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XapeTiopnog

To 2022 E&ekivnoe
KAl [ Kawvovpyla
apyn pe eAmida kat
a1010808ia Eyve, TAPA TNV KOMWOT) KALTTEOT TV SUOTOTKMY CUVONKOV TNE TTAPAAAAYTIS
‘Opikpov Alyo stptv v Evapén tov xpovou.

SNuepa HeTd 2 mupimvoa ypovia mavonuiag, yvopidovpe mmg va Slaxelplotovue Tig
TpEXOVOES TPOKANOELG KAl Tpoobeteg afefaiotnteg, pe eMOTOoUVI OTNV EMOTAUN
Kot otnv Prolatpikn epevva twv epPforimv kol Bepameiwv evavr g COVID-19, pe
avOekTIKOTNTA KA emayyeAuaTiko 10og.

Tavtoypova Stakpivovpe evkaipieg ov avadvovtal péoa amd tig paydaieg petafatikeg
ouvOnkeg aAAayn|g, Tig omoieg Ba mpEmel GLAAOYIKA VA AE10TTO|OOVLE.

Eivar avaykaia pia woxupr) HETApPUBUIOTIKT 7TVOT] Yid €va YOVILO £8apOg TApaAYWYIKIG
KAWVIKTIC €peuvag Kal avarttuéng mov va ovpPadiler pe tig kawvotopeg eEeMierg g 3ng
Sexaetiag Tov 210V AOVA.

Me v €kdoon tov meplodikov pag Ba cuveyioovpe oTabepd TNV EMMKOVOVIA TOV VEOV
TekUNPLopEVeV Sedouévav g Papuakevtikng Iatpikng kal Twv BloTaTpIKOV EMOTN UMV,
Ba evnUePOVOLUE YA TA TIPOYPAUUATA UETATTUXIAKNG ekmaibevong g EA.E.®.1., v
JPOETOILACIA TWV EPYATIOV TOV 20 SieBvovg ouvedpiov g @appakevtikng Iatpikng
ICPM 2022 EA.E.®.1.-IFAPP, ta mopiopata Twv EMUOPPOTIK®OV NUEPISwV pag kat tov
nipwtofovAiwv tov Clinical Research & Clinical Trials Innovation Forum.

EAstiovpe To mepieyouevo Tov mapdvTog TeEVX0US va ayyidel T yvwoTikd evilapEpovta
0ag KAl va yevva veeg 18¢eg 1) SuvatoTeg yia TV emoTNUoVIKT oag otadiodpopia kat
avayvmploT.

Evyouaote kaAr vyeia, OnUIOUPYIKEG OULVEPYAOIES, EMOTNUOVIKN EUMIVELON Kal
OUVELOPOPA OTO KOVO KOAAO.

Kan Xpovia og 0hovg kan otnv Khavikn 'Epevval

www.elefi.gr

MéAog TnG AiBvoug OpoaTtrovdiag ZUuAMOywv PapuakeuTikig laTpikig (IFAPP)

Maiavdpou 23, ABriva 11528

TnA.: 2107211845, 2107243161 (latpiki ETaupeia ABnvwv)
Fax: 2107226100

email president@elefi.gr

* 3TV EA.E.®.1. GUUPETEXOUV WG PEAN 1ATPOI, PAPHOKOTIOION f} TITUXIOUXO! BIOAOYIKWY ETIOTNHWY, Ol OTToiol agXoAoUvTal
ME KAIVIKEG HEAETEG (EpEUVA), PAPHAKOETTAYPUTIVNON, EYKPIOEIG PAPUAKWY Kal ue AAAOUG TopEiG TNG PAPPAKEUTIKAG
latpikng.
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20" International Conference on
Pharmaceutical Medicine-ICPM 2022

20th www.icpm2022.gr

m
I International Conference
on Pharmaceutical Medicine

e SAVE

Pharmaceutical
Medicine

Trends Reigniting
Biomedical Research &
Disruptive Technologies,

Accelerating R&D

and Advancing

Clinical Medicine.

Join an agile global community pursuing
innovative medicdnes development and
reflect on Pharmaceutical Medicine in 2030.

2 Hybrid Meeting
& app 19-21 October 2022
Pirinacautival Madiere SNFCC, Athens - Greece

The Greek Society of Pharmaceutical Medicine (EL.E.F.1.) and the International Federa-
tion of Pharmaceutical Physicians andPharmaceutical Medicine (IFAPP) invite you to the
international congress

“What lies ahead in Pharmaceutical Medicine”
in Athens, Greece, next October

At a critical moment for the evolution of the pandemic, with optimism stemming from intensification of
vaccination against SARS-CoV2 #EL.E.F.I. #IFAPP are planning to deliver #ICPM 2022: an excep-
tional hybrid educational experience.

The COVID-19 pandemic is likely to impact educational activities in 2022 and, as many of our guest
speakers from Greece and abroad may face difficulties travelling to an in-person conference, we have
already included the opportunity for online participation of congress faculty members and attendees.

We are aiming to cover all the latest developments in modern Pharmaceutical Medicine and will host
dedicated Biomedical Research sessions. Additionally, we will focus on New Technology Platforms, Pre-
cision Medicine, Advanced Clinical Medicine, Career Development and Professional Competencies in
Pharmaceutical Medicine.

We are optimistic that the digital and onsite format of the congress will provide opportunities for net-
working and interaction with our members, the academic community, researchers, clinical investiga-
tors, and other stakeholders and trigger lively discussions, either face-to-face (or “mask-to-mask”) or in
online forums.
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Published January 10, 2022
NEJM Evid 2022; 1 (1)
DOI: 10.1056/EVIDpp2100029

(NEJM

IInyn: https://evidence. - Evidence

nejm.org/doi/10.1056/EVI-

Dpp2100029
PATIENT PLATFORM

My Experience as a SPRINT Clinical Trial
Participant

Moses Taylor

I I ntil I became a participant in the SPRINT trial, my impression of clinical trials
was that they were inherently risky. After all, in my mind as a trial participant, 1
thought I would be trying things that had only been tried on animals. I also

thought that most people who participated in these trials were sick and desperate for a new

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

Published OnlineFirst January 4, 2022; DOI: 10.1158/1078-0432.CCR-21-2855

CLINICAL CANCER RESEARCH | PRECISION MEDICINE AND IMAGING

Metabolomic Biomarkers in Blood Samples Identify
Cancers in a Mixed Population of Patients with -
Nonspecific Symptoms

James R. Larkin', Susan Anthony?, Vanessa A. Johanssen', Tianrong Yeo®*°, Megan Sealey?,
Abi G. Yates?, Claire Friedemann Smith®, Timothy D.W. Claridge’, Brian D. Nicholson®,
Julie-Ann Moreland?, Fergus Gleeson"?, Nicola R. Sibson', Daniel C. Anthony?, and Fay Probert>’

ABSTRACT ]

Purpose: Early diagnosis of cancer is critical for improving
patient outcomes, but cancers may be hard to diagnose if patients
present with nonspecific signs and symptoms. We have previously
shown that nuclear magnetic resonance (NMR) metabolomics
analysiscan detect cancer in animal models and distinguish between
differing metastatic disease burdens, Here, we hypothesized that
biomarkers within the blood metabolome could identify cancers
within a mixed population of patients referred from primary care
with nonspecific symptoms, the so-called "low-risk, but not no-risk”
patient group, as well as distinguishing between those with and
without metastatic disease.

Experimental Design: Patients (n = 304 comprising modeling,
i =192, and test, n = 92) were recruited from 2017 to 2018 from the
Oxfordshire Suspected CANcer (SCAN) pathway, a multidisciplin-
ary diagnostic center (MDC) referral pathway for patients with
nonspecific signs and symptoms. Blood was collected and analyzed

by NMR metabolomics. Orthogonal partial least squares discrim-
inatory analysis (OPLS-DA) models separated patients, based upon
diagnoses received from the MDC assessment, within 62 days of
initial appointment.

Results: Area under the ROC curve for identifying patients with
solid tumors in the independent test set was 0.83 [95% confidence
interval (CI): 0.72-0.95]. Maximum sensitivity and specificity were
94% (95% CI: 73-99) and 82% (95% CI: 75-87), respectively. We
could also identify patients with metastatic disease in the cohort of
patients with cancer with sensitivity and specificity of 94% (95% CI:
72-99) and 88% (95% CI: 53-98), respectively.

Conclusions: For a mixed group of patients referred from
primary care with nonspecific signs and symptoms, NMR-based
metabolomics can assist their diagnosis, and may differentiate both
those with malignancies and those with and without metastatic
disease.


https://evidence.nejm.org/doi/10.1056/EVIDpp2100029
https://evidence.nejm.org/doi/10.1056/EVIDpp2100029
https://evidence.nejm.org/doi/10.1056/EVIDpp2100029
https://clincancerres.aacrjournals.org/content/early/2021/12/16/1078-0432.CCR-21-2855
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IInyn: https://www.nejm.org/doi/full/10.1056/NEJMra1913421
n engl j med 385;26 2451-2462 nejm.org December 23, 2021

REVIEW ARTICLE

FRONTIERS IN MEDICINE

Immune and Genome Engineering
as the Future of Transplantable Tissue

Jennifer Elisseeff, Ph.D., Stephen F. Badylak, M.D., D.V.M, Ph.D,,
and Jef D. Boeke, Ph.D., D.Sc.

ISSUE AND ORGAN FAILURE THAT RESULTS FROM CONGENITAL ABNOR-
malities, trauma, disease, or aging contributes to substantial morbidity and
mortality. Although the 20th and early 21st centuries have brought dra-
matic advancements in the use of synthetic and mechanical devices to replace
tissues, the restoration of tissue and organ structure and function remains a
clinical challenge. Many biologic functions cannot be replicated with such devices,
and the unavoidable immune responses that are induced when allografts (see

From the Translational Tissue Engineer-
ing Center, Wilmer Eye Institute, and the
Department of Biomedical Engineering,
Johns Hopkins University, Baltimore
(J.E); the McGowan Institute of Regen-
erative Medicine, University of Pitts-
burgh, Pittsburgh (S.F.B.); and the Insti-
tute for Systems Genetics and the
Department of Biochemistry and Molec-

The NEW ENGLAND JOURNAL‘of MEDICINE

IInyn: https://www.nejm.org/doi/pdf/10.1056/NEJMp2116863
December 15, 2021,10.1056/NEJMp2116863

The Wild West of Checkpoint Inhibitor Development

Julia A. Beaver, M.D., and Richard Pazdur, M.D.

ver the past 7 years, the Food and Drug Ad-

ministration (FDA) has approved seven anti-

bodies directed against the programmed
death 1 (PD-1) or programmed death ligand (PD-L1)

pathway and more than 85 on-
cology indications for this class
of checkpoint inhibitor drugs.
More than 2000 clinical trials are
evaluating at least 33 anti-PD-1 or

separate development programs
for each antibody, including in-
vestments in manufacturing pro-
cesses, nonclinical studies, in vitro
diagnostic tests, and the clinical

These development programs,
which frequently do not isolate
the effects of the combination’s
components, are problematic be-
cause the safety and efficacy of
the new antibody has not been
established and extrapolation from
an approved checkpoint inhibitor
is not legally possible. The use of
multiple in vitro diagnostic tests
to select patients who may be


https://www.nejm.org/doi/full/10.1056/NEJMra1913421
https://www.nejm.org/doi/pdf/10.1056/NEJMp2116863
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n engl j med 385;26 2451-2462 nejm.org December 23, 2021

The NEW ENGLAND JOURNAL of MEDICINE

ORIGINAL ARTICLE

100,000 Genomes Pilot on Rare-Disease
Diagnosis in Health Care — Preliminary Report

The 100,000 Genomes Project Pilot Investigators

ABSTRACT

BACKGROUND

The authors' full names, academic de-
grees, and affiliations are listed in the Ap-
pendix. Dr. Caulfield can be contacted at
m.j.caulfield @gmul.ac.uk or at Genomics
England, William Harvey Research Insti-
tute, Queen Mary University of London,
London ECIM 6BQ, United Kingdom.

Drs. Smedley and Smith, Mr. Martin, and
Drs. E.A. Thomas, McDaonagh, Cipriani,
Ellingford, Armno, Tucci, Vandrovcova,
Chan, and H.J. Williams and Drs. Scott,
Fowler, Rendon, and Caulfield contrib-
uted equally to this article.

M Engl ] Med 2021;385:1868-50.
DOI: 10. 1056/ NE] MoaZ 035750

The U.K. 100,000 Genomes Project is in the process of investigating the role of
genome sequencing in patients with undiagnosed rare diseases after usual care
and the alignment of this research with health care implementation in the U.K.
National Health Service. Other parts of this project focus on patients with cancer
and infection.

METHODS
We conducted a pilot study involving 4660 participants from 2183 families, among
whom 161 disorders covering a broad spectrum of rare diseases were present. We
collected data on clinical features with the use of Human Phenotype Ontology
terms, undertook genome sequencing, applied automated variant prioritization on
the basis of applied virtual gene panels and phenotypes, and identified novel
pathogenic variants through research analysis.

Copyright @ 2021 Masachusetts Medical Society.
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VOLUME 21, ISSUE 11, E342-E347, NOVEMBER 01, 2021

IInyn: https://www.thelancet.com/journals/laninf/article/PIIS1473-3099(21)00263-2/fulltext

Personal View

Ongoing and future COVID-19 vaccine clinical trials:
challenges and opportunities

Rafael Dal-Ré, Linda-Gail Bekker, Christian Gluud, Seren Holm, Vivekanand fha, Gregory A Poland, Frits R Rosendaal, Brigitte Schwarzer-Daum,
Esperanca Sevene, Halidou Tinto, Teck Chuan Voo, Nadarajah Sreeharan

Large-scale deployment of COVID-19 vaccines will seriously affect the ongoing phases 2 and 3 randomised placebo-
controlled trials assessing SARS-CoV-2 vaccine candidates. The effect will be particularly acute in high-income
countries where the entire adult or older population could be vaccinated by late 2021. Regrettably, only a small
proportion of the population in many low-income and middle-income countries will have access to available vaccines.
Sponsors of COVID-19 vaccine candidates currently in phase 2 or initiating phase 3 trials in 2021 should consider
continuing the research in countries with limited affordability and availability of COVID-19 vaccines. Several ethical
principles must be implemented to ensure the equitable, non-exploitative, and respectful conduct of trials in resource-
poor settings. Once sufficient knowledge on the immunogenicity response to COVID-19 vaccines is acquired, non-
inferiority immunogenicity trials—comparing the immune response of a vaccine candidate to that of an authorised
vaccine—would probably be the most common trial design. Until then, placebo-controlled, double-blind, crossover
trials will continue to play a role in the development of new vaccine candidates. WHO or the Council for International
Organizations of Medical Sciences should define an ethical framework for the requirements and benefits for trial
participants and host communities in resource-poor settings that should require commitment from all vaccine
candidate sponsors from high-income countries.

@ ®

Lancetinfect Dis 2021;
21:e342-47

Published Online

May 18,2021

httpsy/ doi.org/10.1016/
51473-3099(21)00263-2
Epidemiology Unit, Health
Research Institute- Fundacidn
Jiménez Diaz University
Hospital, Universidad
Autdnoma de Madrid, Madrid,
Spain (R Dal-Ré MD);

The Desmond Tutw HIV Centre,
University of Cape Town,

Cape Town, South Africa

{Prof LG Bekker MD;

The Copenhagen Trial Unit,


https://www.nejm.org/doi/full/10.1056/NEJMoa2035790
https://www.thelancet.com/journals/laninf/article/PIIS1473-3099(21)00263-2/fulltext
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7. You can read the full article at this link:
https://www.eucrof.eu/images/Al_in_PV_EUCROF _Part_1.pdf

24/09 - Artificial Intelligence (Al) in

Pharmacovigilance: do we really
needit..?

LATEST NEWS

Part 1: The Technicalities

Initial version July 2019 - Reviewed and Updated on 21 September 2021

“Artificial Intelligence” is one of the most used buzzwords in these days.

However, there seems to be a lack of clarity about the meaning of terms such as “artificial intelligence
(AD)”, “machine learning (ML)”, “data science (DS)” and “office automation (OA)”, which should not be

b

used interchangeably.

Pharmacovigilance (PV) represents a very interesting field in this regard, since it poses some unique tech-
nical challenges.

Just to give an example, case processing requires a mix of administrative and repetitive tasks (such as
data cleaning and form filling) and tasks that require a high level of experience and specialization (such as
medical reviews and signal detection).

Technology now offers a wide spectrum of solutions, which go from already available “simple” procedure
automation, allowing significant improvements in efficiency and quality, to sophisticated Natural Lan-
guage Processing (NLP) solutions, which have shown interesting results but are not yet fully operational.

This is the first part of a two-part article. In the second part we will address some of the open issues, of
organizational, social and regulatory relevance, concerning the implementation of AT- and ML-based tech-
nologies in our domain.



https://www.eucrof.eu/images/AI_in_PV_EUCROF_Part_1.pdf
https://www.eucrof.eu/images/AI_in_PV_EUCROF_Part_1.pdf
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Nponypéveg Oepaneieg: 01 EEeAi€elc oTiC KutTaplkeEg
Kal Movi61akég Oepaneieg nov
Enavanpoodlopizouv tnv Iatpikn Eniotipn

Fpnyop1oG PounonouAog
Iatpdg EvOoKp1voAOYOC,
Eniotnyovikdg Yneubuvog/
Iatpikdg Areubuvtng Novartis
Hellas

H mAeloynepia Tov maykoouiov mAnbuopov onuepa
JIANTTETAL QITO U1A IOYEVT] TAVOT)UIA KAl 1) TTPOCOYT)
NG TAYKOOUIAG ETOTNUOVIKIG KOIVOTNTAC KA

OX1 LOVO, EIVAL OTPAUUEVT) OTNV AVTIUETOITION

¢ apaPAETOVTAg AOY® TV CLUVONK®V TTKG
vnoBepastetiovtal 1) dev exovv owoTn mepifaiyn
SroekaToppvpla acHeveig mov TACTYOLV ATO XPoOvia
Un LETASOTIKA VooT|uata Omtwg o StaPrtng, n
SvoAunSaiuia, Ta kapdiayyelakd VOoT|LaTa Kal ol
S1apopeg kakonOeleg.

EmumpdoBeta emi moMég Sekaetieg avadntovpe Bepareieg yia ekatoppvpla
avOpoOIIwWV 08 OA0 TOV KOGLLO TTOV TTATYOLV ATTO TIEPLOCOTEPA ATTO 10.000 OTTAVIA
VOOT|UATA, TA OTold  OPeiAovVTal 0g HETAAAAEEIS HELOVOUEVDV YOVISI®V.
Ot mponyuéveg kawvotopeg Oepamevtikeg pebodot mov avamtuyOnkav g
televtaieg Sekaetieg ka1 ouveyilovy va avamrthooovTal Ue Yopyoug pubuotg
OTIG AVTEG TTOV AWTOKAAOVUE KUTTAPIKES, yoviSiakeg, DNA, RNA katl dhleg,
UITopolV va Tpoo@EPOLV TNV eArtiba yia mbavr) iaon 1 IpoAnyn 0AwV Twv
npoavapepBEVIOV aobevelnv.

Ye auto 10 apBpo Ba eptypa@olv HEPTKES ATTO TIG L0 TIPOTYUEVES KALVOTOUES
TEXVOAOYIEG TIOV OLYKATAAEYOVTOL OTIG KUTTAPIKEG, YoviSiakég (DNA kau
RNA) kat stov mbava Ba sapéyovv oto peAlov v duvatdmTa KAADTEPNG
AVTIUETOINON G TOAM®DV S1a@opeTikov Tadnoemv Omweholumdn, YeveTika,
Kapdiayyelaka kal kakonOn voonuata.

Ot kuttapikeg Oepasteieg meprhaufavouy Ty KAAMEPYELA 1) TNV TPOITTOITOINOT
TV KUTTAP®V £E® QIT0 TO COUA TPV TNV £YYVOT) TOUg 0TOV acBevr), Omov
Aettovpyolv M oav eva «{ovtavo @appako». Ta kOTtapa propel va
mpogpyovVTAL asto Tov 1810 Tov aobevn, 1) va mapexovtat amo So.

O1 yoniSuakeg Oepameieg (DNA) avripetwmtidovv 1) mpoiapfdavouy voorjpata
(epupora) avrikabiotwvtag 1 adpavomolmvtag kamola yovidia 1) eloayovtag
véa yovidia ota kvttapa. EmutAéov, kamoleg Oepaseieg Oewpolvral
KUTTAPIKEG Kal YoviStakeg Tautdypova S10TL ¥POUOoTolotV TAUTOXpova Kat
TIg SV0 TEXVIKEG.

Teéhog yovidiakeég Ba ptopovoav va Bewpnbolv kar o1 Bepaseieg mov
otoxevovv 10 RNA, av kat dev ennpealovv dueoa 1o yovidiopa arid v
£K(PAOT) TOV HEo® TOL RNA.

ITa TPpOIHA otadia avantuéng yovidiakmv Bepasteiwy, pia amd Tig peya-
AUTEPEG TIPOKANOEIG NTAV 1] AVATITUEN KATAMNAGV POPEWV UETAPOPAS TV
yovidimv. Ot texvoloyieg petagopdg yoviSiov efediyOnkav onuavtikd Tig
televtaieg Svo Sexaetieg kal padi e avtd avgndnkav katl ot KAIVIKEG peAéteg
yoviSiakmv Bepamelmv ta teAevtaia Seka xpovia. Ot S1aPpopeTIKEG TEXVIKES
petapopag yovidiov mov eivan Stabeopeg onuepa exovv Béoetl ta Bepshia
yia e@appoyeg yovidiakng Oepasteiag otn Bepameia evog evpeog pACHATOG
avBpomvev acBbevelwv. Znuepa £xovue NHOn ot Siabeon pag apketeg
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yovidiakeg Oepareieg ev TOMEG AAAeg avaugveTal va eykplBody Ta emodueva
&tn. Meplkeg ammd TIg o EMETYOVOEG AVEKTIATPWOTEG 1ATPIKES AVAYKEC, OMWG O
Kkapkivog kat ot mavdnuikég Aoumdelg voool, avtipetwmidovral ndn otig pépeg
pag pe yovidiakeg Bepasteieg pe moMa vmooyoueva amoteléopata. Emuiéov,
0 OVVOLAOUOG NG HETAPOPAG YOVISIOV pe AMESG avakaADWeLg ot Blolatpik)
£pevva kal Tig veeg Proteyxvoloyieg avolEe véovg Spopovg yia ) yovidiakr)
Bepasteia. AUTEG 01 KAVOTOUES KA ETTAVACTATIKEG OEPATIEVTIKES OTPATNYIKEG TTOV
pavtadav adlavonteg HEXPL TPOTIVOG EXOLV APYXIoeL va evTAooovTal otadiakd
OV KAONUEPIVT] KAIVIKT) TTPOAKTIKT)

ITapaxAT® avaADOVTAl HEPIKES ATTO TIG TEXVIKEG TTOV XPTOUOTOI0VVTAL OTjUEPA
OTNV AVAITTUEN OTOXEVUEVKYV Bepamelmy oTo yovidimpa.

OryoviSiakég Bepaseieg pmopovv va AeIToupynoouvy pe S1a@popoug Uunyaviopuovg?:

+ Avuxatdotaon &vog yovidiov sov spokaiel Tnv acBévela pe &va Lvyleg
QaVTlypago tov yovidiov

« Amevepyoroinon evog yovidiov mtov mpokadel v acHeveia

+  Eoaywyn evog vEou 1) TPOITOTONUEVOL YOVISiov 0To omua yia va fondrjoet
ot Bepasteia pag aobevelag

O tostol yoviSwakng Oepasteiags:

DNA mAaodiov: Kukhikd popia DNA ta omolakataokevalovtal YEVETIKA yia
va petagépovy Bepastevtika yovidia ota avlpmmva kottapa.

Iwkot @opeig: Ot 10l £(OUV LA QUOIKN IKAVOTNTA VA UETAPEPOVV YEVETIKO
VAIKO 0Ta KUTTAPA KAl EMOUEVME OPIOUEVA TIPoiovTa Yovidiakng Oepaseiag
TPOEPYOVTAL ATTO 10UC. ZUYKEKPIUEVOL 101 TPOTOTOOVVTIAMOTE VA XAVOLV TNV
KAVOTNTA TOVG VA TTPOKAAOVV HOAVOUATIKEG aoBEveleg, Kal ¥pnouomolotvTal
g @opeig (oxnuata) ya mn peta@opd Bepamevtikmv yoviSiov ota avBpmmva
kuttapa. [MapdSerypa ta DNA gufola ya v avooosmoinorn katd tov SARS-
COVa+.

Baktmpuakoi @opeig: Ta Paxtipia propolv va tposmomonfolv yia va
QITOTPEWPOLY TNV TPOKANCT] UOAVOUATIKOV QOOEVEIOMV KAl 0T CLUVEXEIX va
xpnoomomnBovv we popeig (oynuata) yia mm Hetapopd DepamevTikmv yoviSiny
oToUg avBp®ITVOUS 10TOVG,.

To ovotnua CRISPR-Cas9 (clustered regularly interspaced short palindrom-
ic repeats), eival pia texvikn enefepyaciag tov yovidiowuartog, kabodnyoluevn
ato RNA kat pegohafovpevn asmo voukiedaon. To CRISPR eivat pia owkoyévela
aMniovyimv DNA mtov fpiokovial 0Ta YOVISIOUATA TIPOKAPLVMTIKGV OPYAVIOU®DY
OTWG TA BakTpla kal Ta apyaia®s. Avutég ot ahAnlovyieg tpogpyovtal amd Opav-
opata DNA Baktnplo@aywy siou eiyav LOAUVEL TTPOTYOUUEV®G TOV TTPOKAPVWTIKO
opyavioud. XpnoiomolotvTal yia TV aviyvevon) Kal TNV Kataotpo@r] tov DNA
Ao TAPOUOI0VE PaAKTNPLOPAYOVE KATA T S1dpkeld enakoAovBwy AotumEEwV.
Qg ek TOUTOVL, ALTEG Ol AAANAovyieg maidovv Paocikd poAo oTo avTiiko (6nAadn
KATA TV GAY®V) AUUVTIKO CUOTIUA TV TIPOKAPUOTOV KAl TTAPEXOUV UL LLOPPT)
emikmtng avooiag.>%7¢ To CRISPR PBpioketal 010 50% mepimov twv aAAnAoUXI®dV
TOV BaKmplakov yoviStopatwy kat oxedov 0to 90% twv apyaiwv.”

H Cas9 (;mpwteivn 9 mov oyetietan pe to CRISPR) eivan pia mpwteivn 160 ki-
lodalton mov maidel {wtkd POAO OTNV AVOCOAOYIKT ALV OPIOUEVOV BAKTN iV
gvavtt 1oV kat mAaopdiov DNA kat ypnowposmoleitar oe peyaio Pabud oe
£PAPUOYEC YEVETIKNG unxavikne. H kipla Aetrtovpyia tou eivat va koPel to DNA
Kal €101 va aAholwvel 10 yoviSiopa evog kuttapov. H teyvikn ene€epyaociag
yoviSiwpatog CRISPR-Cas9 ovveBale onuavtikd oto Noused Xnueiag to 2020
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stov astoveunOnke otig Emmanuelle Charpentier kau Jennifer Doudna.™

AVTIPoomIEVEL A ONUAVTIKT] avakGAUWn OTh YOVISI®UATIKE UNXOVIKT KAl
JPOOPEPEL LA ETMAVACTATIKI] TTPOCEYYION YiA TNV aAayn Tov avOpmImvov
YOVIS1QUATOG. 11213:14

H enefepyaoia tov yoviSiwopatog CRISPR-Casg pmopel va apaipeoel 0ploTtika
TO YEVETIKO eAATTOUA, ev®d aMeg peBodol yovidiaxng Oepaseiag mpoobetouvv
HOVO €va AEITOVPYIKO AVTIypaPOo £vOg YOVISIoU oTa KUTTAPA, AAAA S1aTnpovV To
vrokeipevo SuoAertovpyikd avtiypago tov yovidiov. Tnv tedevtaia Sekaetia,
moAvapBueg peréteg exovv amodei&el 0T 1o ovotnua CRISPR-Casg pmopei va
XPNOLOTTOMNOEL Y1a TNV TPOTIOITOINOT CUYKEKPIUEVHOYV AANAOLYIGY OTO YoviSimua
n m 610pbwon povoyovidiakwv acbevelmv o€ KUTTAPA 10TOKAANIEPYELAG,'S
0T PAAOTIKT) OE1PA TTOVTIKOV 1) ApOovPAioy KAl 0€ TTOAAAITIAQ OPYaAVA, OMIWG WG
EYKEPAAOG,'® TO NTTap,”'® 01 UG KAt Kapo1d.19-2+

Kuttapwkeg yonidwakeg Oepameieg CAR-T otov topea tg
oykoloyiag

H CART-T (Chimeric antigen receptor T cells) eival pia kvttapikr
yoviSiakn Oepaseia pe vAIkd ov mpogpyetal amd tov acbevr). Ot ypaipikol
vmodoyeig avtiyovov (CARs, emiong yvwotol wg yuaipikoi avooovmodoyeig,
yiaupikoi vmodoyeig T kuttdpwv 1 texvntol vmodoyeic T kuTtdpwv) elval
MPWTEIVEG LITOSOYEA MOV £YOVV Kataokevaotel yia va Sivouv ota T koTTapa
TN VEA KAVOTITA VA OTOXEVOUV H1A OLYKEKPIUEVT mpeTeivi. Ot vmodoyeig
elvat ypaipikol enedn ovvdvalovv Aertovpyieg SEoUELONG AVTIYOVOUL KAl evep-
yosoinong T kuttdpwv oe évav povo vmodoyxéa. H Siabikaoia g Oepaneiag,
TEPIAAUPAVEL TN ANYT) KUTTAPGV AITO TO AVOCOTOINTIKO CLOTH LA TOL aoBevolg kat
LETAPOPA OTO EPYATTIPLO OITOL YIVETAL YEVETIKT EMECEPYATIA XPTOOTOIOVTAG
UKO (POPEA KA1 0TI CUVEXELD LETAPEPOVTAL KAl peTayyiovral otov acBevry. Me
TOV TPOTIO AVTOTA YEVETIKA Tportomotnpeva T AgpgokUtrapa otav eioayBovv Eava
0ToV a0Bevn) PITOPOLV VA AvVAYVOPIoOUV KAl VA KATAOTPEWPOUV TA OUYKEKPIUEVA
KAPKIVIKA KUTTAPQ, OMtwg yia tapadetypa otnv ofeia Aepgpopfractikn Aevyauia,
IOV elval 0 GLUYVOTEPOC TAISIKOG KapKivog.

H teyxvoloyia CAR-T asmotelel éva «{wvTavo ¢APUAKO» TO 0TTO10 TTAPATKELALETAL
Eexwprotd yia kabe aoBevr). O1 CAR-T Beparmeieg mpaypatomolovvtal eQAamas pe
TNV EMOTPOPT] TOV EMAVATIPOYPAULATIOUEVHOV KUTTAPWYV GTOV A0HEVT)], EMOUEV®S
QTOEEVYETAL 1] TOAATIOPIA TV ETAVENNUUEVOV YN Ueobepasmeloy, Kal yia
TIOAOUG atd Toug aoBevelg emTuyyavetatl tayeiakatl Siapkng LPeoT) TG VOOOU.

RNA Oepanteieg

Eivat evpEng yvwoTd 0NV EMOTNUOVIKT KOVOTNTA €50 KAl TOAAEG SEKAETIES TTwG
stoMa Aertoupyikd RNA eivanl Sounuéva pe tETo10 TpOo woTe va oxnuUaTti{ovv
ovvdetikog BUAakeg 1 OYOUEG OV eival TPoofAaoipeg Ao KpA popla.
IMoAAG puokd, nuovvBetika 1 cvvBetikad avuProtika (.. apvoyAvkooideg,
TETPAKVKAIVEG, HOKPOAISeg, 0LACOMSIVOVEG KAl (PAIVIKOAEG) MITOPOVV  val
ovvdebovv amevbeiag pe pipoowuikd RNA ya va emtdyouv TNV avaoToAr
Bakmplakov AouwEenv. Q¢ €k TOVTOV, LITAPXEL AVEAVOUEVO EVEIAMPEPOV YA
MV avAITTun EApPUAK®OV HIKPOV HOPIimV oL 0Toxevovv 0to RNA emdektika
XOPTYNONG QIO TO OTOUA, KAl oplopéva exovv 1181 e10eA0e1 oe kAvikeg Sokuég.
O1 Bepasteieg mov Paocidovral oto RNA, cupmtepirapfavopevmv twv popiov RNA
WG PAPUAKA KAl TV KPOV Hoplov ov otoxevovv oto RNA, mpoo@epouvv
povadikeg evkAIPieg YA TNV ETEKTAOT] TOV EVPOVG TWV BEPATEVTIKGOV OTOXWV.

Mmopotv va xprnoipomonotv Siapopeg adiniovyieg RNA yia v emAekTik
Spaomn oe TPWTEIVEE, KUTTAPIKEG HETAYPAPES KAl yovidia mov Sev umopovv
va otoyevbodv amd cvpfatikd pikpd popla 1) mpwteiveg. Me v e€EMEN g
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Bloteyvoloylag &yxovv avamtuybel kawvotopeg pébodol yia ) PeAtiwon tng
petaBoiikng otabepotntag tov RNA kat tnv e€ao@aiion g e10050v kat Spaong
TOV evioKUTTAPIA.

Tnv tedevtaia Sexaetia Eyovv eykpiBel yiaiatpikn ypron apketeg RNA Oepareieg,
otng omoleg ovumepapupfavovial ta arrapepn (aptamers) souv Spovv
UNXAVIKA OTOV TPWTEIVIKO 0TOX0, Ta pkpa mapepfarropeva RNA (small
interfering RNA - siRNA) ka1 1ot avTivonuatikd oAtyovovkAigotidia (an-
tisense oligonucleotides) sov mapepfaivovv dueca ota RNA otdyovg.

Ta RNA kaOodnynong (guide RNAs) ceivalr faoikd OLOTATIKA TOV
vewv pebodwv emefepyaoiag yovidiov eve ot Bepasteieg pe paon ta popa
ayyeAo@opwv RNA (messenger RNA-mRNA) Bpiokovral vtd avamtugn
Yl TEPIOOOTEPO QO Ui Sekaetia wg Bepasmeiag avTikaTaoTaong TPWTEIVGRV
1N epPoitaocpo. Ot tedevtaieg avamtuyOnkav taybtata ta teAevtaia Svo xpovia
wote oTuepa va Ppiokovtal otn §1aBeon g avBpwmdTNTAg WG TO O ONUAVTIKO
OITAO V1O TNV AVTIUETAOIMION TNG avdnuiag Tov kopwvoioy SARS-COV2.

Me v KAtavonon Twv AEITOUPYIOV KAl TV KPiolwv polwv tov RNA oe
aoBéveieg, kaBag kat TNV avarttudn Texvoloylwv mov oxetidovial pe 1o RNA,
VITAPYEL AVEAVOLEVO EVOIAPEPOV YA TNV AVAITTVEN vewv BepamevTik®v pebodwv
mov Paoifovrar oto RNA22, 'Eva aitd ta peyaAltepa epmodia otny avastugn
Vewv DpaTEIV TTOV OTOXEVOLY OTIC TIPWTEIVES NTAV 1) OTOXEVOT] OUYKEKPIUEV®DV
aMnlovimv Tov TpwTempatog. Emi tov mapoviog, mavew amd 1o 85% Tov
npwtenuatog efakolovbel va Bewpeital pn otoxeLOWo pe TG ovpPatikeg
Bepameieg, eme1dr| 01 eP1000TEPES MPWTETVEG Sev SlaféTovv Kahd kaboplopgvoug
BvAakeg SEOEVOTG TTOV PITOPOVV VA ATOTEAETOVVATOXO Y1 LIKPA HOPLAL.

H o1dxevon Tov MPWTEDOUATOC EMOUEVHS QITALTEL KAIVOTOUES TTPOCEYYIOELS Y1
MV avakOALYn KATAAMNAOL TTPoodet EvavTl TPWTEIV®OV 7oV Sev UIopovV et
TOVL TTAPOVTOG va otoyxevbovy, kabamg kat TV avamtuln véwv Bepamevtik®v
TPOTIWYV Y1 AEITOVPYIKO XEIPIOUO TIPOTEIVAOV evO1aQEPOVTOC.23

H otoyevusévn amowodounon mpwteivov (Targeted Protein Deg-
radation-TPD) cival emopévwg pia A JTOAAA LITOOYOUEVT] TEXVIKI] TIOU
&yel avammtuybel yla v 0TOXELOT] TOV TPWIEMUATOC OV OeV UIOpovoav va
otoyevoovvol vrapyovoeg Bepameieg. H TPD ypnowosmotel pikpd popla ya va
ETAYEL TEXVITI EYYVTNTA UE TIG TPWOTEIVEG TIPOCAPLOYNG TTOV uecorafoldv oty
QITOIKOSOUNOT) TOV TPOTEIVOV HECK EVOC VEO-UITOOTPMUATOC TIPWTEIVIE YA VA
TPOKAAECOLV TNV QTOIKOSOUNOT] OUYKEKPIUEVODV TIPWTETVOV-OTOXWV4,

O1 xuttapikég kal yovidiakeég Oepaseieg eivar 0,11 o mponyuEvo €xel va
JAPOVOIACEL T} OLYxpovn 1atpikn. 'OA0 kAl TEPIOCOTEPES TPWTOTOPIAKES
Bepasteieg mov avoiyouvv Spopovg oe veeg SuvATOTNTEG, AVATITUCOOVTAL XAPT|
0g AUTEG TIG KAvoTopeg peBodovg, emTpemovtag pag va WAAUE KUPLOAEKTIKA
Yl HETACYNUATIONO TNG ATPIKNG EMOTAUNG. AVOlyouv TNV TPOOTTIKI| yid TNV
AVTILET®IION plag mAnBmpag aviatwv kalr SVokoAwv acBevelmv, Ox1 amAwg
avaotéMovtag v eEEMEN Toug , Kal avTipetowmi{oviag T CUUITOUATA TOVG,
MG ¢ eEatopkevpgveg otoxevovoeg Beparteieg puéyotng akpifelag.

*Ta apXaofaKTipLa OTIWE ATOKAAOLVTAV TTOAAOTEPA
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The online meeting on ethical challenges faced during COVID-19 era trig-
gered an insightful scientific exchange among clinical research profession-
als working in academia, research institutions, patient engagement consul-
tancies, ethics committees and Forum members.

The open dialogue was moderated in a partnership of EL.E.F.I. with BioMed-
Lex, an organisation with expertise in legal and ethical provisions, from ge-
netic testing and advanced therapies to clinical trials and precision medicine
research.

The key highlights of the scientific discussions cover few critical components
presented here below.

The pandemic directly affects the status and full spectrum of clinical trials. On
the one hand, it has highlighted new possibilities, in particular through proce-
dures for remote participation of volunteers and their monitoring. However,
it raises issues of accelerating clinical trials in terms of COVID-19 research,
but also a relative downgrade of clinical research priorities in other areas.
Emerging collaborations, tools, technologies and services are evolving at a
phenomenal pace raising research ethics challenges. In view of the observed
phenomenon, it is particularly important to adhere to the principles of ethics,
so as not to diminish the protection of patients’ rights.

Controlling the processing of personal data, especially in pandemic condi-
tions, where international data flows from clinical trial procedures have in-

AvabukTuakn Exbnlweon
Clinical Research &
Clinical Trials Innovation Forum
Meta tov COVID -19: Zntipata
AscvTohoyios NG Khakrig Epeuvag


https://www.elefi.gr/
https://biomedlex.gr/index.php/el/
https://biomedlex.gr/index.php/el/
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creased and accelerated, is an additional critical problem. To some extent, the
GDPR addresses the necessity of data exchange, but it is necessary to further
clarify several of its provisions by regulators, but also by national laws.

COVID-19 disease tends to overturn the conventional therapeutic approach
in medicine and surpasses the comparison with influenza and any precedent.
The new disease requires an innovative strategy to detect rapidly deteriorat-
ing patient subgroups prone to severe respiratory failure on the basis of mo-
lecular risk standards, biomarkers such as suPAR (soluble urokinase plas-
minogen activator receptor ) or an equivalent risk categorisation system, with
the aim of providing timely ICU admission, which would improve the man-
agement of the seriously ill and reduce pandemic mortality.

Repurposing development of the immunosuppressive medicine Anakinra,
hindering action of IL1a and IL1f3, as COVID-19 treatment in adult patients
with pneumonia requiring supplemental oxygen (low or high flow), was based
on SAVE Ph IT & SAVE MORE Ph III clinical trials.

The authorisation of the above extension of indication of Anakinra use by
the European Commission on the 17th of December 2021, is a noteworthy
research outcome of the Hellenic Institute for the Study of Sepsis by Prof.
Evangelos Giamarellos-Bourboulis, Principal Investigator, Professor of In-
ternal Medicine — Infectious Diseases at Athens Medical School of National
Kapodistrian University of Athens.

The willingness and altruism shown by the volunteers participating in the
clinical trials of the vaccines are a paradigm shift in the recruitment of in-
dividuals in clinical trials, which should be developed with the principles of
diversity and health equity, based on gender, age range, minorities, socio-
economic status, neurodiversity, special paediatric populations, the elderly
and other groups.

Simultaneously, health literacy and awareness around clinical trials, along
with the confidence in science and medicine gained during the pandemic,
are seen as a momentum of encouragement from the community and health-
care staff to participate in clinical trials.

In parallel, the strengthening of the consent process of the candidates for
their recruitment in studies by trained research staff and access to modern
educational audiovisual material that will explain comprehensibly the pro-
tocol & procedures will contribute to the effective understanding of partici-
pants’ rights and obligations.

On behalf of EL.E.F.I.

Clinical Research &
Clinical Trials Innovation Forum
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The new EU Medical Device Regulation (MDR) 2017/745 and In Vitro Diag-
nostics Regulation (IVDR) 2017/746 took finally effect in the European Union
on May 26, 2021 after approximately 13 years of consultation and prepara-
tion.

The new rules introduced significant changes to enhance the quality and safe-
ty of medical devices by strengthening how they are evaluated and certified
ahead of market entry; make the data used for approvals more transparent;
improve post-marketing surveillance with the expectation to reduce admin-
istrative burdens.

OpilovTal vEol OIKOVOHIKOI
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uppliers . .

¥ Subcontractors anaiTnoeiq Kai UI'IOXPE(I)O'EIC!
Parliament, Council Union, MRA EU Authorised Representative

Importer New stakeholders

Distributor

& requirements
New Legislative Framework deﬁned

By courtesy of Ms.Tarsi Giannouli presentation slide
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Despite the beneficial changes of both regulations, challenges to implementa-
tion remain according to the real-life experience of EL.E.F.I., Greek Pharma-
ceutical Medicine members and stakeholders, who had a webinar exchange
on 4 Nov 2021 with the participation of

V. Safra, PharmD, Deputy Head of the National Medical Devices Regulatory
Agency,

Tarsi Giannouli Physics BSc, Biomedical Engineering, MSc, DIC,Deputy
Manager PC Medical, TUV HELLAS (TUV NORD),

EL.E.F.I. Experts: Marianna Karafoulidou PharmD, Vassiliki Kliafa, Chemis-
try BSc, Joseph Athanassiadis, Chemistry BSe, Dimitra Tsapoga, Biotechnol-
ogy MSc, Varvara Baroutsou, MD, PhD, Internist, GFMD, EL.E.F.I. President
and IFAPP President Elect.

Ghazaleh Gouya - Lechner, MD, Founder of Gouya Insights, GPMed (Austria)
Board Member and Head of the IFAPP Communication Working Group.

Ninety-four participants engaged in an intensive dialogue with speakers and
moderators sharing their learnings and challenges with stricter rules in force
and unknowns of their implementation.

Everyone welcomed the improvements that new regulations bring, namely
greater involvement of scientists, clinicians and engineers in the scrutiny of
evidence and certifications,stronger safety and surveillance requirements and
access to clinical performance data, particularly for high-risk medical devices
and for in vitro diagnostics.

Annex |: Clinical investigation under MDR - regulatory pathway -

T By courtesy of
) Dr.Ghazaleh Gouya &
Ms. Dimitra Tsapoga

© Other clinkcal mestigasion
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ot for Legend:
1 -N':nﬂ end:
"\_ Regulatory status/scenario

B Article 62 of the MDR
: B Article 74(1) of the MDR
Kot be CE marked - Article 82 of the MDR and relevant national provisions

{45 cuttom-mida [ in-houss which may apply

e [, *Investigation refers to clinical investigatiany

A number of common challenges between Greece and Austria were
detected and are listed below:

« Transition period to MDR for existing products

« EUDAMED not being fully operational

« Uncertainties around the procedures for high-risk devices

« Major changes in clinical evaluation and clinical development

» Lack of guidance for mandatory requirements regarding clinical investiga-
tions becoming a burden for sponsors,ethics committees, authorities and
investigational sites due to clinical trials complexities
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OW DOES MEDICAL DEVICE REGULATION TRANSLATE IN REAL LIFE
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Funded under the Third Health Programme 2014 -2020

A general concern from the audience about whether adequate resources are
available to implement the MDR, due to theinsufficient numberof 23 current-
ly approved notified bodies to certify medium-high risk medical devices. A
higher capacity concern was expressed for the in vitro diagnostics conformity
assessment by only 6 notified bodiesso far.
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It was clear from the meeting discussions that despite remaining uncertain-
ties on various fronts, it is important that MDR operates,and by gainingexpe-
rience on how it works and which issues arise, Medical Device Coordination
Group (MDCG)reviews and further updatesmay be the state of play.
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HOW DOES MEDICAL DEVICE REGULATION TRANSLATE IN REAL LIFE

Ti npénel va
yvwpilete
., o
Enmrponty
By coul‘.tes.y (_’f Medical Device Coordination Group (MDCE) & Working Groups - Zuvrowetiné Dpyave Tamporexvodoyinuv Tooidviwy
Ms.Virginia (ZOITT) xai vmoouddeg.
Safra
presentation .f Jorified .‘_.‘?aa'i'es oversight (NBG) " ( V.¥ )

Sli de Standards

Clindcal investigation and evalvation (€IE)
Post-market surveillance and vigilance (PMSV)
Marker Survedlance (MS5)*
Borderfine and classification (B&C)
New technologies
EUVDAMED
Unigue device identification (LOI)
10,  International matters
1. In vitre diagnostic medical devices (TVD)
12 Nemenclature
13 “Amnex XVI* products
Guidance - MDCE endorsed documents and other guidance (87 documents)
https.//ec.europa.eu/health/md_sector/new_regulations/guidance_en
Borderline and Classification
MDCE 2021-24 Guidance on classification of medical devices - October 2021
Custom-Made Devices
MDCE 2021-3 Q4&A on Custom-Made Devices - March 2021
EUVDAMED
MDCE 2021-13 Rev. 1 QdA on obligations and related rules for the registration in EUDAMED of actors other than MF,

AR & IMP subject to the obligations of Article 31 MOR and Article 28 IVDR - July 2021 (MF of only custom-made
devices, MF of only legacy devices, MF of only old" devices, system and procedure pack producers...)

R BB N

MOCE work in progress (Ongoing guidance documents...)

The meeting concluded on the lessons learnt during these challenging times
and the need for a continuous dialogue & training. More specifically the find-
ings included the need for closer collaboration of stakeholders and crosstalk
with regulators for needed guidance and resources, adopting a patient-centric
approach under the current complexities and have the fast-evolving new tech-
nologies robustly assessed to ensure a safe transition with the MDR 2017/745
& IVDR 2017/746 Regulations and successful outcomes even during an ongo-
ing pandemic.

As a matter of fact, the Greek-Austrian networking exchange was greatly ap-
preciated by attendees not only as part of the middle size perspective of two
European Union countries but also from the interactive impact of two Phar-
maceutical Medicine associations, membersof the IFAPP organisation show-
casing a collaborative spirit and connectivity interest.

For your reference to the meeting presentations please visit EL.E.F.I.’s web-
site.

As author of this article and member of the organising committee of the event,
I wish to express my sincere thanks and gratitude to all speakers, modera-
tors and colleagues for their contribution to an engaging and highlyinsightful
meeting.
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H Xpnon ¥npi1akwv TEXVOAOY1WV OTa
Npoypdupata Ynootnpi§ng AcBevav

STEQPavog ZepPog

Executive Director PSP
BaoiAikn Ndoiou

Key Account Manager
Katepiva NikoAdou
HCP Network Supervisor
Mapia Navayadkn
Head Nurse

Mavayiwta ApBavitn

Total Quality Manager

H melopneia tov vmogpneuov xopnywv
IIYA emBupovv v xprion mobile applica-
tion aso Tovg acBevelg, aAAd pHoAig o 6%
auteOVv Aapfavet &ykplon amd ta apuosia
E0MTEPTKA TUMLLATA.

43% TV vmoyn@wv yopnyov IIYA
eykpivouv v ypnon multichannel ka1 om-
nichannel yia tig vtevBupioelg mpog Tovg
aoBevelg kat Toug PPOVTIOTEG.

H ypnon Texvntg Nonuoolvng oto
ovomnua Swayeipiong aocbevov aviavel
ONUAVTIKA TNV  JTAPAYOYIKOTNTA, TNnV
amoteleopaTikOTTa Twv IIYA ko kat
EMEKTAOT] TNV CUUHOPP®ON TV AcBevav.

91% Twv vIoYneuwv yopnyov IIYA em-
Bupovv v €€ amootdocewg exmaidevon
Twv acbevov kxat Twv @povuotwv. To

YK0OG¢ TOV poster eival va avadeifel TNy xprion Ynelakmy TEXVOAOYIOV
atd Toug aobevelg, TOUG PPOVTIOTEG, TOUG LATPOVE KAL TOVUC XOPTYOUS TV
[Mpoypappatwv Yroompi&ng AcBevov (ITYA).

O1 mnyeg twv dedouevmwv_yla to ovykekpluévo poster eivarl ta ITYA
ta omoia vmootnpidel 1 BIOAXIS Healthcare, ot mpoo@opég mov £xel
kataBéoel n BIOAXIS Healthcare mpog vitowrgplovg yopnyovg ITYA kau
TA E0WTEPIKA EPWTNUATOAOYIA-EpevveG Tov Sievepyei  BIOAXIS Health-
care ota mAaiola Aettovpyiag twv ITYA.

avtiotoyo 10000Td mpo mavonuiag Co-
vid-19 ftav 10%.

O1 aoBeveig ka1 01 YPOVTIOTES TTPOTILOVY (G
KUPL0 KAVAA ETIIKOIVOVIAG TNV TNAEPWVIKN
KA o1. AkohovBei To SMS kat o1 epaApUOYEG
unvopatov. Tedevtaia oty mpotiunon
EpyeTal N emKolvwvia péow email.

12% Twv aoBevev emAeyovv Vv €€ amo-
otdoewg ekmaidevon. To avtiotoyo mo-
000TO KATA TIg 7mePlodovg KkaboAkov
lockdown Aoyw mavdnuiag Covid-19,
Stapoppwvotav oto 21%.

O1 mepoodtepol 1atpol embBupovv  va
Aaupavouv evnuépwon péow email ya Tig
evépyeleg Twv acbevov Toug.

H yprnon véwv TeXVOAOYI®V £ival TALOV AVITTOCTACTO KOMMATL
v IIYA kol Qutég MPEREL va ETMALYOVTAL UE ETUKEVIPO TOV
acOevn yua va atoSmoovv ta peyota astoteAéopata. O yopnyot
Tov IIYA aviiaupavoviat tqv adia oV VE®V TEYXVOAOYLOV,
emBuuoty TV YPNoN Tovg AAAA O KATOIEG TEPUTTOOELS Ol
E£0WTEPIKOL KAVOVIOLOV S£V TOUC TO EITPETOLVV.

BIOAXIS™
Healthcare

@@ 2021 © BIOAXIS Healthcare SEE A E. - www.bioaxis.com
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AvaAuon AieBvouc Ynoiakou NMpoypdupatog
Ynootnpi§ng Kapkivonabwv

Svumepaocuata yia to Méarov

0. Koopidng

Chief Executive Officer, Care Across
X. Aayoyidvvn

Behavioral Scientist, Care Across
M. Koopidng

Chief Medical Officer, Care Across

YKOmTOG

H ypnon g texvoloyiag oty vyeia avEavetal ovvexws. H epapuoyr| g
otV PeAtioon g mo1dtnTag {wng TV achevav Ue KapKivo elval akOpd vto
Siepevvnon. H CareAcross avélvoe Ta TpoypALUATA VITOOTHPIENG aoBevav
70V Tapeyet StadikTvakd.

YAwo

AoBgvelg pe Kapkivo pHaotov, Jvebuova, Taxeog EVIEPOL 1| TTPOCTATI), AT
8 ywpeg, haPav eatopkevpévn voompEn pEow TV StadikTvakwov
TAATPOPUV®VY, OYXETIKA ue v mootnta (wng H vmoompi&n agopovoe
OUVOAO TTAPEVEPYELWMV TTOV, e Baon v BipAoypapia, Bewpolvtal ouvnbelg
ya g mafnoelg avteg kal Tig avrtiotoleg Bepaseieg tovg. Ot
aoBevelg kateypagpav oyxetikd ototyeia (ovpmepiapfavopévev
Bepamel®y KAl CLVVOOTPOTHT®V), KAl AVEPEPAV TEPLOOKA TIG
TTAPEVEPYELEG TOVG (emmAgéyovTag artd avTiotoiyn Alota). Xe kabe
avaeopa, Aappavay eEATOUKEVUEVO VITOOTNPIKTIKO VAIKO Y1 TNV
BeAtion Siayeipion kabe mapevepyerag. H avaivon agopovoe v
BeATinon TwV TAPEVEPYEIDY ACDEVHOV TTOL KATEYPAWYAY AVAPOPES
>=2 (POPEC.

e
careacross
H s€atopikeupevn Wneiakn Ymootnpién

UTOPEL Va MPOCQEPEL GNUAVTIKN BeATiwon
otnv Modtnta Zwng Twyv acOevwy:

BeAtiwon TapevEPYEILY avd KApKivo

Napevépyela

Maotol  MMvedpova I Evtépou
37.1%
41.9%

62.0%

NpoBArfpata dmvou
Enpoctopia

Avokolhotnta 56.3%
Muoyeusia 72.4%
Mappowa 6%

CareAcross

Mewwpévn opeén
Mévol 6To GTOHG
TUyKpPITIKN
BeAtiwon

Me vs Xwpig
MetaoTdoelg

Me vs Xwpig
ZuvvoonpoTNTEG
2%

30%

H CareAcross eivau Digital Health etaipeia, pe onuavtikn epmeipia
oy eatopikevpévn vrootpign acbevmv, kat m ocvAoyn Pa-
tient Insights & Patient Reported Outcomes yia tnv avaivon kat
BeAtiwon twv vinpeoinv Yyelag.

Komwan
“fmivog -12%
Fnpootopia 9%
Konwaon 15%
“Yrvog 5%
Fnpootopia 9%
Kamwon 1%
“Yrvog -20%
Enpootopia 7%
Kamwaon 40%
“Yrvog 1%
Inpoctopia -8%
Euxaplotoupe toug acBevei§ yia TV oULHETOXT) Toug!

Contact: info@careacross.com

Maatou

AmtoteAéopata

Mvelpova

Znv avaivon ovprtepAn@inkav 2203 acBevelg (Siapuecog xpovog
sapakolovOnong — 4,9 unveg). O1 CUYVOTEPES TTAPEVEPYELES T)TAV:
KOM®OoT, tpofAnpata Vvov, Enpootouia, SUoKOIMOTNTA, AAAAYES
oV yevor, S1appola, LELwUEVT) OPEEN, EVOXATOELS OTNV OTOUATIKN
KOWOTNTA.

Mpootdtn

Evtépou

H ovyvomntd tovg, Aaufavovtag uvmown omolodnmote onueio
ava@opdg katd v S1dpkela g mapakolovdnong, Kupavotav
petafy 7,5% [adayég oty yevon (kapkivog mpootat)] & 65,6% [komwon
(xapxkivog mvevpova)].

To mpdypauua emépepe PeATioon Twv TAPEVEPYEI®V £wC Kal 91,7%, av
ovykp1Bel n TeAevtaia ava@opa Le TIC TPOTNYOUUEVEG AVAPOPES, ava aobevr).

To mpoypauua NTav AYyOTEPO AINOTEAEOUATIKO Ot aobevelg pe kapkivo
TIVELLOVA, KAl KVUPIwG 0TV KOwon (Uelwon ouyvotntag Kata 25,7%).

Tvumepaouata

H BeAtimon g mototntag {wng acbevav pe kapkivo peow Stadiktvakmv efatopikevpevay ITYA, eKTO¢ KEVTIPWV, eival
epkt). H ouAoyn deSopévav pmopel va odnyrjoel o 0Toyevpevn avEnon g ATOTEAEOUATIKOTITAG TOUC, KAl 0TIV
kaAUtepn Srayeipion mopwv (Snuociwv & 110 TIKMVY). ATTAITOVVTAL TUXAIOTONUEVEG HEAETEG YA TNV aKpIeoTepn
a&loAoynon toug kabag kal v ektipnon g mbavrg enibpaong ota Tvotnuata Yyeiag.
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Y100€TNON VEWV TEXVOAOY1WV OTNV €TAlplKn
Aeltoupyia yia thv uhonoinon NMpoypdappatocg

Mapia MaAiouddakn
NoonAeUtpia, YnedBuvn
TnAe@wvikoU Kévtpou
Ynootnpi€ng ForHealth

Ynootnpi§ng AcBevav

Ewoaywyrn)

H meplobog g mavdnuiag énma€e kataAvtikd polo otnv avadel&n g
AVAYKING V10DETNONG VE®V TEXVOAOYIDV, 0€ OAOVS TOVG TOLEIC Ae1Tovpyiag Tng
etaupeiag.

H mpoxAnon g ampookomtng kat ac@aiovg Aettovpyiag g ForHealth,
eneTeLYON 0710 100%, LLE TNV XPTOT) TEXVOAOYIKQOV AVOEWV, 01 OTIOIEC EMETPEWPAV
TNV ad1aK07N TAPOYT TWV LINPESI®V, og 0Aa ta ITpoypaupata Yoot piEng.

IMapdnia ovvefarle Betikd otnv toAvetn npoontdbeia g ForHealth, yia
v vlomoinon [poypappdtwy Yoot piEng, ta omoia va iepriapfavouy veeg
TEXVOAOYIEG, ETMTUYYAVOVTAG TNV QITOUAKPUOUEVT] TTAPOYT EKTASEVTIKGOV
VI pPeEoI®Y, og acbeveig mov Bpiokoviar oe Bepasteia pe vVTodopP1o Ploloyiko
TTAPAYOVTAL.

YAko — Yanpeoieg

Tov Maptio 2020, Aiyeg HEPEG TPV TNV AVAKOIV®OT] TOV HETP®V TEPLOPIOLOV

g kukAogopiag, n ForHealth evepyosmoinoe to Business Continuity Plan, to

o71010 septAaufave petafd AMwv Kat Ta Eng HETpA

« A&omoinon PBX (Private Branch Exchange) TnAepwvikov Kévtpov oe
datacenter

« Cloud phones 0Toug LTTOAOYIOTEG TV XPTOTOV

UE QIOTEAEOUA TNV AueoT petafaon oe TAepyaocia, Y TpmT Qopa,

0V 98% Twv epyalouevmv NG etaipeiag. AvTiotolya Ue Tnv ¥pnon twv

TAPATIAV® TEXVOAOYIKMDV AVCEWYV, OAOL Ol ovvepydteg Tov TnAe@wviKoL

Kévtpov YmootmpiEng (7) oe mooootd 100 %, Eexivnoav va epydaldoviat

QITOLLOKPUOUEVA, €VTOG Alywv ®pmv Ao Tnv evepyosnoinon tov Busi-

ness Continuity Plan. H emintwon omv eumnpémon tov [Ipoypappdtwv

Yoot pi€ng, fitav undevikn.

AvTtiotorya tov Oktwfpro 2020 1 ForHealth avélaPe, yia Aoyapraoud

TOAVEOVIKIIC  PAPUAKEVTIKNG — €Taipeiag, TNV LAOTOINOT  JIAT|POUG

IIpoypaupatog YmootnpiEng, pe otoxo tnv vioBemon vewv  uebodwv

TTAPOYNS TV LT PECILV Tov [Ipoypappatog Yoot piEng, Le tnv Xpron véwv

TEXVOAOYI®V. TTIG LN peaieg mepthaufavoviav HeTald dwv

« Asmopakpuopévn Aetrtovpyia TnAepwvikot Keévipov Ynootpiéng,

«  Exmaidevon aoBevov péow Sradpaotikov exkmtaibevtikol video

+ Online exmaiSevon aocBevodv kKAt PPOVTIOT®V LEC® Web TAATEOpuag
Aekmaidevong 1) Sia {wong

« Avtopatomowmnuéveg YrevOupotikeg Ynnpeoieg

« Kart Oikov I[TapaSoon @apudkov

IMa myv efaywyr| Twv amoteAeopatwv An@dnke vroyn to SiloTnua 10.2020

— 11.2021, KATA TO 071010 €L PeTHONKAY CUVOAKA 224 aoBevelg, o1 omoiot
Eexivnoav Oepaseia [Le TO CUYKEKPIUEVO OKEVATHAL.
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YIOOETHZH NEQN TEXNOAOTIQN ZTHN ETAIPIKH AEITOYPTIA I'IA THN YAONOIHZH

NPOrPAMMATOZ YNOZTHPIXHZ AZOENQN

v
AmoteAtouata
Evépyeia Aptdudc Aodevwv | % emi tou ZuvdAou
AmntootoArj Demo Video 120 i
Web Training 25 24, 37%
Movo Awx Zwoneg Exnaibsvon “ 19,64%
OAot ot tunot Eknaibsvonc 4 4.00%

Tportol Eknaidsvong¢ AcGevwv

200

150
180

100

50

Arroogrodsn Demo Web Training Movo fwx Zdrong OAot ot Tumot
Video Exrtxideuan Exnaxideuong

« 210 80,36 % Twv aoBevarv eotdAn ektaidevtikd video kat
TPAYLATOTOONKE AITOUAKPLOUEVT] eKTaidevon

o 14,37 % TV mapamave acbevov Jtnoav enavektaidevon kat
npaypatomomOnke on line TnAekmaidevon

e 4,00 % TV a0BeVHOV TTOL TPAYUATOTIOWONKAV Ol TAPATIAV® HOPPES
ekmaidevong artnOnkav kat dia {wong ekmaidevon
o Tenypa@ikn Katavoun oTo 51,92% Tng eAMIVIKNG EMKPATELAG

e 093,30 % TV acHevav ekTASeUTNKAV EVTOG 24 WPDV

TvumepacuaTa

H navdnuia ovvéteve mote va apBolv ol Omtoteg avtippnoelg amd aobevelg
KO (9POVTIOTEC, 0TIV VI0DETNON VEOL TPOITOV, ATTOUAKPVOUEVTC eKtaidevong,
Y1a TPMTI POPA O TOOO EVPELA KAIUAKAQ, LE TNV XPT|0T VEDV TEXVOAOYIMDV.

H avtamokpion acBevaov kat @poviiotov nrav iSiatepwg ek, kabawg
N CUVIPUITIKN TIAEI0YN@Iia Toug LIoDEToe TNV ATOUAKPUOUEVT] TTAPOXT)|
TnAexmalbevtik®v vanpeoinv. [HapdAnia emnetetyOn onuavTikn peinon
0TOV XpOVO VAOToINong g ekmaidevong arld Kal 0To KOGTOg VAOTIOINOTG
tov IIpoypdaupatog YrrootnpiEng

'OAd TAL AVOTEP® GLVITYOPOUV OTL 01 Veeg Texvoloyieg ouveParay Betikd ot
ouveyon Aettovpylag g etalpeiag kal v e§umnpeTnon twv acbevov, aote
va tapapeivovy ovvepyaldopevot pe tig odnyieg tov Bepastovrtog Iatpov.




EEEAIEN TwV "napadoolakwv PSP -Patient Support
Program” oe "CPP -Combined Patient Programs | Physical &
Digital Services” AOyw Twv analrtnoewv TNG VEAG ENOXNG

Avaotaoia Maupia
revikn AleuBlvtpla Patient Plus

Ta “CPPs” onuepa WITOpoUV va EMTUXOUV KOAAUTEPN OLUUOPP®OT &
ekmaidevon aobevov HEOW TWV PNPIOKOV LIANPECI®V ekmaidevong &
VevOLLIONG |NAEKTPOVIKEG EQPAPUOYEG| TTOU TTAPEXOVV GLUVEXT] LITOOTHPIEN
yia v tapakoiovOnon kat ) Siayeipion g aobevelag, g Siabeong 17/kat
g YuyoAoyiag tov acBevr).

Ta “mapadoolaka PSP” ouvvBwg mepraufdavovy vmnpeoieg Omwg
tave Mad1ko Siktvo eEe181KeVUEV@WY VOOAEUTOV, TNAEPOVIKO KEVIPO ITOV
XPNOLOTOEL PNPLaKES TEXVOIOYieg TpmTNg yeviag |live calls, SMS, follow up
calls xau email |, kaBwg ko Tapadoon papudkov kat' otkov. Aev eival TAEoV
eANKLOTIKA AOY® TOL LYNAOL KOOTOUC KAl TNG XAUNANG EMEKTACIUOTTAG
TV LINPECIHV. Q0TO0O0, 1 TeEXVOAOYIKN TTPpoodog pag Sivel epyaleia yia va
EemepAoovpe AUTA TA eUTOSIA KAl VA TTPOCPEPOVLE TTOIOTIKEG VIINPETieg
0TOUG a0BeVeElg TTOV LITEPPAIVOVY TOVG YEWYPAPIKOVS TTEPIOPIOUOVE KAl TO
péyebog Tov TANBLVoPOL TV acbevav.

Iwg wropovue va Ipoo@EPOVUE OTOVE
aoOeveic vrootmpi&n ov TapLadet (e v
KaOnuepiwvomta tovg, tig ovvnBeteg, Tig
TeMOONOELC KAl TA KIVI)TPA TOVG, OF KaOe
otado tov OeparevTieov) Tovg Ta&tdov;

Svvdvalovtag tnv Texvoloyla kat tnv emotun |“CPPs”|, upmopovue
va mpoo@épovue  efumva  PSPs, mpooapuoouEvVA  OTIC AVAYKES TWV
aoBevav, SievkoAlvoviag v kabnuepvotnTd Tovg Kat evBapplivovtag
TOUg OTNV emiTeven TV TPOOWIK®MY Tovg OTOXwv. 'Exovue avamtiiel
1ot TIPWTOTOPIAKT] KAl TTOAVETINESN TAATPOPUA PNPLOKNG Vyelag mtov
EMTPETEL TNV ALTOUATOOINOT NG Slayeiplong g 1aTPIKNG TTANPoPopiag
kat g Stadpaong 1atpov - acbevolg pe aopaiela kar aglomotia. ITapéyet
mAnBwpa on/off emAoywv wote va efunnpetoet kabe avaykn, oe eva apesa
TIAPAUETPOTIO OO K1 EEAPETIKA PLAIKO TTEPIPANNOV ¥PTIOTG.

CASE STUDY

“CPP-Combined Patient Program” ywa aoBeveilg pe cofapd nwovo@iaiko
aoBupa. Ipokeltar ya eveoluo S1GAVHA Og TIPOYEUIOUEVT] CLPLYYA JTOV
xopnyeitat vrodopia.

XKOIIOXZ TOY “CPP”

o Jvveyng mapakoAovbnon twv acbevov ov Aaufdavovv v Bepaseia.

« Tnpnon touv oUvBetov BOepamevkoy MPWTOKOAMOU, HEC®  TOU
eCatopikevpEvov mAavov @povtidag Tov acBevn.

o AUEnon g ovuudpewong mov Ba emeépel ta embovunta Bepamevtika
amoteAeoUATA.

«  Ev8uvauwon tng oxéong epmotoovvng petald aocbevr kal Bepasovia
atpov.

« Evnuépwon tov Bepdmovta atpov ya tig arayég g diabeong tov
aoBevn) | mood diary | kau twg avto ennpeadet TNy kKaBnuepvoOTNTA TOL.
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EEZEAIZH TON "MAPAAOZIAKQN PSP -PATIENT SUPPORT PROGRAM™ ZE “CPP - COMBINED PATIENT
PROGRAMS | PHYSICAL & DIGITAL SERVICES” AOIQ TQN AMAITHZEQN THZ NEAZ EMOXHZ

YITHPEXIEX “CPP-Combined Patient
Programs” | Physical & Digital Services

o« TnAeewvikd KEVTPO 7OV QTAPTIETal ad eEEIO1IKEVUEVO VOOTAELTIKO
TPOCWITKO.

o TTaveMadikd Siktvo e€eldikevpevmwy VOOAELT®VY IOV avaAaufavet v
Katoikov ekmaidevon twv acbevov otnv aywyn.

e Tunua @appAKOETAYPLUIIVIONG YA TNV Kataypapn AvemBiuntwv
Evepyeimv.

o Tlaparapn-ITapadoon @apuakov kat oikov.
«  HAektpovikn e@apuoyT) ToV AE1Tovpyel 0V TPOOMITKO NUEPOADYI0 VYeiag,
OUVOAIKT] £1KOVA TOV TTAAVOL (ppovTiSag, LUBOVAES, TTANPOPOpPieg KA.

o HAeKkTpOVIKI] €QAPUOYT OV AEITOVPYEL OAV TPOOWIIKO TNUEPOAOYLO
S1aBeong, Bonbaet toug acbeveig va mapakolovBodv kat va kataypapovv
Ta ovvaoOnpata Tovg & TG OKEWEIG TOUG UEXPL TNV ETMOUEVT EMOKEWT)
TOUG OTOV 1aTPO.

ATIIOTEAEXMATA

«  AUEnomn mg ovupdpPw®ong tov aohevi) 0To BEPATTEVLTIKO TOL TTPWTOKOANO.
«  Emitevén tov feAtiotov Bepastevtikol o@elovg.
«  KaAvtepog eheyyog tng 61dBeong tov aoBevr) pe aobua.

o EvSuvauwon g oxEong eumotoolvig LETAEL TV S0 pepmv aobevn kat
Bepautovta tatpov.

XYMIIEPAXMATA

O1NAEKTPOVIKES EPAPLOYES LITOPOVV VA GUUPAAOLY BeTIKA 0TI CLUUOPPWOT)
TwV acBevmv oL eival eE01KeEIWEVOL e TNV TEXVoAoYid. QoTdo0 1) Bepasteia
artevBivetal oe aobeveig OV AVKOUV Og S1APOPETIKEG NAIKIAKEG OHASES

w ka1 Sev elvat 6Aot 10 1610 e€okelwUEVOL e TNV TEXVOAOYIA e ATTOTEAETHA O1
. [ {wVTaveg KANoEe1g & 01umevOUHIOELG LEC® TOV TNAEPWOVIKOU KEVTPOL va Ttai{ouv
pat]ent p us JIOAD ONUAvVTIKO POAO Yl TNV TNPNOT TOU BEPAITEVTIKOD TIPWTOKOAOL TOV
Comelisnce-tducation Frograms acBevr). TEAOG, 01 NAEKTPOVIKEG EPAPUOYES OEV UITOPOVV VA AVTIKATAOTI|COVV

m @povtiba mov Ba AdPel évag aoBevrg amd évav emayyesApatia vyeiag,
puopovv opmg va Statebolv wg emutpoobeto epyaleio oTov emayyeApatia
vyelag £To1 MOTE va €Xel pia KAOADTEPT) E1KOVA NG KATAOTAONS TOV aoBevoig
OXETIKA pe TN Siayeiplon g vooov tov & tnv kabnuepvottd tov.
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4UNVIaio NAEKTPOVIKO Tre-
podwo g EAMnvikng
Etaipeiag Papuakevtikng
Iatpwerng (EA. E.®.1.).

Awpeav un'kepdookomkn
ETMOTILOVIKN éxdoon.
Aev gmrpémeTatl ‘n. ava-

Snuoocievon Twv KEUEVGOV
X0pig TNV - adsia. Tmv ovy-
vypa@émv kat ¢ EAE®I.
Ta keipeva amnyovv: mg
WTOWPEIGTOV OVYYPAPEWDV.

I aonog:
I'avva Nikng,

6973236595
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