) EuroScan, 2014



zuotnpata Zapwonc Opilovta otnv Evpwrn

Xwpa Apaotnplotnta Zapwong Opilovia ALOKPATIKEC COLPWOELG
Hvwpévo Bacidelo  Juotnpatiki Spaotnplotnta yla VEEC POPUOKEUTIKEC TEXVOAOYLEC -

NopBnyia JuoTnuatiki dpaotneloTnTa yla VEEC PAPUOAKEUTIKEG TEXVOAOYLEC MéMlog IHSI

ItaAia Juotnuatikn 6paotnPLOTNTA YLa VEEG PAPUAKEUTIKEG TEXVOAOYLEC MéAog Valetta
loAavéia YuotnuaTtik SpaotnpLotnTa yla VEEC GOPUAKEUTIKEG TEXVOAOYLEC MéAoc Nordic

Katw Xwpeg

Juotnuatiki 6paotnPLOTNTA YLa VEEG PAPUOAKEUTIKEG TEXVOAOYLEC

Pharmaceutical Forum
MéAog IHSI

Zounbia

FoaAAio
IpAavdia
Aovia

AvoTtpia

Source: Vogler S, 2022

JuoTnuatiki Sdpaoctnplotnta yla VEEC POPUOAKEUTLKEC TEXVOAOYLEG
eVOOVOOOKOUELOKOU XOPOKTHPO KAl LEPLKA SpACTNPLOTNTA VLA VEQ
dAppoKa EEWVOCOKOUELAKOU XOPOKTHpA

Mepikr) Spaotnplotnta
Mepikr) Spaotnplotnta
Mepikr Spaotnplotnta

Meplkl SpaotnpLlOTNTA LECW TIPWLHLNG CAPWONG OE OYKOAOYLKEQ
GOPUAKEUTIKEG TEXVOAOYLEC

MéMog IHS & Nordic
Pharmaceutical Forum

MéAoc IHSI
MéAoc IHSI

Meé&Aoc Beneluxa



) a MANEMIZTHMIO AYTIKHE ATTIKHI
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2ZXOAH AHMOZIAZ YTEIAZ
TMHMA TMOAITIKON AHMOZIAZ YTEIAZ

Topéag Zuotnudtwy Yyeiag kat MoALTKAg
Epyactiplo AfloAdynong TexvoAoylwyv Yyeiag

Avarntuén ocvotipatoc capwonc opifovia otnv EAAada



Mov BplLoKOMAOTE CAMEPQ..

Tpéxov mAaiclo

ATtOOTEAAETOL TTPOOKANCN HE TAUTOXPOVN avaptnon otn oeAidba
Tou opyaviopou mou Ba I{ntd amod touc KAK i toug tormikoug
QAVIUTPOOWTOUC va OnAwoouv Ta Tpoiovta yla To  ormoia
npotibevtal va kataBeoouv aitnon otnv Emtpony (E.A.A.Q.AX.)
YLOl TO EMOUEVO NEPOAOYLAKO ETOC.

NS

Nate Oa divetar n Suvatotnta dnAwong;

Evtog ZemtepufBpiov — OKtwPpiov kAOe nuepoAoylokol £Toug,
OAeC oL etalpeie¢ kataBetouv aitnon 6NAwong mpoioviwv e
OUYKEKPLUEVEC TIANPOPOPLEC YLOL TO ETMOUEVO NUEPOAOYLAKO ETOC
avadopkad pe ta dappaka tou Ba repltéABouv oe a&loAdynon Ko
arnol{nuiwon

3393

EOHMEPIAA

THX KYBEPNHXEQX

THX EAAHNIKHX AHMOKPATIAZ

13 Maiou 2022

NOMOZ YN' APIOM. 4931

larpaég yio GAoug, LOGTIPN Ko IOLOTIKN Mpdofa-
on atig urnpeoieg Tou EBvikot Opyaviopol MNa-
poxns Ymnpeowv Yyeiag kai otnv Npwropadua
Opovrtida Yyeiac ko dhheg engiyovoeg Siotagei.

H MPOEAPOE
THEZ EAAHNIKHZ AHMOKPATIAZ

Ex6ibepe Tov akohouBo vope o Yrjqioe n Boukr:
MINAKAZ MEPIEXOMENON

MEPOX A": ZKOMOZ - ANTIKEIMENO
ApBpo 1 Zxomog
ApBpo 2 AvTikeipevo

TEYXOZ NPQTO

l

Ap. Didhou 94

ApBpo 8 Eheyyog kau exkkaBdpion twv Samavav
Twv mapoywv Tou Ebvikod Opyaviopod Mapoyic Yin-
peowv Yyeiag - Aviikardortaon nap. 7 apBpou 90
v.4368/2016

KEQAAAIO I": YTIOAOMEZMOZ KAl ANAZHTHEH TOY
YNEPBAAAONTOZ NOZOY AATANHZ TOY EGNIKOY OP-
TANIZMOY MAPOXHZ YMHPEZION YTEIAZ

ApBpo 9 Avalrjman umepfdilovtog moool efapnvi-
aiag Samavng Tou EBvikol Opyavicpou Mapoyig Ymn-

peoiwv Yyeiag - Tpomomoinon map. 1 ka2 dpBpou 100
o A173/013

KEQAAAIO A’: DAPMAKA
ApBpo 10 Acmoupyia ouoTiipaTog cdpworg opifovia
otn AevBuvorn Qapuakeu Tou EBvikol Opyaviopot MNa-

oxNc Yinpeowv Yyeiag

__-‘-‘-.__




Mpotaocslg BeAtiwonc Tou untapxovtog Oeopkol mMAaLciou

» Qc mpoc to loYuov Beouikd mAaiolo, mpoteivetal n nmpoPAedn duvatotntac uTOPOANRC
eldLlkNc ONAwoncg os mepintwon onotacdnmote HeTABOANC ota oTOLXEIOL POPUAKOU KOIL TLG
Oepamnevtikeg evdeiéelc mouv €xouv umoPBAnBel oto mAaiclo tnC aitnong-6nAwong (m.x.
aAAayn KAK, cuokevaolag K.0.K.), 0€ OMOLAdOATIOTE XPOVIKA OTIYHN €MEAOeL n petafoAn
TIPOKELUEVOU va eTtkatporotnBouv ta dedopeva mou Ba eival Stabeopua otov EONMYY.

» MapdAAnAa, Ba mpémnet va divetatr n duvatotnta otov EOMYY va pnopsi va otnOei tnv
OLTtOGTOA} CUUTTIANPWHATIKWV oTolxeilwv oo touc KAK, petd tnv utoBoAn tn¢ aitnonc.

» EruunmAéov, Oa npénel va npoBAedpOoUV GUYKEKPLUEVOL KOVOVEC SLABEoNC TwV SESOMEVWV
and aAloug ¢Popeic (my avwvupomolnpéva dedopcva Katovailwonc Gapuakwy Ko
voonpotntac amo tnv HAIKA) kot kavoveg dtapuAaénc Tou €UMOPLKOU AMOPPNRTOU ATlO
Tou¢ KAK Kot To pOTUTIo TWV SHLASLKACLWY EUTILOTEVTIKOTNTAC TNS Stadikaoiac ATY.
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Mpotewvopevo nedio epappoync otnv EAAASa

AVOSUOEVEC KOl VEEG AN\ayeg oTig evoei&el 1 otn xprion

bOPUOAKEUTLKEG TEXVOAOYLEC

lLac nén umapyxouoo.
GOPUAKEVTLKNC TEXVOAOYLOC

2Aapwaon
opillovta

Yriootnptén dtadikaoiog Aloapopdwon tou

armopAcewV yLo ELBOAL

npoUmoAoyLopoU Tou
eUBOALAOTIKOU TIPOYPALLUOTOG

5
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MoLlog elvoil 0 GKOTOG;

YrootnpLen o€ CNUOVTILKEC AELTOUPYLEC TNC POPAKEUTIKNAC TIOALTLKAC TNG
Xwpac, OTwC:

ZEO ip,VO s K.aré;\puon , MpOYPOUUATLO Ev yévelL otnv
aloAoynong MPOUTOAOYLOHWV , !
E.AAAQ.AX. ™g dnuootag - ouxg}fo . gykatpn
(KAAUTEPOC bAPUAKEUTIKAG POUTLOAOYIGH npocBaon
FPOVPOLLLCTL Samavng kat Ou Tov aoBevwyv og
oudQ) ELJ.BO)\L’OLO'CLKOL'J Koll'age(;m’)a life-changing
TIPOYPALLATOG LVOTOMLOG therapies

2toxoc: H dtadikaocia capwaon opilovta va KAAUTITEL TAL TTPOIOVTA TIOU QVOLEVETOL VAL
TomtoBeTNBOoUV oTNV EAANVLKN ayopa O€ XPOVLIKO dLactnpa 3 ETwWV, OTOOLAKAL. .08

labHTA




Ywo0£tnon dadikaciac capwonc opilovia

2taélo 2: Emdoyn ko 2taéuo 3: Mpwipn
TIPOTEPOALOTIOLNGN VEWV afloAoynon Kou
KoL aAVaLOUOEVWV nEOoPAsn enintwong
TEXVOAOYLWV LYELQC nEoUnoAoyLopoU

2tadlo 1: Evtoniopoc
VEWV KOl AVadUVOMEVWV

TEXVOAOYLWV LYELOC

2tadlo 5: 2tado 4: Araxuon

NMapakoAouOnon kot nAnpodopiac Kat
EMKOLLPOTIOLNON avoatpododotnon

o
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labHTA



Mpaktikn #2: TAUEIO KAIVOTOHIAC YId CUYKEKPIHEVEC
TEXVOAOYIEC UYEILAG
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Figure 3: Median time to availability in days (2017-2020) 9
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Xwpa
BéAylo

Kpoartia

AyyAia,
Hvwpévo Baoilelo
AyyAia,
Hvwpévo BaoiAelo

ItaAio

NoAwvia

OuoAia

Awddopa Tapeia Kavotopiac yia pappoko

Ovopoaoia tapeiov

Special Solidarity Fund

Especially Expensive

Medicines Fund

Cancer Drugs Fund

Innovative Medicines Fund

Fondi Innovativi

Not known

The New Treatment Fund

Katnyopieg pappakwv

Opdava dapuaka (ekeiva mou dev €xouv akoun AaBel Betikr cvotaon anolnuiwong kat MANPoUV ToUAAXLOTOV
géva amo ta akoAouba kpuipla: Oepameia omdviag vooou mou amattel €0k duolonaboloyikn Beparmeia,
Bepameia omaviag vooou Tou amaltel ouvexn kal cuvBetn Beparmeia, Bepamneia maldlwv He xpovieg mabnoeLg,

OUULETOXN KOLVOTOUWV TEXVIKWY BEpATELQG f} TTOU amaltouV Ue AAAO TPOTo Latpikn mepiBaAPn oto e€wTtePLKO)

Zuvnbwg, PBoloyka ddppaka ylo T Bepameia TOUu KAPKIVOU, OQUTOAVOOWV KOL OMAVIWV acBevelwy,
CUUMEPLAAUPBAVOUEVWVY TWV OVTIKAPKLVIKWY GOpUAKWY, TwV opdavwy GapuAKwY Kal OpLoPEVWY AAAWVY akpLBwv
baAPUAKWV (KUPLWG VOCOKOUELAKWY PapUAKwY)

Oykoloylka dappaka (Lovov katd tTnv ¢acn ekkivnong toug). Autd mou dev xapaktnpilovtal and OLKOVOULKN

anodoTkoTnNTA

AuvnTika owtnpleg Beparmeieg (OMwc yio Tn vwtlaio puikn atpodia Kal TNV KUCTLKA tvwon)

‘Eva TaELO YLt KOLVOTOUA OYKOAOYLKA GAPHOKA KOL £VA VLA KALVOTOMA [N oyKOAoyLlKa dapuaka, atiag 500 ekat.

oUYXWVELONKe o€ €va eviaio Tapeio anod to 2022

Kawotopa pdappaka xwpic tooduvapa kat dapuaka o eEALPETIKA 0pdavEC eVOEIEELg

To Néo Tapeio Oeparneiog Stacdalilel OTL oL aoBeveic £xouv TaxUTEPN MPOCPAoN 0 GAPUAKA TTOU CUVIOTWVTOL
amnod: 1o EBviko Ivotitouto Aploteiag Yyelag kat MepiB@aAdng (NICE) 1) tnv opada otpatnytkig tng OuaAiag yia oAa

Ta pappaka (AWMSG)

Mnyn: a) Vogler S, et al, 2022, b) Welsh Government, New Treatment Fund: access to new treatments



& % .I MANEMIZTHMIO AYTIKHZ ATTIKHZ
§ )

g ':‘{» . £ . ' 2XOAH AHMOZIAZ YTEIAZ

& /J} f IO b HTA TMHMA TIOAITIKON AHMOZIAZ YTEIAZ

Topéag Zuotnudtwy Yyeiag kat MoALTKAg
Epyactiplo AfloAdynong TexvoAoylwyv Yyeiag

Avarntuén evoc Tapeiov Kouvotopiog yiol tponyUEVEC
Oepamneicc kat tunov PRIME otnv EAAaSa



H xpnowotnta tov Tapeiov Kawvotopioc otn xywpao
Oplopeva TAeoveKTAMOTA AELTOUpYLOC EVOC avaAoyou TAUELOU elvat:

» Taxeia mpooBaon acBevwv oe Kawotopa dappako: n vnapén evoc Tapeiov Kawvotopiog pmopet va
ETUTAYVVEL TNV TipocPfaocn o vea dappaka Kol Beparmeieg yla touc aoBeveic mouv ta xpelalovtal, OLWC yLa
OTIAVLEC N TIALPOLEANUEVEC OOODEVELEC OTIOU UTIAPYXOUV TIEPLOPLOMEVEG 1 KABOAOU UTIAPXOUCEC BDEPATTEUTLKEC
ETUAOYEC.

» EvOappuvon tn¢ avantuénc Bepansiwv uPnAol KOoTouc aAAA KAl yLa OTIAVLEC VOOOUC: Ot OPUOKEUTLKEC
gTalpeiec evbExeTal va eival Alyotepo riBavo va emevduoouv oTnV avamntuén Beparmewwy yla omavLeEC VOOOUC,
KaBwc eVOEXETOL VAL UTIAPYXOUV TIEPLOPLOUEVA OLKOVOLLLKA KivnTpa AOyw Tou HkpoU mAnBuopol wdelovpevwy
aoBevwv. QoTtO00, £V TALELO KOLVOTOULOC UITOPEL VO TTAPACYEL XPNUATOOOTLKN oTNPLEN YL TNV evBappuvon
TNC AVATTUENC BEpaTmeLwy Yo AUTEC TIC al0DEVELEC.

» H eslwoaywyn evoc Tapeiov Kawotoptag cuvOuaoTIKA HE TNV €DOPUOyn TwV UTIOAOUTWY UETAPPUOULOEWY TTOU
VA LEVOVTOL OTIWC ival 0 PNPLaKOC LETAOXNMUATIOUOC TNC LYELAC, N edappoyn BEPATTEVTIKWY TIPWTOKOAAWV
KOLL N AVATTTUEN TWwV MNTPWV a.cBevwy Ba prmopovcayv va evioyUoouv Tn Blwotpotnta tng damnavnc.

0
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Moo elvail 0 GKOTIOC TNG GLUOTAONG;

YrootnpLEn o€ ONUOVTIKEC AELTOUPYLEC TNC PAPUAKEUTLKNG TIOALTIKAC TS XWPOAC, OTIWC:

Ateupupévn xprion BeAtiwon tng
KoLl OU MBQN] Twv npocBacng twv
nifyouft\i(;gb EAAAVWV ao?evo’ov
ooton oro O€ KOUVOTOUEG
s O eeeanaeq |§ou
: ekBacewv Aoyw
HLETEVKPLTIKEG QKOAUTITWVY
Stadlkaoleg —

VoYKWV UYELOC

KEVTPO aploTELOC

7
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To Tapeio Kawvotopiac otnv EAAASa pe pia potid

A. Juvexnc oafefatdotnta mou MPOKUTITOUV
QIO TLG TIEPLOSLKEC aELOAOYNOELG

B. AfloAoynon amo tnv E.A.A.O.AX. kat Thv
ETULTPOTN SLamPayUATEUONC

. Méyloto dtaotnua mapapovic Gopuakou
€W Kal Tpla (3) €tn

BpaxunpoBeoua \

A. Tapeio Avakopng Kat
AvBekTikOTNTOG
MakponpdBsoua

A. Katavoun siodpopwv vyeiag
Kal “popwv apaptiag”

B. Katavoun rebate

TIPONYOU LEVOU £TOUG
I'. NpoUTMOAOYLOUOG YEVLKAG
KuBEpvnong

A. Emtinebo afefatotntog
TeKUNpilwong péow SLaBEoipwy

EONYY A. Qappaka mponyuEvwy Bepamnewwyv & PRIME
5 B. YYPNASG BaBUOC KALVLKAC OTTOTEAECUATLKOTNTOG
— ‘% OTW¢ MpokUTITEL oo ta SLaBEoipa dedopéva
g = . K&GAun akGAUTTTWY avayKwv VYEiag
‘CE = N
Q rf ‘bo QG
© g q@\oo 0\\6\0
1\9 @Q D
e\ z| 2
S o
«© S a| @
) o?/\' o(\c" |l a g
N N\ E1 Q8 b
g(\q? O S| g 3
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T ’ O"' E o] I\Cr
apeio K |28
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Kawvotopiog S|¥
2|5
Wy

MNapayovteg kaboplopou amnolnuiwong

6u udwvia Staxelpl{OUevVng \
npoofaong otnv onoia Ba
avaypagdovtal OAec ot SLadikaoieg
gvtaéng, KOOTOUG Kall

arnolnuiwong, cuvexoug

A

dedopEvwv

B. Zupdwvieg eAeyxopevnc eLlcodou
(managed — entry agreements)

o /

npooPaonc oe debopgva,
BEPATEVTIKO MPWTOKOAAO, .
Qm)\e&uétntaq aoBevwy, e&ééou./ I-:1h'H.T:




Mpaktikn #3: RWD/RWE otnv A€loAoynon TexvoAoyiwv
Yyeiag (ATY)




O okomog tn¢g ATY

EAAGSQ, onpepa » AloAdynon dappdkwv avOpwrnivng xprnong

Buwolpotnta
OUOCTAMATOC
UYELOC

BeAtiwon
moLoTNTOC
KoL
aodAAELOC

HTA

BeAtiwon
npoofaong

O€ KOILVOTOUEG

Beparmeiec

Awoioolvn
& lootnta

EAAGda, AUpLo » AfLoAOoynon 6Awv TwV TEXVOAOYLWV LYELQC



RWD/RWE otnv ATY

Patient data reflects a shift in evidence

evaluation H BBAoypadia £xeL avadeitel 6t n RWE
TOPEL:
THE PRESENT HToP
THE PAST RCT and RWE ) ,
T Shift to secondary patientlevel ~ ® vyl CUMIIANPWOEL TI¢ RCTs kaBwg Ko

data across sources

Controlled trals, VO EVTOTIIOEL KeVA TeKUNplwong o€

manufacturer led - Many , , , ,

Many groups over time (nTNUOtTa OMWC OTIWC OL TIPOTLUNOELG
IE:;: evaluators at launch, mostly Ineliihg cAmca. anc TWV ao'eEVd)V ' (0] T[é wVv (@)
regulators and large paye:rs small payers , ’ n Xp n n p, ’
Ty ’,ﬂ,o"@.,ﬂ: OVTLKTUTIOC OTOV TIPOUTIOAOYLOUO KalL N

f t ’ / !

' OXEON KOOTOUG-OTMOTEAECUATIKOTNTOC.

Efficacy and Safety Different aspects -

Initial view of benefit-risk va  UTtOOTNPL§EL TPOCOUPHOOCTLKEG

Environment, outcomes,

Rl 0600¢ anolnpiwong, cupBEAovVTaG

Phammacovigriance O€ TEPLITTWOELG TL.X. Qmolnpiwong umo
Opoug, QogNiwaong Bdoel
OTIOTEAECUATWY

Source: Chech M, et al, 2015



Evowpatwon tnc RWE kat kavoviopoc EE

.12 Official Journal of the Furopean Union /
Kavoviopog (EE) 2021/2282 — I E— —
Tou Evpwmnaikou I
’ (Legislative acts)
KowoBouAiou kat tou
2upBouAiou, tng 15n¢ REGULATIONS
AekepPplov 2021, yua tnv
REGULATION (EU) 20212282 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
! ! of ecember
aELOA’Ov n 0 r] -[ r] q TEXVOA’OV laq on health technology asses::lzt and amez::j:ng Directive 2011/24{EU
OTOV TOMEQ TNG LYELOC KoL (Pt wih EEA reevance
’ In its conclusions of 1 December 2014 on innovation for the benefit of patients (), the Council acknowledged the

TF]V TpOT[OT[Ol.r] OT] an key role that HTA has as a health policy tool to support evidence-based, sustainable and equitable choices in

' healthcare and health technologies for the benefit of patients. In those conclusions, the Council further called on the
06 r]V Laq 20 1 1 / 24 / E E Commission to continue to support cooperation in a sustainable manner, and asked for joint work between Member

States on HTA to be enhanced and for opportunities for cooperation on exchange of information between
competent bodies to be explored. Furthermore, in its conclusions of 7 December 2015 on personalised medicine
for patients (%), the Council invited Member States and the Commission to strengthen HTA methodologies

14 . . . - . . . .

applicable to personalised medicine, and the Council conclusions of 17 June 2016 on strengthening the balance in

Anapaltntn n the pharmaceutical systems in the European Union and its Member States (°) provided further evidence that
A Member States see clear added value in cooperation on HTA. The joint report of October 2016 of the Commission’s

evap M'OVlon tnq Directorate-General for Economic and Financial Affairs and the Economic Policy Committee further called for

4 enhanced European cooperation on HTA. Finally, in its conclusions of 15 June 2021 on Access to deluncs and
npoosvvlonq Vla medical devices for a Stronger and Resilient EU (°), the Council invited Member_States 1S
r explore the possibility of establishing an EU Real-World data collection and evidence generation action plan, whic
tn cUAAoyn RWD :

will promote better collaboration between ongoing national and cross-border initiatives

contribute to reducing evidence gaps in HTA and paygrdecisionsess —




Evowpatwon tnc RWE otic untofoAéc ATY

16.515 avadopEg
Number of HTA records per year where RWE was used (n=16,516) ATY og 83 CIJOpE'lC
ATY mou exteivovtal

716 941 1,142 1,417 1,745 1,922 1,553 1,876 1,811 1,584 1,809 o€ 33 YwpEQ

HTAs
without RWE

@ HTAs
mth RWE

28% 9%
169 19% 22% 19% 20% ’
13% &
2011

2012 2013 2014 2015 2016 2017 2018 2019 2020 2021

Source:; IQVIA's HTA Accelerator.
Notes: based on an analysis of 16,516 HTA reports for single drug assessments including original submissions, resubmissions, extensions of original indications

and assessments of new formulations or strengths, published from January 2011 to December 2021.
Report: Impact of RWE on HTA Decision Making. IQVIA Institute for Human Data Science, December2022

Source: IQVIA, INSTITUTE REPORT, Impact of RWE on HTA Decision-making Dec 06, 2022



Elvat anodekta ta RWD amno touc opyavicopouc ATY;

Table 3 - Summary of policies on RWD accepted or requested and the appraisal of RWD in the context of IRD per agency.

RWD accepted/requested

RWD appraisal

HTA RWD RWD to inform RWD to inform other Hierarchy of Conclusions on treatment Conclusions on treatment effects on the
agency accepted treatment parameters evidence adopted effects on the basis of basis of RWD possible in exceptional
effects RWD regarded as circumstances (e.g., orphan diseases)
circumspect
TLV Yes Under specific Not mentioned Yes; with regard to Yes Yes
circumstances evidence for
treatment effects
NICE Yes Under specific Epidemiological data (e.g., Yes'; with regard to Yes Yes
circumstances incidence and prevalence), evidence for
resource use data, and cost treatment effects
data
IQWiG Yes Under specific Epidemiological data (e.g., Yes; with regard to Yes No
circumstances incidence and prevalence) evidence for
and resource use data treatment effects
HAS Yes Under specific Not mentioned Yes; with regard to Yes Not mentioned
circumstances evidence for
treatment effects
AIFA Yes Under specific Not mentioned Yes; with regard to Yes Not mentioned
circumstances evidence for
treatment effects
ZIN Yes Under specific Epidemiological data (e.g., Yes ; with regard to Yes Yes
circumstances incidence and prevalence), evidence for
resource use data, and cost treatment effects
data

AIFA, Ttalian Medicines Agency; HAS, High Authority for Health; HTA, health technology assessment; IQWiG, Institute for Quality and Efficiency in Healthcare; IRD, initial reimbursement
discussion; NICE, National Institute for Health and Care Excellence; RCT, randomized controlled trial; RWD, real-world data; TLV, Dental and Pharmaceutical Benefits Agency; ZIN, National

Healthcare Institute.

* However, agency explicitly recognizes limitations associated with strictly adopting evidence hierarchies in guidelines and states that such hierarchies should not preclude the exclusion of
valuable non-RCT evidence from decision making.

Source: Makady A, Ham RT, de Boer A, Hillege H, Klungel O, Goettsch W; GetReal Workpackage 1. Policies for Use of Real-World Data in Health
Technology Assessment (HTA): A Comparative Study of Six HTA Agencies. Value Health. 2017 Apr;20(4):520-532. doi: 10.1016/j.jval.2016.12.003. Epub

2017 Jan 27. PMID: 28407993.



To opepa Ko To avplo twv RWD

April 2022; CADTH's Jan 2022: NICE announces changes to its drug evaluation and

2022-2025 plan recognizes methods to adopt new approaches to the evidence it considers in

value of including RWE appraisals, including RWE

where recommendations June 2022: NICE publishes real-world evidence framework The

were made based on framework outlines where RWE could inform appraisals and

limited data. signals best practice around the planning, conduct, and reporting 4 r
June 2022; CADTH of RWE studies The framework will help resolve knowledge gaps and LT 4
scientific advice drive farward patient access to innovative treatments.

program to include RWE

May 2021: TLV publishes
research on potential
sources for RWE, as a
larger project commissioned
by the Swedish govern-
ment investigating new
methods to deal with the
rise of costly new therapies

September 2022: Launch

of Post-Market Drug
Evaluation Program to

answer guestions of 4‘*.
decision-makers based |

on RWE

AJa
] [

Feb 2022: EMA sets up the Coordination Centre for the Data

February 2021: G-BA issued
first mandate for
Zolgensma to collect RWE.
Since then, 7 products
have been considered for
Routine Practice Data
Collections (AbD)

January 2022. IQWIG new
version of the methods

paper.

Analysis and Real-World Interrogation Network - DARWIN EU ‘ '
April 2022: EMA-EU HTA workplan mentions HTA representation @

in DARWIN and national voluntary collaborations with EMA on
guidance and methods

July 2022: EUnetHTA methodological guidance does not —

discourage RWE but highlights bias f"-

May 2027: Spain's MoH launches Valtermed initiative,
a shared information system within the National
Health System (SNS) that collects RW data to allow
measuring health results of drugs. First phase will
measure pay-for-results model drugs

June 2021: HAS publishes
methods guide on real
world studies following
2020 action plan for the
assessment of innovative
medicines

November 2022: Frameworks
for data collected as part of
early-stage access and
compassionate-use
schemes adopted

Source: Source: has-sante.fr, igwig.de, icer-review.org, nice.org.uk, mscbs.gob.es, tlv.se, data.consilium.europa.eu, fda.gov,cadth.ca.

Report: Impact of RWE on HTA Decision Making. IQVIA Institute for Human Data Science, December2022
Source: IQVIA, INSTITUTE REPORT, Impact of RWE on HTA Decision-making Dec 06, 2022
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Topéag Zuotnudatwy Yyeiag kat MoAITIKAG
Epyactiplo AfloAdynong TexvoAoylwyv Yyeiag

RWD/RWE in HTA



Mowa ta epnodia xprionc/amodoxnc ko ot evkapiec twv RWD kat tng RWE otnv ATY;

Meploplopévn dtabeoipotnta kot Suvatotnta Evioxuon tng tkavotntog APng TEKUNPLWHUEVWY amtoPpAoEwWV avodopLKA LE TNV
Hetadopag tomkwy dedopévwy, amouaoia uLoBEtnon, tnv anolnuiwon Kat tn xprion PopUAKWY O TIPAYUATIKO KOOUO -
BEATIOTWY TIPAKTLKWY peTadOpAC deSopevwy Aladikaoiec taxelag Eykplong, Omwe taxeia €ykplon, yla SL1apopeC KALVOTOUIES OTTOU
OVOECQ OE XWPEC dev UTIAPXOUV ETTOPKN ATTOOELKTLIKA OTOLXELA. 2€ AUTEC TIC Stadikaoieg, n RWE umnopel
AladopeTikd confidence avapeoa oe YwWPES va Stadpapatiosl kaBoploTikd poAo.

MpokAnoelg ooov adopd tnv mpocBaocn os MT1opoUV va. GUVELODHEPOUV CUUTTANPWHATLIKA OTNV UTIOOTAPLEN TNC TEKUNPLWONG R/KoL
OAOKANPWHEVEC TINYEC SeSOUEVWY va emaAnBevoouv TNV tekunpiwon mou mpokUTtteL amo Tig RCTs, avadelkvuovTtag tn

onuooia tTng ouvBeoNC TNG TEKUNPLWONE TTOU TtapoucLAlouV.

AvokoAlec oTov oXedLaopo Kal TNV avaiuon BeAtiwon tng alomiotioc tng RWE pe tn BeAtiwon tou oxedlaopol tng HEAETNC KOl
HEAETWV YLOL LN TUXOLLOTIOLNEVEG SOKLUEC TWV AVOAUTIKWY LEBOSWV.

AVNOUXLEG OXETLKA LE TNV TTOLOTNTA TWV AoKLPEG TtpaypatikoV tumou (PCT) wg Suvntikd péco ouAhoync RWD mou pmopet va
dedopevwy — pepoAnyia, pebodoloyika YEDUPWOEL TO XAOUO LETOEL TUXOLOTIOLNUEVWY EAEYXOUEVWVY SoKLUwV (RCT) kat
{nTupata TIPOYHOTLKWY CUVONKWV.

EAAeldn epmepoyvwpoouvng, AwakuBEpvnon kat dtadaveila: H Staodaiion tng Stadavelag otnv napaywyr RWE
KOTOKEPUATLOMOC, EAAELPN EVOPUOVLONG Kall elva {wtkng onpaoiog.

{ntuata mpootacioag dedopevwy

Source: Zisis K, et al, 2023 (unpublished manuscript)



Mpaktikn #4: NMapepBaocelc o€ O1a0IKAGIEC TTOU Oa

wONOoOoUV TNV MEPAITEPW AVATITUEN TWV KAIVIKWY
HEAETWYV




H 2YMBOAH TH2 KAINIKHZ EPEYNAZ 2THN OIKONOMIA KAI THN KOINQNIA

OKOVOHIKY] KOl KOWVOVIKT] OQEAELD TG OLECUYOYTS TMV KALVIKAV OOKIUAV

Better clinical research environment
omumoodu oasrioindoro
pyufin 311 SoowAds nmzozg Lol3ny

¥

Brain gain, avgnon Boswv Eowkovopnon KéoTouc, Kot

KahbTepec exBaoeLe EP‘r'CtUi'rlﬂ KOL uyloug KOTG CUVETIELR TIOP WV YL TO
) ) anaoyohnong, cguotnua vyelog kabrotwvtac

vyeiag yia tov mnBuoo EMayyEAPATIKY avdrTugn TO KoL Lo amodoTikd. OdEAn

EPEUVINTLV, LOXUPOTIOLNTN KoL ylo To AET.

Bonc TnC xwpoc artov

SeBvn KaTopeplopo Tne

yviwong




2 NMOVTLKOTEPOL TTOPAYOVTEC YLOL TNV AVATITUEN KALVIKWV SOKLUWY O pia xywpeo

AnpoypadLko Kol VOOOAOYLKO
nipodpiA

Meyeboc ayopac Kal EUTTOPLKEC
EUKALPLEG

MoALtikn) otaBepodTnTa

Awadikaoiec mpooBaong
dapuakwy, Stadkooieg
TILOAOYNOoNC Kat armolnuiwong,
EMEVOUTLKA KivnTpa

ALECO KOl EUUECO KOOTOG

ELOLKEUUEVO TIPOCWTILKO KOl
EPELVNTEC KABWC Kall
EPEVVNTIKA KEVTPO APLOTELOC

KavovioTiko kot VOpoBeTLkO
mAaiolo

JUotnua vyelag ko patient
pool

XpovodLaypappota
EVEPYOTIOLNONG
EPEVVNTLKWV KEVIPWV

YtpatoAoynon acBevwy




IIyyn: https://clinicaltrials.gov/

To nEyeBoc Twv KAWVIKWYV SOoKLpwV SLeBvw¢

Number of Registered Studies Over Time
and Some Significant Events (as of September 11, 2023)
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To HEYEDOC TWV KALVIKWV SOKLHWYV OVAMECO OE XWPEC

EAAada, 2022

*  Aeknepaiwon cutnpatwy ano to TpApa KAvikwv AoKipwy

Eioc ELoepyopévou [ Artiparoc

ApLOpog atnpdtwy

ApYLKEC alTAOELS KAWVIKWY Sokipwv dap/kwv avBpwrvng xprionc:
EK Twv onolwv:

233
26 pehetec CTIS (Kav. 536/2014)
1 perétn pe Sadkaoia VHP
5 pekétec COVID-19

ApYIKEC ITAOEL, KAWVIKWY EPEUVWV LOTPOTEXVOAOYIKWY Tpoloviwy / 9
HEAETWV EMBOTEWV

Apykéc autioelg pedetwy Prolooduvapiog 1
Tpomonolnoelc KAwikwv dokipwy dapudkwv avBpwmivng xprionc 1052
TPOMOMOLNOELC KAWIKWY EPEUVIOV  LOTPOTEXVOAOYIKWY Tpoioviwy [ 18
HEAETWV EMBOTEWY

ENHMEPQZEIZ oxetikd pe kAvikéc dokipéc [ kAvikn Epeuva 711
Etrolec ekBéoelc aodalewag YEPN ASR (DSUR): 460

Inyn: 1) ExOeon [empoyuévov EOD 2022

BéAyuo, 2021

in number of
clinical trials
per inhabitant

In 2021, 578 clinical trials
—_—
were approved by the
Belgian authorities, an
increase of more than 20%
compared to 2020. When
3l looking at the number of
clinical trials per inhabitant.
Belgium is the 2"¢ most
important country to set
up clinical trials in Europe.

Denmark

Number of clinical trial
applications - perinhabitant

2020



NapepBacelc vVOoOeTIKOU YapaKktnpo

1) NOMOOETIKEC MOPEUPACELC OE CNMUAVTIKEG SLASIKAOIEG TWV KAWVLKWV SOKLHWV

= E¢ amootaoswc Stadikaoiec eAEyxou Kal emITtAPnonG mnyaiwyv eyypadwv (remote SDV)

" Edapuoyrn UNNPECLWV UYELOVOULKAC TIEPIBaAPNC 0TO OTiTL KOl amOOTOANC EPEUVNTLKOU

doapUAKou oTo oTtitL, eKTOC tavdnuiac Covid-19

" E& amooTAoEwC ocuvalveon

K )
I

ATIOKEVTPWHIEVEC KALVIKEC OOKLMEC Kol UBPLOLKA LlOVTEAQL




AAAec MNapepBaocelc

2) NapepPaoelc otouc xpovouc unoypadnc CUpBACEWVY

H duadikaoia vnoypadng piag cOpBaong oe SNUOCLO KOl TTAVETLOTNHLOKO VOOOKOUELO

4 I

Xopnyog

/

EpeuvntNnc

~

-

o

2 UVOALKOG xpovocg 1-2

~

LLAVEC KOTA LLECO OPO, EVW

nov Eemepvouv Toug 2
MNVEG

UTTALPXOUV KOLL TIEPLITTWOELC

J

-

Nocokopeio

YNE/EAKE




NapepBacerlg oTouc Xpovouc vrtoypadnc CUUBACEWV

H duadikaocia vrtoypadng piog cupBacnc o€ SNUOGCLO KAl TIAVETILOTNULAKO VOOOKOMELO

«ApBpo 26
Ymoypagn Zopfaong

1. Na v amholoteuon Kal TNy emioneuon Tnc Siad-
kaolag umoypaprg tng cupBaong mou npofiénstal oto
apBpo 5 Tngnapoldoag petagd Tou Yopryou, TOU KUPLOU
EPEUVITI], TOU VOULHOU EKTTPOCUNTOL TOU VOONAEUTIKOU
1&puparog (1BuwTikol ry Snuoociou) kai Tou unebBuvou &i-
axeipiong tou EAKE/EAK.EA. yia ta dnuooia voonheu-
Tika 16pupata wyvel MNpdtumo Terpapepous Z0pBaonc,
kabwg kal mpoTuTia évTuna yia tny anodoyr Siaxeiplong
TOU Epyou, TNV EPELVNTIKN opada Kal Tov mpolnohoyl-
OpO TOU £py0U, TA OTTold EMOUVATTTOVTAL OTNY Tapolaa
amégpaocr (MAPAPTHMATA I, 11, 11, IV). Tuxov emmheov 6pot
n Sievkpivioeig eni tng MNpotumov LopBaong mou TiBevtal
ané 1o Xopnyé EMOUVANTOVTAl GE GXETIKO TapapInua
auTnc.

2. Mexd tnv eykpion Sie§aywyn ¢ kAivikr¢ Sokipng amd
tov EBviké Opyaviopd Qapparkwv (E.O.0.) umofarieral
amd Tov KUpIo epeuvnTh oTn 810iKnNaon Tou voonAeuTIKOU
18 pUHATOC (PAKENOG TIOU TIEPIEXEL A) UTTOYEYPAMLEVT QTTO
TOV XOpnyo Kol Tov KUplo epeuvnTr) cOUPacn pe oha Tng
Ta napopTipata g Teooepa (4) mpwrotumna ka B) Tnv
gykpion tou E.0.Q, y) tnv mepiknyn Tou mpwrtokoihou
otnv ehAnvikn yhwooa, &) tn oopPacn acgdhong, ) Ta
Eviutia yia Tnv amodoyn diayeiplong Tou gpyou, TNV
EPEUVNTIKNA OpAda Kau Tov TTPoUToAOYICUO TOU £pYOU.

3. Meca ce &eka (10) epyacipes NUEPES MmO TNV Ka-
TaBECN TOU (PAKEACU GTN OLOIKN DOTAEUTIKOU
1pluparoc, n ﬂﬁpﬁaog UTTOYpAMETAL Ao TO VOUIUO EK-

MPOCWITG TOU VOONAEUTIKOD 1OpUNATOC.
——————————

4. H we¢ avw oupfaocn HE To CUVOAD TOU (PakKeEADU
Safipaleran apeca otov YnetBuvo Auayeipiong Tou
E.AKE./ENKEA. ko urtoypagpetal peoa o 6£ka (10)
EQYACILEG NUEPEC OOTO TNV NUEQD UTOYPAPNC OF EMIMESO
uﬁﬁﬂpﬁuﬂmq

5. Tpommonoinon Twy cuuPBAcEwyY PE TO VOONAEUTIKO
iGpupa kar Toug Popeic Owkovopkng Aayeiplong em-
TpemeTal peTa TNV evapén Siefaywyng tng kKAvIKNG Soki-
urg kat icyuouv oL Siadikacieg, Ta SikalohoynTika kal Ta
¥povodlaypappara mou TIEpypagovTal otny mapoloa
amoQoon.

6. Npofienetan n dnuoupyia nAektpovikic Sie0Buv-
On¢, MECO OF TPEIC PNiVEC amo Tn dnuooisvon Tne nma-
poloac, o8 GAOUC TOUC UTTEUBUVOUC YIA TNV EYKPION Kal
Slayeipion Twv KAWVIK@V SOKINWY POPEIS KAl UTINPECIES
yia T Katabeon Twv eyypdpuv Kal SIKQIoAOYNTIKWY OE
NAEKTPOVIKI POp@T) and Toug Xopnyouc.

7. Onowadnnote kKaBuoTEpNon GTNY LUTToYPAMI] TNC
Gﬂpﬁnﬁﬁq, OTIWE MEPIYPAMETL AVWTEPW ETIPEPEL TIE
nmelBapyIKeg Kal SIOIKNTIKEG KUPWOELS Tou apBpou 51ng
mapouodac.



NapepBacerlg oTouc Xpovouc vrtoypadnc CUUBACEWV

2) AmAouoteuon SLadLKAOLWV OLKOVOULKWY CUUBACEWV TWV KAWVIKWV SOKLUWV

» Empopdwon avwtatwy 6TEAEXWV TWV VOOOKOMELWV (KOt TUNHATWY KAWLIKWV SoKLHWV Ortou udiotavrat)

Me petpnotpoug deikteg kot vpnAda kpLenpla afloAoynong ava ToKTa SLooTAMOTA KOl OXL OTTOCTIOOLOTIKEC

aéLOAOYNOELC
» Wndlonoinon dtadikaoiog OLKOVOULKWV CUMBACEWV

Méow €vOoc ouyxpovou TIANpodoplLOKOU CUCTAMATOC, HE Katdpynon tng Xewpoypadng umoypadnc. 2to
OUYKEKPLUEVO TTANpodopLako cuoTtnua Ba €xouv pooBacn oAa ta epmAeKopeva LEPN, dnAadn xopnyoi, CROs

aAAQ Kol OAOL TOL VOOOKOUELQ KAl KALVIKEG TNG XWPOC KaBwC emiong Kol oL olkovoukot touc dopeic (YMNE, EAKE).

» Tpadeia KAWIKwV HEAETWV GE OO TA LEYAAQ VOOOKOMELQ TNG XWPOLG



Entipetpo

H NMPOCAPLOYN TOU
OUOTAMOTOC  UYEloC  TNC
xwpacg vy TNV umodoxn
KOLVOTOUWV Bepamewwyv Kol
TEXVOAOYLWV TIPETIEL VAl YiVEL
TAxLoTa KoL proactively

DopuaKEVTLKN
TLOALTLKA TOU
avplo

Japwon
opilovta

RWD/RWE
otnv ATY

OL TTOALTIKEC avaTtTuéLakoU
XOPaKTAPA 0TO PAPUOAKO
xpn{ouvv cuvaiveong Ko
OUVEPYATLKEC AUOELC




Euxaplotw Oeppal

kzisis@uniwa.qr
konstantin.zisis@gmail.com
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