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Jenny Kendler’s Birds Watching at Storm King Art Center in the Hudson Valley, as part of
Indicators: Artists on Climate Change (2018).

yamnTa pEAN, @ilot kat ouvadelgpot,

To 2022 sivar pa Eexwprotm xpovia yua mv EAE.®.I. O©a vmodexBolue to
soAvavapevouevo 20° Aebveg Zvvedplo @appaxevtikng Iatpwkng - ICPM otnv
ABNva peta&l 19-21 OxtwPpiov.

Oa eival n pan @opd mov to ICPM Ba Sie€ayBel otnv ABrjva, pe puoikn mapovaoia
000 kat Sadiktvakd, dtaoparifovtag 0Tt Ba exete mPOGBaAon OTIG O TPOTPATES
ETNOTNUOVIKES KA EPEVVITIKEG EVIILEPDOELS, QIO OTOL K1 av PpiokeoTe.

Oa yapoLpe va oag KaAwoopioovpe o€ eva wvtavo, S1adpaocTikd ouveESPLo oxeTIKA
pe to Tt avapéverar otn Pappakevtikn Iatpikn, omov Ba ovvavrtrioete kal Ba
avtoMagete amowelg pe akadnualkovg Kal KAWVIKOUG €peuvnTEG, PuOUIoOTIKOUG
popeig, e1d1kovg g BEpata TOAITIKNC vyelag, B1on01kovg, EUTTEIPOYVOLOVES EPELVAG
& avantugng, ekmpoonmmovg acbevav kot emotnuoveg e Pappakevtikng latpkng.

ExAektol mpookekAnuévol tov owkoovotnuatog g Iaykoopag 'Epevvag &
Avantoéng Papuakwv, Eupfodiov kart Newv Texvoroyiwv Ba ovvavimbovv pe
eldikovg otn dappakevtkn latpikn ywa va ocvdntnoovv pe oteAéyn Opyaviopuov

OUVEXELQ OEA.2

www.elefi.gr

* ¥1nv EA.E.®.1. cuppETEXOUV WG PEAN 10TPOI, PAPHAKOTIOION I} TITUXIOUXO! BIOAOYIKWY ETTIGTNMWY, OI 0TToiol aoxoAoUvTal
UE KAIVIKEG HENETEG (EpEuva), QUPUAKOETIAYPUTIVNOT, EYKPIOEIG APUAKWY Kal JE AAAOUG ToEIG TNG PapUaKEUTIKAG

latpikng.
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OUVEXELQ QITO OEA.1

WMA, CIOMS, EUPATI, Pharma Train, Evpwmaikd Zvppoviio 'Epevvag
(ERC), EABetiko Opyaviopo Khavikov Aokiuawv (SCTO), Faculty of Pharma-
ceutical Medicine/UK, MHRA, EMA ka1 §1eBvaov [Tavemotnpimv oeTika pe
TIG TPEXOLOEC KAl AVASUOUEVEG TAOELS 0TV BOTATPIKT £PELVA, OTNV 1ATPIKT)
akpifelag, oTig TponyuEveg Oepameleg, 0TA 1IATPOTEXVOAOYIKA TTPOTOVTA, OTNV
eEeAlooopevn Ynelakn S1akvBEpvnon Tng Epevvag Kal Tig GLYYPOVES NOKEG
TPOKAT|OELG.

H EA.E.®.1. & n IFAPP cag mpookaiovv oe pia &g fabog eEepevvnon tov
peAovtog g Papuakevtikng Iatpikng pEow Twv epyaciwv tov ICPM 2022
KAl 0ag TPOCMEPOLY ATTOKAEIOTIKT| TPpOafacn o ouv{ntnoelg ue e181kovg,
S1e0vn) Siktuva kabmg kat evkalpieg yia yvwpipia pe S1aKeKPIUEVOUE OLANTEG
KAl OLVASEAPOLG ETMOTIUOVEG.

IMa meploodtepeg mAnpo@opieg emokepbeite o www.icpm2022.gr kat
EYYPAPELTE TOPA.

Yag mepuevovpe oto Kévrpo ITohtiopov T6puvua Etavpog N1dpyog yia eva
povadiko ta&idt otig peAloviikeg mpoomntikeg otn Oapuakevtikr latpkn.

Ex uépovg mg Opyavwtikng Emitponng ICPM 2022

Ap BapPapa Mrapovtoov,

ITaBoAoyog, GFMD, EMAUD, I1poebpog ELEFI, ExAeyuévog ITpoebpog
IFAPP


https://www.icpm2022.gr/
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Trends Reigniting Biomedical Research &
Disruptive Technologies, Accelerating R&D )
and Advancing Clinical Medicine. www.icpm2022.gr

Have you submitted your abstract?
Submission deadline: June 30th, 2022

SUBMIT YOUR ABSTRACT

Call for Speakers - Open Science
Due date for submissions: June 30th, 2022

Have you booked your seat?
Early rate registration deadline: June 30th, 2022

Join us in Athens and profit

for networking!



https://www.icpm2022.gr/abstracts/
https://www.icpm2022.gr/speakers/
https://www.icpm2022.gr/registrations/
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Inyn: https://www.nejm.org/doi/full/10.1056/NEJMe2204695

The NEW ENGLAND JOURNAL of MEDICINE

EDITORIAL

Does the World Still Need New Covid-19 Vaccines?

Hanna Nohynek, M.D., Ph.D., and Annelies Wilder-Smith, M.D., Ph.D.

Although there was a global shortage of Covid-19
vaccines in 2021, by mid 2022, the vaccine sup-
ply will no longer be a limiting factor in efforts
to provide more equitable coverage. As of April
19, 2022, approximately 11.5 billion Covid-19
vaccine doses have been administered globally.
Scaling up manufacturing capacity for currently
available vaccines at the speed promised by vac-

of the world population by mid 2022.2 So why do
we still need new Covid-19 vaccines?

A total of 344 Covid-19 vaccine candidates
have been developed or are still in development.?
Of these, 31 vaccine products are already in large-
scale use after conditional approval by national
regulatory authorities or under the WHO Emer-
gency Use Listing. At least five different technol-

IImyn: https://jamanetwork.com/journals/jama/fullarticle/2793011?guestAccessKey=3571e33b-2ed8-

425a-9071-ec2342d6fasz7&utm_source=silverchair&utm_medium=email&utm_campaign=article_
alert-jama&utm_term=mostread&utm_ content=olf-widget 06012022

Carlos del Rio, MD

Division of Infectious
Diseases, Dapartment
of Internal Madicine,
Emory University
Schiool of Medicina,
Atlanta, Georgia; and
Division of Infactious
Diszases, Department
of Medicine, Emory
University School of
Medicine, Georgia
Grady Health System,
Atlanta.

Preeti N. Malani, MD.

M5J

Division of Infactious
Diseases, Dapartment
of Internal Madicine,

University of Michigan,

COVID-19 in 2022—The Beginning of the End

or the End of the Beginning?

Mow in the third year of the coronavirus pandemic, well
after the Omicron variant surge, both inthe US and glob-
ally the number of daily cases had been declining to their
lowest levels inmore than 6 months. Whileit seemed that
SARS-CoV-2 was moving toward endemicity, US infec-
tions are again rising in May 2022, and the reported num-
berof cases is likely 2 gross underestimate of actual infec-
tions because many infections are unreported with
increasing at-home testing. Several factors help explainthe
current trends: The emergence of the BA.2 subvariant of
Omicronand the more recently identified subvariant called
BA.2.121, the limited durability of protection from infec-
tion both from vaccination and prior infection, and lifting
of mandates (such as mask use) and other restrictions
across the country.

Subvariants of Omicron

sion or intrinsic transmissibility could also contribute to the
observed differences in epidemic growth rates.

As with BA.212.1, individuals previously infected
with an earlier Omicron variant (BA.1) do not appear to
be well protected againstinfection from BA.4 and BA.5.
Fortunately, BA.4 and BA.5 do not seem to cause more
severe disease than previous variants. In the US, BA.2
and BA.2.12.1 remain the dominant variants as of mid-
May 2022, butitis likely that more cases will result from
BA.4and BA.5 infection as the summer approaches and
as more cases are imported from South Africa and Eu-
rope. In summary, since the emergence of Omicron,
SARS-CoV-2is rapidly becoming much more efficientin
transmission and more likely to evade immunity.

Controlling Spread of COVID-19
As theinitial Omicron wavewas recedingin the US, the Cen-


https://evidence.nejm.org/doi/10.1056/EVIDpp2100029
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IInyn: https://jamanetwork.com/journals/jama/fullarticle/2792247

3.

Clinical Review & Education

JAMA | Special Communication

Ethical Considerations for the Inclusion of Patient-Reported Outcomes
in Clinical Research
The PRO Ethics Guidelines

Samantha Cruz Rivera, PhD; Clalekan Lee Alyegbusl, PhD: Jonathan Ives, PhD; Heather Draper, FhD:; Rebecca Marcieca-Bebber. PhD:
Carolyn Ells, PhD; Amanda Hunn, Ma; Jane &, Scott, PhD; Conrad V. Fernandez, MD; Andrew P. Dickens, PhD: Micola Anderson, M5
Vishal Bhatnagar, MD; Andrew Bottomiley, PhD; Lisa Campbell, MD; Clive Collett, MA; Phillp Collls; Kathrine Cralg, PhiD; Hugh Davies, MD;
Robert Golub, MD; Lesley Gosden; Arl Gnanasakthy, MSc: Elin Haf Davies, PhD; Marla von Hildebrand; Janet M. Lord, PhD;

Mircsha Mahendraratnam, FhD; Tempel Miya|l, MSc; Thomas Morel, PhD; Joao Montziro, PhD; Ann-Dorthe Olsen Zwisler, PhD;

John Devin Pelpert, PhD; Jessica Roydhouse, PhD; Angela M. Stowver, PhiD; Roger Wilson, CBE; Christina Yap, PhD; Melanie ). Calvert, PhD

Multimedia
IMPORTAMCE Patient-reported outcomes (PROs) can inform health care decisions, regulatory supplemental contant
decisions, and health care policy. They also can be used for audit/benchmarking and
monitoring symptoms to provide timely care tailored to individual needs. However, several

ethical issues have been raised in relation to PRO use.

OBJECTIVE To develop international, consensus-based, PRO-specific ethical guidelines for
clinical research.

EVIDEMCE REVIEW The PRO ethics guidelines were developed following the Enhancing the
Quality and Transparency of Health Research (EQUATOR) Metwork's guideline development
framewaork. This included a systematic review of the ethical implications of PROs in clinical
research. The databases MEDLIME (Owvid), Embase, AMED, and CINAHL were searched from
inception until March 2020. The keywords patient reported outoome* and ethic* were used to
search the databases. Two reviewers independently conducted title and abstract screening
before full-text screening to determine eligibility. The review was supplemented by the
SPIRIT-PRO Extension recommendations for trial protocol. Subsequently, a 2-round
international Delphi process (n = 96 participants; May and August 2021) and a consensus
meeting (n = 25 international participants; October 2021) were held. Prior to voting,
consensus meeting participants were provided with a summary of the Delphi process results

ek

b
.
o,

M.

ICINE

IInyn: https://www.nejm.org/doi/full/10.1056/NEJMp2201433

A Data Infrastructure for Clinical Trial Diversity
David Blumenthal, M.D., M.P.P., and Cara V. James, Ph.D.

ederal research and regulatory authorities have

long sought to increase the number of people

from underrepresented racial and ethnic popu-
lations who are included as participants in clinical

cal research enterprise, geograph-
ic and economic factors that
discourage participation by com-
munities of color, lack of inclu-
sion of diverse communities in
the planning and execution of

research. Recently, the Centers
for Medicare and Medicaid Ser-
vices has required, in condition-
ally approving Aduhelm (aducanu-
mab) for use in clinical trials,
that those trials enroll represen-

tested interventions. This ability
could help increase the appropri-
ateness, and thus the equity, of
care for historically marginalized
groups.

Achieving this form of diver-

research, and a dearth of clinical
investigators from historically
marginalized groups.?

An additional barrier, and one
that requires governmental atten-
tion, is the lack of robust and re-


https://clincancerres.aacrjournals.org/content/early/2021/12/16/1078-0432.CCR-21-2855
https://clincancerres.aacrjournals.org/content/early/2021/12/16/1078-0432.CCR-21-2855
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NEJM
Catalyst

IInyn: https://
catalyst.nejm.
org/doi/
full/10.1056/
CAT.22.0053

COMMENTARY

Transforming Care and Outcomes with
Digital Health Through and Beyond the
Pandemic

Jennifer Zelmer, PhD, MA, Aziz Sheikh, MD, MBBS, MSc, Eyal Zimlichman, MD, MSc, David
W. Bates, MD, MS

DOI: 10.1056/CAT.22.0053

The Covid-19 pandemic has magnified fault lines inlocal, national, and global health
systems, while simultaneously reinforcing the importance of fostering health system
resilience. Nowhere has this been more obvious than with digital health solutions, which,
for decades, have been much slower than promised in enabling excellence. The pandemic
has greatly accelerated use of digital health in areas such as public health surveillance

and virtual care in many countries, highlighting some of the many ways in which digital
health can strengthen and enhance health care planning and delivery, as well as enable
safer, higher-quality care. The stress test of the pandemic has also brought into focus gaps
and challenges, including important health I'T and governance barriers. Drawing on real-

6 . Inyn: https: //www.fda.gov/media/158581/download

PERSPECTIVE

REAL-WORLD EVIDENCE — WHERE ARE WE NOW?

Real-World Evidence — Where Are We Now?

John Concato, M.D., M.P.H., and Jacqueline Corrigan-Curay, J.D., M.D.

More than 5 years after the
passage of the 21st Century
Cures Act of 2016, the terms “real-
world data” (RWD) and “real-world
evidence” (RWE) are being used
inconsistently and sometimes in-
terchangeably. This imprecision
has complicated efforts to assess
the impact of such data and evi-
dence and hindered attempts to
track their use.

The Food and Drug Adminis-
tration (EDA), in its Framework for
FDA’s Real-World Evidence Program,’!
defined RWD as “data relating to
patient health status andfor the
delivery of health care routinely
collected from a variety of sourc-
es” and defined RWE as “clinical
evidence about the usage and

architecture is involved. Providing
more specifics about data sources
and study design can reduce con-
fusion over RWD and RWE.?

The second misconception is
that a simple dichotomy between
randomized, controlled trials
(RCTs) and observational studies
delineates the entire landscape of
study design.? Although random-
jzation of treatment assignment
is a key strength of RCTs, not all
clinical trials are randomized;
rather, their defining feature is
assignment of treatment accord-
ing to an investigational proto-
col. For example, in single-group
trials, investigators assign partici-
pants to receive an intervention
without randomization — and

used properly, the terms “interven-
tional studies” and “noninterven-
tional studies” have advantages in
describing whether the treatment
of interest was administered ac-
cording to a study protocol.
These conceptual distinctions
were less pertinent when causal
inferences regarding therapeutic
effectiveness relied mainly on in-
terventional studies with primary
data collected in traditional RCTs.
Increasingly, however, RCTs in-
corporate RWD, and when ran-
domization isn’t feasible for ethi-
cal or other reasons, externally
controlled trials include a com-
parator group derived entirely
from a source of secondary data
(“external” to the treatment


https://clincancerres.aacrjournals.org/content/early/2021/12/16/1078-0432.CCR-21-2855
https://catalyst.nejm.org/doi/full/10.1056/CAT.22.0053
https://catalyst.nejm.org/doi/full/10.1056/CAT.22.0053
https://catalyst.nejm.org/doi/full/10.1056/CAT.22.0053
https://catalyst.nejm.org/doi/full/10.1056/CAT.22.0053
https://catalyst.nejm.org/doi/full/10.1056/CAT.22.0053
https://clincancerres.aacrjournals.org/content/early/2021/12/16/1078-0432.CCR-21-2855
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Regulatory Science: Mia Néa Aidotaon ota
Kavoviotikd 6épata

) , O Y®POg TOU PAPUAKOVL XAPAKTNPIETAL ATTO VYPNAE
nyopng AykupaAidng X®POS . Papu . Xap Upc WNAES
s KAVOVIOTIKEG ammantnoelg. Eidikotepa tig tpeig

B Regulatory Affairs TEAEVTAIEG OEKAETIEG 1) PAPUAKEVTIKT VOopoOeoia £xet
ehringer Ingelheim EAMGG avasmttuyBet aAAd kat avotnposon el toco oe Si1efveg,
JEROG N A-E. 600 ka1 oe Evpwmaiko kat eOvikd emineSo.

O otdyog mAgov Sev elval povo 1 Slao@ANION NG TAPAYWYTS PAPUAK®V
mov Sev Ba Betouvv oe kivduvo TNV akepaldTnTa, TNV vYeid Kal TNV evlwia
Twv aocfevov adha 1 61dBeon @apUaKwV OV TANPOUV LYNAA KPIThpla
010 TNTAG, ACPAAEING, KAl astoTeleopatikotnkag. Emiong, éxovv avamtuydel
HE qQUOTNPA KPLTNPLA TOCO KATA TN (PAPUAKEVTIKI] KOl TPOKAIVIKT] EpELVA,
000 KA1 KAtd TNV KAviKN epevva. H petagopd kat n gpUAagn tovg Sie€ayetat
LUE OUYKEKPLUEVES Tpodlaypa@eg ota onuela S1abeong Tovg TPOg TOvg
aoBeveig. TTapdMnAa KATAYPAPETAL 1| TOPEIA TOVG A0 TN OTIYUN JTOU
artehevfepmvoval amd TO €PYOOTACIO TTAPAYWYNS €WE TN OTLYUT] IOV
SiatiBevtan otouvg aoBeveig. H Siayeipion tov kvkiov (wrig (life cycle manage-
ment) Twv §pACTNPOTHTOV ALTOV elval SlapKNG KAl LITO OTEVT eMLTPN O,
TOOO QIO TIG (PAPUAKEVTIKEG ETAIPEIEG, OO0 KAL ATTO TIC VYEIOVOUIKES APYECS.
QLOKA OoNUAVTIKN TTPOTEPAOTNTA Sivetarl otV DAPUAKOETAYPLITVI|ON
TIPOEYKPITIKA, LETEYKPITIKA KAl peTd T 5100e01 evog papUaKov oty ayopd.

310 TAQIOI0 AUTO, 0 POAOG TWV KAVOVIOTIKOV LITODEoEWV €lval va ouyke-
PACOLV, VO CLVTOVIOOLV KAl VA AAANAOETIS pACOVV LUE TIG UYEIOVOUTKEG APYES
Slampavtag OAa Ta IpoavapepHEVTA XAPAKTNPIOTIKA 08 LYPNAO eminedo,
avtastokpvopeva otig Siebveig anmartoelg katl péoa amnd dadikaoieg Swap-
KovUg feAtioTomoinong.

Qotd600, AUTO 7OV TAPATNPEITAl TA TeAgvtaia Ypovia elvar OtL 1
(PAPUAKEVLTIKT] Texvoloyla, 1 1Siatepwg avamtuooouevn Plotexvoloyia
Kal yevikoTtepa ot Plolatpikeg emotnueg e€ediocovtal pe paydaio pvbuo.
H xawotopia ong Oepamevtikég mpooeyyioelg kat n Stapkng avadntnon
YA KOAUYPT TOV avayk®v Towv acBevov, oupmepilaufPavopevey twmv
KATAOTACEWV Yld TIG ostoieg Oev vmdpyet non enapkng avtipetomon (un-
met medical need) mpoywpov tayvTata. O evIATIKOG ALTOG AYMVAS SPOUOL
ouyva eppavidetal va efeAiooetal pe TPOTNO IOV SEMEPVA TIG AVTIOTOLXES
e€eAiferg 010 kavovioTiko mAaioio. "Etot, eva n @apuakevtikn vopobeoia kan
0l KAVOVIOTIKEG QITALTIOEIS €K PLOEWS S1a0@ANIOVV TN CLUUOPPWOT) TNG
PApUAKELTIKNC Plropnyaviag e181kd kot Tng Bepasmevtikng yevikotepa, TiBetat
TO EPWTNUA TTOG N} SIAGPAAIOT) TN KAVOVIOTIKN G GLUUOpPwong Ba oupPadidet,
aM\a kot Ba stpoaydyel v kawvotopia 1) evéexouévwg Ba mponyeitat avtng,
LE YVOUOVA TNV KAALYPT] TV AVAYKOV TOV Ao0evoV.

Qg ek TOUTOV, OMovpyeitat n avaykn dnuovpyiag evog Suvapkol mAaiciov
70 o7oio Ba Aapfavet vtoyn, Ba ocvvivadet kat Ba cuvTtovidel TIg AVTIoTOKES
TIOMTIKEG, TTPAKTIKEG KAL TA EMTEVYUATA OADV TOV EUITTAEKOLEVOV TIAPAYOVTWV
Kat Ba evopyNoTPOVEL TO EVPVTEPO OIKOOVOTNUA TTOV CLUUPBAAEL 0TV eEEAIEN
g Oepamevtikng. To kevo auto £pyetal va KaAvwet 1 O&omion g évvolag
tov Regulatory Science (av katl Sev vtapyet emionun eAMnvikn amddoorn, Ba
pmopovoe va xpnoiposnondet o dpog “Kavoviotikr) Emotun”). Ilpwtonmopa
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og auto NTav 1 Yyeovouikr Apyn twv Hvopévev IoMteiwv, FDA, i) omoia evtomoe
NV avaykn avtn, Eédwoe Tov IpmTo oploud katl eBeoe to Ypovodiaypauud ya v
MEPATEP® AVATITVEN TOV. ZVVTOUA OUwS akoAovBnoe kot o Evpwitaikog Opyaviopog
dapudakwv, EMA, pe avtiotoiyeg kivioetg. 'Onwg Ba Sovpe otn ovveyxela, to Regula-
tory Science asmtoteAel Eva onuAvVTIKO OPOCT|LO YA TO HEAAOV OTNV LYELQ.

O FDA opilet wg Regulatory Science tnv emotnun g avamtuing vewv
EPYOAAELV, TIPOTUMIWV KAl TIPOOEYYIOEWV TIPOKEIUEVOL va ekTiunbel n acpdlelq,
QITOTEAEOUATIKOTNTA, 1) TTOIOTNTA AAAA KAl 1) artOS00T) TOUG OXETIKA LE TA TTPOIOVTIA
OV LITOKEWVTAL 0TV AppodoTnTd Tov. O1 apyeg avamttuEng g eMOTNUNG AUTNG
anod tov FDA evrtomiovtal 161 amod 1o 2004 péow tov Critical Path Initiative, to
o7oio eiye wg 0TdY0 va mpoaydyel v kavotopia. Xtn ovvéyxela o Opyaviopog
e&ebwoe evav peyaho apliuo eyypapy Kal oTpaTnyikwyv oXedimv, MOTE va eVIoXVOEL
AvTOTOKEG TPOTOPOVAIES. ZnuavTiko poro émai&e 1 Snuovpyia twv CERSIs (Cen-
ters of Excellence in Regulatory Science and Innovation) ta omoia €xouvv wg poAo
m Srapecordfnon peta&h tov FDA kal TV TAVETIOTHUAK®Y 1I8pUHATOY, MOTE va
evioyvBel to Regulatory Science HEom TN KAIVOTOUOL £peuvag, NG ekmaidevong kat
NG AVTAOAAAYTG EMOTNIOVIKTG TTAN poopiag. Emiong, éugaon Sivetat oty evioyvon
NG £PELVAG YA 1ATPIKEG AVAYKEGS TTOV dev Exovv 1kavoron el axopa (unmet medi-
cal need) aM\a kat oV mPocfacn Twv acbevov 0g AGPAAT] KAl ATTOTEAEOUATIKA
YEVOOT|LA PAPUAKAL.

Antd v mhevpd tov 0 EMA opidel wg Regulatory Science to @aopa twv emotnuo-
VIK®V KAASwV tov e@appodovial otny afloAdynon mooTnTag, Ao@AAEINS KAl AIT0-
TEAEOUATIKOTNTAC TV PAPUAKEVTIKGDV TIPOIOVIMV KAL JTOV S1AUOPPOVOUV TH ANy
KAVOVIOTIK®OV AWTOPACEWDY 0 OAN T1) S1ApKEIA TOL KUKAOL (W) evog papudkov. ITpo-
KEEVOL VA YIVEL AUTO, XPTOUOTOI0VVTAL BACTKEG KA1 EPAPLOCUEVEG P1OTATPIKES KAt
KOWVWVIKEG EMOTNUES, MOTE VA CLUBAAOUY OTIV AVAITTUEN KAVOVIOTIK®V TIPOTVIIWMV
kal epyadeiwv. H avamtuén tov Regulatory Science amd tov EMA Eekivnoe péow
tov Topatog Emomuovikov Zuvvtoviopov (Scientific Co-ordination Board) to 2016,
0 omoilo S1eEnyaye €pevva e TOUG ONUAVTIKOTEPOUS EUTTAEKOUEVOUS TTAPAYOVTEG
YO TNV VYELQ: EMAYYEAUATIEG VYEIAG, EKITPOOGMITOVE ACOEVOV, TTAVETOTNUIAKA KAl
epevvnTIKA 18ppata, VTevBuvoug TV oUAd®WY epyaciag KAl TwV UL POVAEVTIK®OV
emtponwv Tov EMA, eknpoowsovg opyaviopuov HTA kal TANp®TOV KAl EKTPO0K-
TV ¢ frounyaviag kat twv ovvdeouwv g Metad amd mepartépw enelepyacia Kat
Stafovievon SratvmBnkav ot mEvte otpatnykol otdyot yia 1o Regulatory Science
yla T0 2025, 01 0710101 Y1 Ta avOpamva gapuaka kabopilovtal wg e€ng:

1. Na §paoet g KataAltng yia v eVO®UAT®OoT TG EMOTHUNG KAl NG TEXVOAoylag
0NV AVAITTUEN TV QAPUAK®YV.

2. Na nynfet g Snuovpyiag SeSopévov kal amodelktkov otolyelwv peoa
QIO OLVVEPYATIKEG SpAoelg, wote va Pedtiwbel 1 eMOTUOVIKT] TTOOTNTA TV
a&lohoynoewv.

3. Na evioybvoet v aobevokevipikotnTa Tng mpoofacng ota @ApPUAKA O
OUVEPYAOIA UE TA CLOTHUATA VYELAG.

4. Na evioyDoel Kat va Ipoayayet tTnyv Epeuva Kal TV KavoTouia.

5. Na avTIUETOIMTIOEL ONUAVTIKEG ATTENES Yia T Snuooila vyeia kal va Staopaiioet
™ SabeoiudTnTa BEpAITELTIKGOV EMAOY®V Yia TN Slayeiplor) Toug.

310X0¢ AOUTOV €lval £vag avolyTog S1AA0Y0g AVAUES OTOVC EUTTAEKOUEVOLS TTAPA-
YOVTEG LLE TNV EVEPYO CUUUETOXT) TOV KAVOVIOTIK®OV APYXWDV, OOTE AP EVOG LEV VA OV-
veyioel va S1ao@aMdetal pia VYnAng otoTnTag KAVIKT KAl Tipo-KAVIKT avamtuén
siov Oa odnyrjoel ot oxeTikn adela kukhogoplag, apetepov de va avénbel to emi-
OTNUOVIKO KAl KOIVWOVIKO QITOTUIMUA TNG EPELVAC KAl TNG KAVOTOMIAg OAAA KAl 1|
QTOSOTIKOTITA TV OXETIKAOV OIKOVOLIK®OV emevvoemv. KabBnmg ouyva n paypatikd
KALVOTOLOG 1ATPIKT €PEVVA KAl 01 VEEG BepamevTikeg TAOELG KA Tpooeyyioelg Eeki-
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VOUV aItd Un EUITOPIKA EPEVVITIKA 18pLUATA, ATTAPAITITO OTOLKEL0 elvat 1) apotfaia
KATAVON 0T HETAED TV TAPAYOVIMV JTIOV AVATTTVOO0LVY VEA GAPUAKA KAT TWV KAVO-
VIOTIKQV ApY®V OOTE VA SIEVKOADVETAL N TEAKT] KATAANEN TNG KAVOTOpiag TTpog ToV
aoBevr). TToAMEG opeg N SlaopeTikr| Tpooeyylon wiropel va odnynoel oe kabvote-
PNOELG 1) KAl VA TTapepmtodioel v mpoofacn Twv achevav oTny Kavotouia.

Qg ek ToUTOL, Sivetal 1iaitepn EUPAOT OTNV ETKOIVOVIA KAL TNV AAANAOKATAVON 0T
LETAED TV KAVOVIOTIK®V APV KAl TNG TTAVETOTNUIAKNG KAl AKASNUATKTG KOWVO-
MTAg. TKOMOG EIVAL 1) GUVOAIKT), OQALPIKT] KAl TTOAVITAPAYOVTIKT] KAAUVYPT TOV OTIO1-
WV KEVOV LITAPYOUV WOTE VA eEA0PAMOTEL LI EVAPLOVIOUEVT] TTPOOEYYIOT TToL Ba
BeATiotomomoel To kKavovioTikd mepifaiiov kal Ba dmoel mOnon otV mepartepw
KAWVIKT avauttugn kat kavotopia. v Evpwmnaikn "Evwon, vidpyxouy onpavtika
projects mov PBpiokovtal oe eEEMEN He autd To okod. XAPaAKTNPOTIKO eival To Si-
ktvo STARS (Strengthening Training of Academia in Regulatory Science), to omoio
neptaapPavet 18 Evpwitaikeég KavovioTIKEG apXES KAl EXEL OTOXO VA OUUPAAAEL 0TV
evapudvioT TN KAVOVIOTIKNE LITOOTHPIENG kat avarttuéng oe Evpwrmaikod emimedo.
ATOTEPOG OKOTOG EIVAL 1 TEPATEP® TIPOCEYYIOT) KA1 CUYKAIOT) akadnuiag, Xpruato-
50TV, KAVOVIOTIKOV ApY®OV KAl YEVIKA OA®MV TWV EUTTAEKOUEV®V TTAPAYOVIOV WOTE
va ouvtopevBel 0 Xxpovog Hetald avamTugng Kot TeEAIKNG KavovioTikng eykpiong. H
aueibpoun emkowvwvia mpog OAeg TIG KATeLOLVOEIQ Elval ATAPAITTO CLOTATIKO
ya v emitevén tov okoov autov. AAA avtioTolya projects stov Ae1tovpyolv 0To
maaioo g Evpwnaikng 'Eveong eival to Innovative Medicines Initiative (IMI), to
Safe and Timely Access to Medicines for Patients, To Drugs for Neglected Diseases
Initiative, kaBwg ka1 n mpwtoPfoviia PRIME mov oyetidetal e TIg 1ATPIKES AVAYKES
70V Sev £xovv kavoronBet akopa (unmet medical need). H 8¢ mtepiobog g avdn-
piag Covid-19 ammotéleoe éva mpato deiypa ovvepyaoiag HeTald KAvovioTIKOV ap-
YWV KA1 TOL EVPUTEPOV MEPIPANOVTOC TNC IATPIKNC EPEVVAG TIPOKEIUEVOU 1) AVTILE-
TOITIOT) TOL KOPWVOIoU uEow Tov eufoiiov va avamtuybel, va eAeyyBel, va eykpiBet
KOl va PTACEL EYKAIPA OTOV YEVIKO TTANBuouo.

'Ontwg TPOKVITTEL 01 ATTAPALTNTEG KAL EMTUXNUEVEG TTPOODOL TNV KAVOVIOTIKI TI0-
ALTIKT) KA1 TIC KAVOVIOTIKEG TIPAKTIKEG Wtopel va Adfouvv Ympa vmo 1o mpioua Tov
Regulatory Science 10 071010 S1AUOPPOVETAL CUVEPYIKA O €VA VPV OTKOOVOTI LA
ATOTEAOVUEVO ATTO S1EOVEIG KAVOVIOTIKEG APYES, TNV TAVETOTNUIAKT KOWVOTNTA, TN
PAPUAKEVLTIKT fropnyavia kat tovg acbeveig peow tng Epevvag mov mepthapfavet
OAOUG TOVG EUITAEKOUEVOVG TTAPAYOVTES QAAA KAl UECW TNG ouvepyaoiag Snuooiov
ka1 TikoL topéa. Eivat 6e 18aitepa Oetikd 0T 161 vitdpyet Eva Kowvo opaua pog
TO 0KOJTO aVTO, woTe To Regulatory Science va amoteAeoel éva mapayovta-kAe1Si Twv
eEeAifemv 0Tig PlOTATPIKEG EMOTIEG KAL TNV KALVOTOLO £peuva, TTov eEeAlocovtal e
OA0 KAl TayUTEPO PpLOUO.

Biaoypagia

1.

Honig P, Zhang L. Regulation and Innovation: Role of Regulatory Science in Facilitating Pharma-
ceutical Innovation. Clin Pharmacol Ther. 2019 Apr;105(4):778-781. doi: 10.1002/cpt.1367. PMID:
30883715.

Starokozhko V, et al; STARS consortium. Strengthening regulatory science in academia: STARS,

an EU initiative to bridge the translational gap. Drug Discov Today. 2021 Feb;26(2):283-288. doi:
10.1016/j.drudis.2020.10.017. Epub 2020 Oct 277. PMID: 33127567.

European medicines agencies network strategy to 2025 - Protecting public health at a time of rapid
change (europa.eu).


https://www.ema.europa.eu/en/documents/report/european-union-medicines-agencies-network-strategy-2025-protecting-public-health-time-rapid-change_en.pdf
https://www.ema.europa.eu/en/documents/report/european-union-medicines-agencies-network-strategy-2025-protecting-public-health-time-rapid-change_en.pdf
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H Enopevn Mépa otn Bloiatpikn Epeguva Kal
T1¢ KA1vikég MeAéteg otnv EAAAda

. BapBdpa Mnapoutoou
BoAdyog, Global Fellow in
dicines Development, Mpoédpog
.E.®.I., IFAPP President Elect

H eunepia g mavonuiag Covid-19 avedere v
aia g Prowatpikng £pevvag oV TPOooTAGIA
¢ Snuoociag vyeiag kat tovicoe v avtifeon
MG TAYELAG AVATTUENG eufoilmv kat Oepasterwy
evavn g Covid-19 ovykproika pe v
ovufanikn épevva R&D mov e§antiag eAMAUTog
ouvepyaoiag kot cuvavtiAnyng Hetald Twv eTaipwy
KaTeEANye e kabvotepnorn oe meploplopeva Sedoueva
KAl AvioT) TpoofaoT 0Tovg Kapsovg NG EMOTNHUNG.

Vv oy Hag, Jov 1 avayvwon tov avBpamvou yovidiouatog €xet
LETALOPP®OEL TNV 1ATPIKN YVQOOT KAl 7paln, KOWVOG OKOTOG TPETEL
va gival N emrayvvon avaréng véewv Bepaewwv. H véa atpikn
JIPOCEYYIOT) JTOV KATAVOEL TOVG B10A0Y1KOUE TAB0PLOI0AOYTKOUG UNYXAVIOUOUG
TWV VOOT|UATOV KAL 1] YOVISIWUATIKT] 1ATP1Kn Snuiovpyolv euvoikeg mpoiito-
B¢oeic yia 1o peMov. H eufabuvvon tng épevvag omv yeveuxn &
avooofloioyia avadvopevov AOTUOEEMV, TOV KAPKIVOV, T@V Oa-
viov kat ypoviov voonuatev 0a Bondnoet va avopuetwmodoiv ta
VOOT|HATA LLE TTO WTOTEAECUATIKEG KAl ao@aieig Oepasteieg.

IMapd TV EVILWOIAKT] ETOTNHOVIKT KAl TEXVOAOYIKT TIPO050, LITAPYOUV
nmuata otnv Brotatpikr Epevva R&D:

o eMewng Bepameldv Yy avBektikeg PaKTnplakég KAl vEeg 10YeVELQ
AOGEELS,

o JIPOPANUATIKAC AVATITUENG PAPUAK®Y Yia TNV VOoo Alzheimer,

s a0@AA£10g KAl ao@uyng KivdUuvwy Bepameimv,

« aviong mpoofacng oe mponyuéveg Bepaseieg vYNANG texvoloyiag Kat
QITPOCITOV KOGTOVG,

IOV TIPOVTNPYAV AAAA KATEGTNOAV CAPT] KAl EMEIyOVTA OTNV S1dpKeld NG

mavénuiag.

H Browatpikn) épevva R&D Sie€ayetan oe Snuoocia epsuvvnuka kévipa,
TAVETMOTHUIA, Soueg vysiag Tov Snuociov kAl WWTKOV TOuEq,
1N KEPSOOKOTKOVE 0PYAVIOUOVG, W81wTIKEG eTanpeieg eOvikeg kat
moiveOvikég. H épevva ypnuatodoteitar amd @o0poAOYyOUUEVOLG
moAlteg-aoOeveig, 181wteg eneviuteg, etanpeieg R&D & pun kepdo-
OKOIIKOUG opyaviopovg. To mAaioo g £pevvag Stapop@oveTal amod
ONUOO1EG TTONITIKEG VYEIAC, KAVOVIOTIKEG APXES, OPYAVIOHOUS AEl0AOYNOoTGg
Kal amrodnuimong texvoAoylov vyeiag. ‘OA0l Ol AVOTEP® TAPAYOVTES
OPEIAOVYV VA AVATTPOCAVATOAGOVV TO OwkoovVoTtnua R&D oto va
VAN PETEL KAAVTEPA TO SN|UOGTI0 GUVUEPEPOV.

H puoiatpwkn £pevva omv EAAada sivar mponyuevn, odlda un
OULYXPOVIOUEVT] LLE TIG TpoTEPALOTNTEG TG ONuootag vyeiag. H Staotveon g
Oe ue 81e0vr) epguvnmikd SikTua KA 01 CLVEPYATIEG TNG LLE TNV (PAPUAKEVTIKT
Brounyavia (¢/B) kat v Propnyavia 1 tpikng texvoloyiag, tosmkr & diebvn,
Sev evobavetal amo Ty BVIKT OTPATNYIKT), WOTE VA OTOXEVEL OTNV AVATTTUEN
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ADoEV 0 TopEelg LPNAOD KIVOUVOL Kat LYPNATIC avTamdSoong.

IToAv onuavaka Ipdo@ata epevvnuika eyyeipnuata awo 'EAdnveg
epevvneg edwoav wrteg Avoelg ot Suapkela g mavénuiag,
Snuovpyeovrag wkAijpa awrwododiag. Evdeiktika Oa avagepw To
mapadetypa tov mpoypappatog Save & Save More mov eykpiOnke amod tov
Evpwmaiko Opyaviopo ®apuakwv wg Oepameia yia v Covid-19 , tng omoiag
N UETAPPACTIKT KAl KAWVIKT] €peuva oxed1aotnke kat vAomomonke amod v
epevvnTikn Oudada tov EAMnvikot Ivotitovtov Thyng.

H kawvotopia omyv ympa eivalr €@kt aAAd Va0 Tieon, ywat n
“mapadoociakn” €pevva £ival £0MOTPEPNG KAl 1| YPAPELOKPATIA
TAPAUEVEL Eva WOYVPO eUTOSI0 yia TNV VAo PEN TOV KAVIKGOV
EPEVVAOV.

'Evag e0vikog ovvroviotikog qpopeag Browarpkng épevvag R&D ov
Ba a&lomoovoe Touvg Seikteg vyelag kal pLOUIONG XPOVIWY VOO UAT®VY, TN
yeveTikn HeAET ooBapnv mabnoewv, TNV oTPATNYIKT KAWVIKNG €pevvag,
Ap@WwToPovAieg yia omavia voonuata & Prneuakeg TEYVOAoyieg
gpevvag, Oa ovvtelovoe otV SIAUOPP®ON TWV TPOTEPALOTIT®WY Yl TNV
Snuoota vyela, Tig TOAITIKEG VYELAg, TOVG TOPOLE KAl TIG CLITPAEELS, TToL Ba
e€ao@AA{av o@EAN Y1a TOUG TTACYOVTES IOV 1) IO1WTIKN TPWTOPOLAla Kat 1
“rtapadootakr)” Eépevva dev TPooPEPOLV.

"Eva taskforce yia v emtdyvvon kat Srtakvfeépvnon me Broiatpueng
KL KAWVIKT G £PEVVAG QUITO EIIEIPOYVHMLOVES KAl EPEVVITES KUPOUG,
a0 TO SNUOOC10, U1 KEPSOTKOMIKO KAl W1WTIKO Topueéa R&D pe tqv
CUETOYT] EKTPOTHNMV EVHOTE®MV aoBevav Oa anediSe.

H a&lomoinon twv péya dedopevov mg HAIKA, untpoenv acdeveiomv
kat Brotpatedowv (DNA & omics) Oa mpénel va evtaybel oto «oevaplo
KAWVIKIG EPEVVAG» OOTE VA AWTOTEAECEL VA S1aQAVT) KAl AGQPAAT] LNXAVIOUO
Sebopévwv vyeilag yia v S1apdop@®on Katevbuvtnpioy odnymv, ToMTIKOV
vyelag kal éBVIKQV TPoTEPAOTHT®V 0TV Ploiatpikn Epevva.

H avaivon twv Real World Data 6a o8nyovoe:

o oe xpnown tekunpiwon (Real World Evidence) yia to cvotnua vyeiag,

* 0TV AVEVPECT] KATAANAOV TANOvoHOy acBevav yua évrain oe
KAvikeg Soxpeg,

e om Sefaymyn vEou THTOV KAIVIK®V peAet®v pragmatic clinical tri-
als, clustertrials,

e ot akadnuaikég peitteg, Investigator Initiated Studies (IIS) kau

°*  (PAPUAKOYEVMUIKEG, @PAPUAKOETNONUIOAOYIKEG HEAETEG - LETE-
YKPUTIKEG UEAETEG ACPAAELAG KA ATTOTEAETUATIKOTITAC.

Ot yopnyol g KAWVIKIG £€pEVVag MOV CLOTNHHATIKA TTpofdrlovy v aobe-

VOKEVTPIKT KATEVOUVOT), AVAUEVOVLE VA TTAPEXOVY EAANVIKA SeSopeva:

e peletwv xpouunoewv acbevev (Patient Preferences Studies — Dis-
crete Choice Experiment) kat

o exfaocewv vyeiag (Patient Reported Outcomes),

oTo mAaiolo g afloAoynong texvoioyiag vyeiag, 0mov ol acheveig ovupe-

TEXOLV TTAEOV 0TI ANYPN TV WTOPATEWDV.

Ta v evBuvauwon g Protatpikng épevvag otnv EAAGSa, n ¢/B Oa pmo-

poVLOE VA ETYOPNYT|OEL:

o Baocwrn) kAl pHETA@PPAOCTIKI] £pevva 0 emimedo epevVNTIKOV KAl

TTAVETOTIUAKOV 1W8PUHAT®V Kat
o proof of concept (IIS) peAéteg, OOTE VA 0PYAVAOOOLV T} TPOGTEAKDOOUV
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o early phase clinical trials
« ovvepyaoieg o eminedo Epevvag & TEYVOAOYIDV TAPAYWYTC.

O Yn@uaxkog petacynuatouog g Yyeiag oto etistedo Noookoueinv
kat Yyewovouikev Ieprpepermv 0a aroteA€oel OVo1ACTIKO KPLTH PO
KA KIVI)TPO ETAOYNG NG XD PAG YA avaOeoT) KAIVIK®V Soku®mv.

H emtuyng vA0IoinoT Tov VEOU SVPKMHITATKOV KAVOVIOUOD 534/2014
oe WYV Ao 31/1/2022 kAl KLPIWG 1] CUVEREWA UE TA AVOTNPA
XPOVOSaYypAIATA YIA TNV £YKPLOT] TOV KEVIPKOV KAIVIKIG €pevvag,
amantel BeAtiotn Siayeipion v ovpPacemv KAl amoTEAEL WGYUPT)
oVOTACT] YA TNV TPOCEAKVOT] KAWVIK®OV SOKIU®V.

H mohatikny ota Ogpata xawvotopiag kar €pevvag  ypeldletar va
efloopporostl ta kKivnTpa yia mv @/f eAAnvikn kot sroAvedvikr)
S10m 1 gpevva kal avamtuln @ApudK®V, TPONYUEVKOV Oepaselmv kal
LATPOTEXVOAOYIK®OV TTPOTOVTWV elval S1e0vig, aviaymwviotikr, He o@EAN
HETAPOPAG TEYVOAOYIAG, EMEVOVOEMV, CUVEPYATLOV KAL EVIGYLOT]
TOTTKTG TTAPAY®YTG KAL AWTATYOANONG.

'Exovpe moAMolg Adyovg va avafaBuicovpe v “emevévtikn”
nag Baduida omv Proiatpikn €pevva kKAl TG KAWIKEG HEALTEG,
EKOLYYXPOVI{OVTAG TIG TIOAITIKEG HOC KAl TN VouoAoyid Twv ovppfacewv
KAWVIKQV HEAETOV Y1a va oupadifovv pe tig avaykeg twv aclevov, tig
OUYYPOVEG KAVOVIOTIKEG & eoTnuovikEg eEeiierg.

Ag «Owpaxicovpe v vyela» HE CLUVEPYATIA YA TIV KALVOTOMIX OTI)
Broiatpwkn) épevva R&D.
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To Aiktuo EHDEN

Ka1 o POAog tou INEB/EKETA

avteAng Natoidpag
NEB/EKETA, Epeuvntig I

Tvetvan ta Real-World Data/Real-World
Evidence kot ta Observational Studies;

Me 1t StapkaogavEavopevn Xprion VITOAOYIOTIK®Y CLUOTHUATWY OTNV LUYEiLa (TT.X.
HAektpovikotvg ®akelovg Yyeiag — HOY) avénbnke Spapatikd kat o 0ykog
TV oxeTik®mv dedoptvav. Ta mapaderyua, deSopsva evog aocbevoig pmopet
va ouAéyovtal, yia va viootnpiovv m Srayeipion g voonAeiag tov, v
NAEKTPOVIKT] GUVTAYOYPAPNOT| 1) TN XPNUATIKT ATodNUi®won TV avtioTot(wv
VTN PESL®OV Vyelag e KUPLO 0TOXO VA vIoonBnoouvy T YpaPEIOKPATIKN 1)
O1KOVOUIKT] Stayeiplon twv OXeTKOV S1adikaoiov evtog TV aAvTioTol(wv
opyaviopwv. Ta i6ia dedopéva, e18ikd av cvAhexbolv oe peydn kAipaka,
Ba pmopovoav va £yovv onuavtikn afia yia oAl Stagpopetikd oevapia
XPTIONG ATTd AUTA YA TA oTola apyIKa spoopifoviav — Sevtepoyevig xpnon
(71.%. eMENUI0AOYIKEG HEAETEG, LEAETEG OXETIKEG LLE TNV ACPAAELA XPTIONG TOV
PAPUAK®V KATL.).

Ta dedopéva avtd ocvyva avagpepovtal wg “Real World Data” (RWD) kat ta
OXETIKA OUUIEPACLATA TTOVU TEKUAIpOVTAL UE BAOT QUTA ava@EPOVTAl MG
“Real World Evidence” (RWE). IToA) ouyxvd 01 GUOTNUATIKEG HEAETEG TOV
Baoilovtal oe tétola SeSopeva avagépovtal wg «Meléteg ITapatnpnong»
(Observational Studies), ywa va StagopomomBoiv and tig «Ilapeufatikeg
MeAéteg» (Interventional Studies), katd Tig omoieg oxediddetal kat ekteAeital
pa ovykekpipevn mapeppfaon (Jr.Y. Xopnynon QapUAKov) O€ GUYKEKPIUEVT
onada aogBevaov yia va avaivBoiv o1 enuttmoelg mg.

H onupaoia twov RWD/RWE éyel avayvwpiotel SieBvag mapa to yeyovog 0Tt
n xpnomn tovg cuvodevetal anmd Sapopeg pebodoloyikeg mpokAnoelg (..
OXETIKA UE TNV TOOTNTA KAl TNV KAVOTNTA £AANBevoTg Tovg, e18ikd 6co
mnyaivouv 7o mow otov Xpovo). Eviewktika, mpoogata o EMA kat dAhot
EVPWITATKOL KAVOVIOTIKOL (POPEIC AVAKOIVWOAY OUYKEKPIUEVEG OpAoelg
evioyvong g xpnong twv RWD/RWE kot e&éppaocav v memoibnon, ot
maidovv 1181 onuavtiko poro (To 40% Twv AITNOEWV yia £ykplon otov EMA
yia ta €11 2018-2019 vmootnpidetat a6 RWD/RWE) kat Oa maiouv akoua
ONUAVTIKOTEPO POAO OTO UEAAOV'.

T eivan o1 tpwtofoviieg OHDSI xat EHDEN;

H npwtofovAia Observational Health Data Sciences and Informatics
(OHDSI)? eivan pia avolktn mpwtofovAia mov ekivnoe anod tig HITA ko €yet
®G KUPLO 0TOXO TN S1eVKOAUVOT TETO0V €idovg pedetmv. ITo ouykekpiueva,
oto OHDSI npwtootatel to Columbia University (Kaf. George Hripcsak) kau
n etaupeia Janssen (Dr. Patrick Ryan), oA\ eival onpavtikod va toviotel ot

1 Clin PharmacolTher. 2021 Nov 19. doi: 10.1002/cpt.2479. Online ahead of print.
Real-World Evidence in EU Medicines Regulation: Enabling Use and Establishing
Value, Peter Arlett, Jesper Kjaer, Karl Broich, Emer Cooke

2 https://www.ohdsi.org/
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TPOKELTAL YA £VA OIKOOVOTIUA AVOIKTO, OTO OJI0I0 OUUUETEXOLY AvOpmITol
atd OAOV TOV KOOUO KAl [E TTAPA TTOAAEG 1010TNTEG (EPELVTTIKOL OPYAVIOUOL,
TAVETOTI A, KAVOVIOTIKOL opeig, papuakoflopnyavia, etaipeieg mAnpo-
(POPIKTG KAIL.).

Ye texviko eninedo, ota mAaiola tov OHDSI, avantdooetal kot guvtnpeitan
&va oOvoAo amd gpyaieia avolktol k®Sika (open source),Ta osoia €xouvv
w¢g akpoywviaio AiBo éva povtédo SeSopévav avagopag, To AeyOUEVO
“OMOP Common Data Model” (OMOP-CDM). IIavw 0g auTtod TO HOVTENO,
avamtvooovtal Sagopa epyaieia avaivong (otatiotikn avaivor, Ae&ika
AVAPOPAG KAIL.), TTOV LITOCTNPIOVV TNV EKTEAECT) LEAETMV TTAPATI|PNONG.

H Baown Aoyikn ivat 0Tt 0A01 01 POPELS TTOL CUUUETEXOVY 0TIV TIPWTOBOLALQ,
oYnUatifouv &va «S81KTLO Epeuvag» OTA TAAIOIN TOV 0010V S1AU0PPOVETAL
TO OTIO10 €PEVVNTIKO gpaTnua pe Paon to OMOP-CDM. AeSouévov 0T
kaBe etaipog &xel ta Sebopéva tov oe poper ovuPatn pe 1o OMOP-
CDM, amooteéMetal To epOTNUA 08 KADE eTAIPO KAl TA ATOTEAECUATA T®V
EPWTNUATWYV TTOV EKTEAOVVTAL TOTKA, CUVEVHOVOVTAL KA AVOADOVTAL KEVIPIKA.

To TAEOVEKTN A TNG TTPOCEYYIONE AVTNG eival OTL avti va cuAAexBolV Kastov
KeEVIpKA ta Sedopéva amd 1o SikTuo Twv ovvepyat®mv, yia va avaivbovv,
oLAAEyOVTAl UOVO TA OUYKEVIPWTIKA QUTOTEAECUATA TOV EPWTNUATOC.
TeAlkd, avTl va PHETAKIVOLVTAL TA OeBopUEvVa EKTOG TOU APXIKOL (POPEA TOU
Ta @\ogevel (Sradikaoia ov oUVETAYETAL TTOAAEG VOUTKES KAl S1001KA0TIKEG
OUOKOAIEG), HETAKIVEITAL TO EPWTNUA KAL TA CUYKEVTIPWTIKA ATTOTEAETUATA
TOV, ATAOTIOIMVTAG KATA TTOAD TI¢ S1001Ka0ieg KAl eMTPENOVTAG TNV EKTEAEOT)
peAETOV mapatnpnong oe deSopéva peyalov OYKOL XmPig KAt avaykn
Srapolpaocuo tev apykev dedopévwv.

To European Health Data & Evidence Network (EHDEN) eivau pia evpmIaikr)
npwtoPfovAia, mov spoomadel va powOnoetl tv mAateopua tov OHDSI kat
va oTioel &va avtioTotyo Siktvo cuvepyat®v oty Evparn?. £to consortium
tov EHDEN cuppetéyovv moAoi epeuvntikol opyaviopol, kabmg emiong kat
£vag ONUAVTIKOC ap1OUOC PAPHAKEVTIKMV ETAPELRDYV, VIO TOV GUVTOVIOLO TOV
Ka#. Peter Rijnbeek* (Erasmus MC, OMav8ia), kat tov Nigel Hughes (Jans-
sen). ITio ovykekpiueva, 1o EHDEN npoopepet xpnuatodotnon (uéypt 100k
gUPW), YA VA LITOOTNPIEEL TOVG OPYAVIOHOUE 7OV BEAOLV VA GUUUETEXOLV

3 https://www.ehden.eu/

4 J Biomed Semantics. 2017 Mar 7;8(1):11. doi: 10.1186/s13326-017-0115-3. Large-
scale adverse effects related to treatment evidence standardization (LAERTES): an
open scalable system for linking pharmacovigilance evidence sources with clinical
data, Knowledge Base workgroup of the Observational Health Data Sciences and
Informatics (OHDSI) collaborative
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OTO OXETIKO £peuvnTIKO SIKTLO Kal va Aettovpynoovv wg data providers.
I[MapdAAnAa, opyavovel diadikaoieg ekmaidevong (EHDEN Academy) kat
motornoinong oxetik®v SMEs. Méypt otiyun|g, mepimov 150 opyaviouoi (data
providers kat SMEs) epmAékovtal oto EHDEN network.

ITowg eivar o porog tov INEB/EKETA;

To Epyaotnpo HAektpovikng Yyeiag tov INEB/EKETA mapakolovdel
evepya Ti¢ mpwtofovAieg tov OHDSI kat tov EHDEN 18n ano 1o 2016.
E1dikotepa og 0,TL apopa TNV avasttugn epyaieimv kat HeBoSoAoyiav oyeTika
pe v «Evepyn ®@appaxkoemayplmvnon» Kal TNV ao@AAeld QapuaKmv
ev yével, 10 INEB/EKETA £yel avantdéel oyetikn Spaotnplomrta 1000 wg
Kkopuat tov otkoovotnuatog OHDSI/EHDEN®>° 600 kat ota mAaiota e0vikmg
XPNUATOSOTOVUEVHV EpeLVNTIK®Y Spacewv (0mtwg To £pyo PV Clinical”®).

310 mAaiolo avtd, to Epyaotnpo HAektpovikng Yyeiag tov INEB/EKETA
opiotke wg EBvikog Koupog tov Siktbov OHDSI/EHDEN otnv EAAGSa,
OTOYEVOVTAC OTNV TEPAITEPM VITOOTNPIEN KAl AVATTITLEN TOV SIKTUOV aAAA Kl
OXETIKOV EPELVITIKAOV TIPMTOPOVAIOV 0TI XMPA LAG.

5 First OHDSI European Symposium, 2018, Integrating OMOP-CDM Data Sources
and OHDSI Analytic Services for the Investigation ofCandidate Pharmacovigi-
lance Signals, Pantelis Natsiavas, Richard D. Boyce, Erica A. Voss, Lee Evans,
Anthony Sena,VassilisKoutkias, PhD,https://www.ohdsi-europe.org/images/sym-
posium-2018/posters/34-Pantelis-Natsiavas.pdf

6 https://pvclinical-project.eu/

7 Stud Health Technol Inform. 2021 May 27;281:555-559. doi: 10.3233/
SHTI210232.Pharmacovigilance and Clinical Environment: Utilizing OMOP-CDM
and OHDSI Software Stack to Integrate EHR Data, Vlasios K Dimitriadis, George
I Gavriilidis, Pantelis Natsiavas

8 https://www.ohdsi-europe.org/index.php/national-nodes/greece
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Zevaplo Xpnong: Anaitnoelg ZUCTNUATWY y1a TOV
EOvikO Atopiko HAektpoviko Pakelo Yyeiag (EOviko
AH®Y) yia Xpnon o€ KA1vikEéG AOK1pEG

Nanayewpyiou,
Bazaiou,

Maupdkn,

AETPQ,

MnapoUtoou

pada EA.E.®.I. yia Tig

1KEG OKIPEG

.9.1. Clinical Research &
ical Trials Innovation Forum

H mtpooPaon oto gpakeAo aobevoig eival amapaitnt
ot SieCaymyr KAIViIkov peAetov yia v emPefaiwon
TV 6£S0UEVOV TTOV GCUAAEYOVTAL.

H SaSikaoia emPePaimong twv Sedouevwv yvwotn wg source document veri-
fication tekunprwvel a@evog 0Tt ta SedopEva mov CLAEXBNKAV Y1a TNV KAIVIKT)
SOoK1UN 0TO NAEKTPOVIKO ovoTua kataypagrg Sedouévav g ueretng (Elec-
tronic Data Capture EDC System) cuppadiovv pe autd mov avapEpoviat 6To
1atpiko apyeio Tov aobevolg, agpetepov Se 0Tt eivan opBa kot afomota. H
Sadikaoia avtn amotelel faoikn| amaitnon ota mAaiota g Opbng Khvikng
ITpaxtikng (Good Clinical Practice), kau eivan voypewtikn otnv Evpwmaikn
vopoBeoia Pfaoet Tov kKavoviopoL 536/2014 KAl TOV OXETIKOV 00T YIWV TOV
Evpwmaikot Opyaviopuot @apudkmy.

Méypt to Maptio tov 2020 1 Stadikaoia emtripnong twv deSouEvav otnv
EMada ywotav amokAelotikd Sia {wong, kavovtag xpnon Tov EVTLIov
VOOGOKOUEIAKOD (PAKEAOL TV aoBevmv 0To KEVTPO,/ KAviKN SieCaywyng g
HEAETNG.

v Suwpkela g mavdnuiag COVID-19, A0y TwV QIAYOPEVTIKGOV
ouvvOnkwv (lockdown), katéotn amapaitnto va mpoyxwproet 1 empPefaiwon
TV Sedouévmv Kat g mot0TNTAS TOUG HE AVOELS ATTOLAKPUOUEVOL EAEYXOU
TV apyeiwv, 0mov auto nrav Suvarto. Ta cvotnuata vyeiag ov Siebetav
Non MOTOMOMNUEVOVE NAEKTPOVIKOUG @akelovg aobevaov, Umopecav va
LAOJTOUOOLVY AVTO TO ONUAVTIKO Prua Se€aywyng Twv KAVIK®OV SoKIU®V,
pEow g €€ amootaoeng mpodofacng kal emtnpnong twv dedopevov twv
OULUETEXOVTWOV OTIC EV AOY® UEAETEG.

Inuewtéov 0Tt 0 EMA &yet ekSwoel oxetikég o8nyieg amd to 2010 o1 o7oieg
ACPAADG ETKATIPOITOIOVVTAL EKTOTE.

H afia evog EOvikod AH®Y elvatl ;oA onpavtikr] yia 1o Efvikd Zvomua
Yyeiag. IIpoteivovpe o EBvikog AH®Y va Adfet emutpoobeta vmoyn tov Tig
TIPOSIAYPAPES TTOV EIVAL ATTAPALTITES Y1AL TN XPT)OT] TOU WG TINYALOV EYYPAPOL
(source document) oe k\vikég Sokiueg, £tol wote 1 EAGSa va mapapueivel
mapovoa ot Sie€aywyn KAvik®v Sokiumv kal oto uéAov, debopevov 0T
N KAWVIKT] €peuva KAl avamttugn eapuakmv eival maykooa dtadikaoia kot
vrtakovel oe S1ebveig mpodiaypapeg kat katevBuvnpleg odnyieg puOLOTIKGOV
apywv, omwg o Evpwnaikog Opyaviouog @apuakwv (EMA), o FDA /USA,
MHRA/UK ka1 puoka o EBvikog Opyaviopog @apuakwv (EOD).

AreOveig Kavoviotikeég OSnyieg kot Evpwraikn
NopoOeoia
«  Evupwmaikog Kavoviouog yia tig Khivikeg Aokipeg 536,/2014 o€ epappoyn

and 31/1/2022 mov avukabiotd: EU Clinical Trials Directive (EC) No.
2001/20/EC

«  WHO - Guidance on Good Data & Record Management Practices, Annex 5
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e FDA-21CFR Part 11
« FDA - Guidance for Industry, Data Integrity & Compliance with cGMP

«  EMA - Guideline on computerised systems and electronic data in clinical
trials (draft)

e MHRA - GxP Data Integrity Definitions and Guidance for Industry
« FEudraLex— Volume 4 GMP Annex 11 General

« Guideline on computerised systems and electronic data in clinical trials,
EMA 10June2021

« OECD - Application of GLP Principles to Computerised Systems Advisory
Document 17

« ICH - Efficacy Guidelines GCP E6 - Electronic Systems

« PIC/S Guidance, Good Practices for Computerised Systems in GxP Envi-
ronments

« PIC/S Guidance, Good Practices For Data Management and Integrity In
Regulated GMP/GDP Environments

«  GAMP Records and Data Integrity Guide

Ew8wég mpodraypageg:

INa va popéoet o EBvikog AHDY va ypnotpostondei art’evbeiag wg mnyaio
£yypago “source document” ota TAAIO1A KAIVIKGOV LEAE TGOV TIPEITTEL OUVOITTIKAL:

1. O gmtnpng g kAwvikng Sokiung (monitor-CRA) va &xel eAeyyxouevn
poofacn pe MPooWIKOUE KOO1KOUE TTpOoBaong, Le TEPIOPIoUEVESG Ou-
vatotteg (read only) kat GUYKEKPIUEVOUG OPOVC TTOV VA TEKUTPLOVOVTAL
0€ EYYPAQPT) CLUPOVIA EUMTOTEVTIKOTNTAG e OEOUEVTIKT] TNPNON TV
amtantoewv tov Tevikov Kavoviouod mept Ilpootaciag AeSopevmv
Ipoowmkol yapaktipa (EUGDRP 2016/679).

2. v pdén o xpnotg (1atpodg N emnpnng) Ha mpemel va pmopel va exet
TNV eMUTAE0V EVOANAKTIKT] SUVATOTNTA KAl QTOUAKPLOUEVNS TTpOofaong
ota 8eSopéva asmod ToV LITOAOYLI0TH) TOV HECK S1ABTKTVOL VIO CUYKEKPIUEVES
npovmoeoelg.

3. Ot emokéypelg Twv acbevmv 0Ta TAAIOIA TV KAIVIKOV UEAETOV VA TTPOO-
Slopidovtal, va Kataypa@ovtal mANpmg Kal va septaufPavouy oAa ta
artapaitnTa Sedopéva 10TopKov, KAIVIKNG e1KOVAG, EUPTUATWY KAWVIKNG
efeétaong kat SlayvmoTikeVv eEeTA0emY KAT €AAYIOTOV OE JEPLYPAPT
KEWEVOU.

4. TIpoteivetan va mpoPAepBel 1n xprion ewvNTIKNG LIAyopevong amo
TOV KAWVIKO €PEVVNTI LE QUTOUATI KATAYPAPT) KEWEVOL MOTE VA UNV
emPaplvetal EMITAEOV TO EPEVVITIKO TTIPOTMITIKO TWV KEVTIPWV.

5. To ovomua Ba mpémel va mpoPAETEL OTL 0 KAIVIKOG YIATPOC-EPEVVITIG
TOTOTOLEL TNV CUUITAT|PWOT) TV 6eSoUEV®Y TOL A0OEVT) OTOV NAEKTPOVIKO
(PAKEAO TOV L€ TIIOTOTONUEVT) NAEKTPOVIKT] VITOYPAPT] LE VOLUKT) 10YV.

6. XV MePINTwon oV 0 aoBevig TNG HEAETNG ETMOKENMTETAL AAAO Y1ATPO
€KTOG TOU KEVTPOL TNG SOKIUNG VA VITAPYEL ETMOTILAVOT] OTO (PAKEAO TOU
0Tl 0 a0DeVNg OVUUETEXEL O OVYKEKPIUEVT] HEAETN 010 X KEVTIPO, MOTE
0 Y1aTpoOg va Kataypawel tuxov ovufavrta n evdeyxoueveg avemOuunteg
EVEPYEIEC KAL VA ETIKOIVWVIOEL E TO KAIVIKO KEVIPO TNG HEAETNG OF
TEPUTTWOT] AVAYKNG, LE YVOUOVA KAl TIPOTEPALOTNTA TNV ACPAAEIA TOV/
mg aoBevoig

7. To ovotua Ba mpémel va etval mAnpwg yvnAdotpo (audit trail), pe Svva-
tomrta Satnpnong avuypagwv (backup), eleyyxopevn mpoofacn kau
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TOTOIOINOT KAA®V TTpakTikV (GXP)*.

8. To ovotnua Ba mpemel va Srabetel AemtopepEg eyyelpidio Xprong To omoio,
£KTOG TV AAWV, Ba tpoodiopidel Tov TpOTO eKTaAibevong TV XPNoT®V
ka1 Ba avaBewpeital pe pia eplodikn ouxvoTnTa

H xpron EBvikov AH®Y Oa amoteAeoel apwyo oty mpoonadela twv Epev-
vNTIKOV KEVIpwV IOV CUUUETEXOLY 08 KAIVIKEG LEAETEC MOTE VA S1EVKOAVVEL
mv mbavn eVpPeon LIIOYNPLWY CUUUETEXOVIWV OTIG KAIVIKEG LEAETEG TWV
KEVIPWV QUTOV.

Me Vv e@apuoyn Twv Topamave Pacikov amartoewv mbavotata Ha
UITOPOVOAUE VA KAVOLUE TALTOXpova Xprion tov EOvikod AH®Y kat yia Tig
AVAYKES TOV KAIVIKGV HEAETOV Kal oe emimedo source document verification.
Me autd tov tporo Ba Staopaiicovpe OTLN xwpa pag Ba evioyboel 0to pEAoOV
TO £7inedo avIaywvioTIKOTNTAG TS 0T Sadikaoia TPooEAKVONG KAIVIKMV
peAetov kal Ba €yel kavel Eva MPOTO Pripa TPog TNV Yrnglomoinon kat
kawvotopia oto medio NG KAVIKTG Epeuvag CUAAEYOVTAG TAXUTEPA AEIOMIOTA
Sebopéva. Xe emopeva otadia Ba mpémer va e€etdoovpe av o EOvikog AHOY
pstopel va AE1Tovpynoel 0to PEAAOV WG NAEKTPOVIKO mnyaio £yypago (e-
source) ywa v daueon evieleyr] kar a&ldmotn GLAAOYT KAl avAaAvor Twv
Sebopevwv.

*In the life sciences industry, GxP is an abbreviation referencing the various
“good practice” regulations and guidelines that apply to organisations that
manufacture products that are consumed or used by humans or animals. This
includes medical, cosmetic, tobacco, products or devices and food products.
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Investigational Drug Supply for Seriously Il
Patients in Time of War*
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War is the most tragic condition humanity can face.
Lives are lost or deranged. Human contacts are de-
stroyed. Even after the ending of a war, it takes a long
time until normal social, cultural, economic and health
care related interactions can be reorganised.

Now in Europe we are again in an irrational and savage war initiated by an
unscrupulous leader. The war and its aftermath will cause a prolonged dis-
ruption of health care in Ukraine due to the destruction of hospitals and the
death or dislocation of the medical personnel. For a long time to come the pri-
mary goal will be to provide basic medical care and essential medicines. Ex-
perienced international organisations manage these tasks, usually supported
with generous donations from the industry.

However, it is also necessary to consider problems associated with investi-
gational drugs needed for patients with serious diseases. Many patients en-
rolled in various clinical trials are affected in Ukraine and Russia.This is an
important ethical problem for the organisers and sponsors of such trials. They
will not be able to reach the war zone; however, they should make all pos-
sible efforts to find those patients who could flee to safety outside the war
region in Ukraine or to foreign countries. Significantly impaired international
clinical trial operations can be expected also in Russia as the result of the
sanctions affecting scientific cooperation, communication, economic transac-
tions and travelling. Many sponsor companies have already stopped recruit-
ing patients into their ongoing trials in Russia. It is essentially a humanitarian
issue whether to continue experimental treatment for seriously ill patients,
irrespective of whether Russia is condemned for initiating this war and com-
mitting serious war crimes in Ukraine.

It will not be easy to fulfil this ethical need due to the interruption of the
normal channels. One possible approach might be that pharmaceutical com-
panies, with humanitarian organisations, jointly develop a secured limited
drug supply chain needed for these patients. With this short communication
several members of the Ethics Working group of IFAPP wish to call the at-
tention of the IFAPP national organisations and of all pharmaceutical medi-
cine experts to this special ethical aspect of ongoing clinical trials at times of
human conflict. Our suggestion follows essentially the humanitarian ideals
of Henry Dunant, founder of the Red Cross movement, stating that all war
victims should be protected. Similarly, seriously ill patients involved in clini-
cal trials should not be abandoned during wars and accompanying economic
warfare. It should be also considered that the trial data will also help other
patients worldwide.

We hope that this cruel war will be ended soon, and the patients of the region
will again benefit from full access to medicine research.

*Republished by permission of IFAPP TODAY, April 2022,Number 23
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