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EAE®I,

O kUplog okomog g EA.E.®.I. eivan 1
KaAMEpyela kat mpoaywyn g Papua-
kevtikng Iatpkng (@.1.).

O okomodg avutog vmnpeteitan pe Siapo-
povg TPOTTOLG KAl Spaotnplotnteg, mov
TEPLOTPEPOVTAL YUPW QIO TO EMOTH-
HOVIKO, eKTTAISEVTIKO Kol eKSOTIKO €pYo
Mg eTaIpEiag Kal apopovv:

1.

EA.ESPI.

EAAnvViKn ETalpeia
Pappakevtikng Iatpikig

Ymnv npowBnon g e€erdikevong g
dappakevtikng latpwkng kot otnv
OUVEXOH ?Vn SKHGISSU("“ og avtny H yévvnon g Appoditg, Fritz Zuber-Buhler
yia v e&eNin Twv pehwv pag. Eidi- (1822-1896).

kotepa 11 EAE®I oe ouvepyaoia, pe

v IFAPP Academy, avakolvwoe Tnv cuvepyaoia g yua dtadiktvakn ekmai-
Sevon & motomoinon oty @.1. tov Okt®Pplo tov 2017.

STV OUOTNUATIKT] ETOTNUOVIKT EVIIUEPWOT] HECK TOL TEPLOOTKOV pag “Apyeia
EMnvikng Etaipeiag ®@appaxevtikng Iatpkng”, mov mapabétel Tig taoeig Kat
Toug TTPOPANUATIOHOVE YUP® amtd TNV Plolatpikr Epeuvva, TeXvoloyla Kal Kavo-
TOUIA Y1a TNV AvATITUEN, EYKPLOT] KAl XPTOT] TV VE®V KAl TTPONyUEVWDVY Departel-
WV, 0TS KA1 TNV Sievepyeia twv mpotev webinars tov Oktwfplo -Noufplo tov
2017 y1d TNV JIPOETOUACIA TV evilapepouévwv yia v e&edikevon oty dap-
paxkevtikr) Iatpikn.

Tty Sopyavwon ovvedplov, nuepidwv kal ekmabevTikmv ekSnAmoewv pe 2
eCaipetika mapadetypara, to 30 Tuvedpilo pag tov Iovvio Tov 2017 Kal Eva TPw-
TOTUIIO PPOVTIOTIPLO KAIVIKDV PHEAET®V TOV AgképPplo Tov 2017.

. Znv Snuovpyia evkapt®v ekmaibevong kat S1akplong Twv HeEA®V pag, Ue mpo-

opato mapadetypa v asovoun g Siebvoug votpogiag IFAPP Academy oe
uédog g EA.E.@.1.

INa 1o 2018, wg mpdedpog Tov AY g EA.E.®.1, Ba emSimEw emumAéov g emiteving
TOV KUPLOU OKOTTOV e TNV OTPIEN Kat Tpowbnon twv facik®v pactplotntoyv, Ka-
TTO10VG GTOXOVG TTOV Be®POVUE ONUAVTIKOUG WG A.X. KAl ApOopovV OTNV:

1.

ITAnp&otepn £MKOVOVIA LE TA HEAT, TNV ETNOTNUOVIKT KOWVOTNTA KAl TOUG Tai-

EAAnvikn ETaipgia ®appakeuTikng latpikig (EA.E.®.1.)*
MéAog Tng AieBvoug OpooTtrovdiag Xuloywv DapuakeuTikig latpikig (IFAPP)

Maiavdpou 23, ABriva 11528

TnA.: 2107211845, 2107243161 (latpikr} ETaipeia ABnvwv)
Fax: 2107226100

email

* ¥V EA.E.®.1. ouppeTéXouv wg PEAN 10TPOI, GAPHAKOTIOION I} TITUXIOUXO! BIOAOYIKWY ETTIGTNHWY, Ol OTTOiO!
agxohouvTal ue KAIVIKEG HEAETEG (EPEUVA), PAPPAKOETTAYPUTTVNOT), EYKPIOEIG POPHAKWY Kal uE GAAOUG
TopEig TNG PaPPAKEUTIKNAG laTpikAg.
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Ouvéxela anod 1n oeA.

POVG HAG, AVAVEMVOVTAG TNV 10TO0EMEA Hag KAl EVIOKVOVTAG TNV TAPOL-
ola (ag HEO® TWV VEMV TEXVOAOYIWV.

2. Avayvoplopotnta g tavtotntag tg EAE.®.I. kot ) peyakitepn ovp-
BoAn g onig petappuvbuioeig kar Spacelg mov Ba TPodyoLY TEPAITEP®
TNV €PEVVA, AVAIITUEN KA KAVOTOUIA HECK TV EVPUTEPWY GLVEPYATIOV
NG L€ EMOTNUOVIKEG eTANpEieg kAt popeig otnv EAAGSa kat 1o e€wtepiko.

3. Avamtugn ovvepyaoiov pe epeuvnTikA &IavemoTnuiakd §pvpata yia
TNV XAPTOYpaPnoT eEE181KEVONC KEVTPWV TTPO-KAIVIKNG, KAIVIKNG KAl pEe-
TAPPAOTIKIG EPELVAC, CLUTEPIAAUPAVOUEVOV KAL KEVIP®WY KAIVIKQOV 50-
Kipuov ®doewg I & Proof of Concept studies, otnv EAAGSa.

4. Anuovpyia Opuadwv epyaociag HeA®v pag yia tnv VAOTIOINGCT TV eMoTh-
HOVIKGV & eKTTASELTIKGOV CUVEPYAOI®MVY KAl SpAoewV emKovmviag, 5ivo-
vIag Prpa o Kavovg vedTepoug ouvaSEAPOUS vITooTNpijovTag TNV e&e-
A& tovug.

310 Tapov TeUX0g Tov meplodikov pag Ba gxete v evkaipia va Ppeite Ae-

JITOUEPELS AVAPOPES V1A TIC TIEPLOOOTEPES SPACEIS LAG, TTOV OTOXEVOVUE OTNV

evepyn oLUPOAT 0ag, WG LECO TPOCWITIKNG 0AG AVAYVQOPLoNG KAl eEENENG.

O&AoVE VA 0AG TTAPAKIVI)OOVLE VA LITOOTNPIEETE TIG TPWTOPOVAIEC AVTEG KA

mv a&la twv otoxwv ¢ EA.E.®.1. ka1 va yivete kovwvol twv mpoomadeinv

AUTGOV.

Kan Xpovia, KaAn Apyn,
Yyeia, Ato1060&iq,
'Eumvevon kat KaAr) Zvvepyaoia.

Eivat oto ¥€pt 0Awv pag va otnpifovpe v EA.E.®.I. kat va kavovpe v

Sapopd, wg emothpoveg & evepyd pEAN g kovomrag e PappakevTikng
Iatpikrg!

IToMég Evyég kat Evyaplotieg

Bapfapa Mrapovtoov




BiBAloypagikn avaokonnon

Bapa Mnapoutoou

1.

AekeuBplog 2017

EMA revised guideline on Strategies to identify
and mitigate risks for first-in-human and early
clinical trials with investigational medicinal
products enters into effect 01/02/2018

Source: http://www.
ema.europa.eu/ema/
index.jsp?curl=pages/
regulation/general/
general_content_001001.
Jjsp&mid=WCobo1aco580029570

2.

This document addresses non-clinical issues for consideration prior to the
first administration of an investigational medicinal product in humans. It also
addresses the design and conduct of trials in the initial phase of single and
ascending doses during the clinical development. [WC500002988.pdf]

Randomized Controlled Trials in Health
Insurance Systems

Source: http://www.nejm.

org/doi/full/10.1056/
NEJMrai510058

September 7, 2017

The NEW ENGLAND JOURNAL of MEDICINE

REVIEW ARTICLE

THE CHANGING FACE OF CLINICAL TRIALS
Jeffrey M. Drazen, M.D., David P. Harrington, Ph.D., John J.V. McMurray, M.D., James H. Ware, Ph.D.,
and Janet Woodcock, M.D., Editors

Randomized, Controlled Trials in Health
Insurance Systems

Niteesh K. Choudhry, M.D., Ph.D.

HE WELL-RECOGNIZED LIMITATIONS OF TRADITIONAL RANDOMIZED,
controlled trials (RCTs), including their cost, the nature of the patients and
providers included in them, and even the types of interventions that they
can evaluate, have led to the search for alternative methods and settings for con-
ducting these types of studies. Pragmatic trials,! also referred to as “practical” or
“effectiveness” trials, have been widely advocated as means of addressing these
limitations. These designs rely on simplified data-collection processes, strategies
such as broad eligibility criteria for both patients and providers, and an acceptance
of protocol “violations” such as crossover, nonadherence, and loss to follow-up
that make the trial conditions similar to the way in which care is delivered in
routine practice.>®
Many of the pragmatic trials that have appeared in the peer-reviewed literature
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EMA and EUnetHTA finalize joint work plan
2017-2020

Source: http://www.
eunethta.eu/news/ema-and-
eunethta-finalise-joint-work-
plan-2017-2020

v Medicines regulator and
..l \\ network of Health Technology
){ Assessment (HTA) bodies
continue to strengthen their
collaboration

eunethta

The European Medicines Agency (EMA) and the European Network for Health
Technology Assessment (EUnetHTA) have published a joint work plan outlining key
areas of collaboration for the next three years.

The EMA-EURetHTA collaboration, which began in 2010, aims to harness synergies between
regulatory evaluation and health technology assessment (HTA) along the lifecycle of a medicine
whilst respecting their different remits. The overall goal is to improve the efficiency and quality of
processes and ensure mutual understanding and dialogue on evidence needs. This facilitates
improved access to medicines for patients in the European Union (EU).

4. EMA Guidance on Brexit-Related MA Changes
while Industry Bodies need Transition period

Source: http://www. The EMA has produced further guidance for pharmaceutical companies on
ema.europa.eu/ema/ the changes they will need to make as a result of Brexit, focusing on activities
index.jsp?curl=pages/ such as transfers of marketing authorizations and orphan designations, and
about_us/general/ changes to personnel responsible for pharmacovigilance and batch recalls.
general_content_001891. Meanwhile, UK and European industry bodies say there is not enough time to

Jjsp&mid=WCoboiaco580cb2es5b make the necessary changes and that a transition period is needed.
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5. New HTA Methodology Could Solve Value

Conundrum
Source: https://www. The methodology aims to “capture all the dimensions of value that typically
sciencedirect.com/ go under the radar, and which may not be explicitly considered”- Panos
science/article/pii/ Kanavos, LSE.

50277953617303933

Social Science & Medicine 188 (2017) 137—-156

Contents lists available at ScienceDirect

Social Science & Medicine

journal homepage: www.elsevier.com/locate/socscimed

Multiple Criteria Decision Analysis (MCDA) for evaluating new
medicines in Health Technology Assessment and beyond: The
Advance Value Framework

@ CrossMark

Aris Angelis’, Panos Kanavos

Department of Health Policy and Medical Technology Research Group, LSE Health, London School of Economics and Political Science, Houghton Street,
London WC2A 2AE, United Kingdom

ARTICLE INFO ABSTRACT
Article history: Escalating drug prices have catalysed the generation of numerous “value frameworks” with the aim of
Received 20 October 2016 informing payers, clinicians and patients on the assessment and appraisal process of new medicines for
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Accepted 19 June 2017
Available online 20 June 2017

the purpose of coverage and treatment selection decisions. Although this is an important step towards a
more inclusive Value Based Assessment (VBA) approach, aspects of these frameworks are based on weak
methodologies and could potentially result in misleading recommendations or decisions.

In this paper, a Multiple Criteria Decision Analysis (MCDA) methodological process, based on Multi

6. EFPIA-PhRMA Principles successfully enable
responsible clinical trial data sharing

Source: https://www.efpia.eu/ 20.11.17

news-events/the-efpia-view/
blog-articles/29112017-efpia-

Stakeholders are gathering in London, UK, this week for a workshop entitled Data Anonymization — a

Key Enabler for Clinical Data Sharing. The workshop, organised jointly by the European Medicines

phrma-prmczples-successfully- Agency (EMA) and the Multi-Regional Clinical Trials Center of Brigham and Women’s Hospital and
enable-responsible-clinical- Harvard, is but one example of efforts undertaken by a broad range of stakeholders, to enhance clinical
trial—data—sharing / trial data sharing. The workshop will seek to propose guiding principles to enable international data

sharing — an area in which EFPIA and its member companies are leading the way.

Making research data available to qualified researchers has the great potential to advance medical
research to benefit patients, by accelerating the development of new medicines and improving patient
care. The biopharmaceutical industry has been at the forefrant of initiatives to improve access to clinical
trial data and has led the way in sharing patient-level data. Industry details its commitments to sharing
clinical trial data in the joint EFPIA-PhRMA Principles for Responsible Clinical Trial Data Sharing (the
Principles), which were adopted by the boards of both the European- and US-based associations in July
2013. The Principles support enhanced data sharing, while safeguarding patient privacy, respecting the
integrity of national regulatory systems, and maintaining incentives for investment in biomedical

research.
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Assessing the Quality of Decision Making in
the Development and Regulatory Review of
Medicines

Info: http://journals.sagepub.com/doi/10.1177/2168479016662681
Therapeutic Innovation & Regulatory Science 2017, Vol. 51(2) 250-256
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Review of Medicines: Identifying orsaeyet om
Biases and Best Practices

Regulatory Science: Original Research

Magdalena Bujar, BSc, MSc''?, Ronan Donelan, MSc, PhD, FRSC?,
Meil McAuslane, MSc, PhDi, Stuart Walker, PhD, MFPM, FIBiol, FRSC, FRCPath',
and Sam Salek, RPh, PhD, FFPM, MRPSGB, MCMS, FESCP?

Abstract

Background: Although the quality of decision making (QDM) in the development and regulatory review of medicines influences the
delivery of new products, there appears to be no suitable instrument to assess QDM in this area. The aim of this study was to
assess differences in QDM using a validated instrument, the Quality of Decision-Making Orientation Scheme (QoDoS), to identify
best practices and biases affecting individuals and their organization, as well as to assess differences in dedsion-making behaviors
between pharmaceutical companies and regulatory agencies. QoDoS alse enables the measurement against |10 qualicy decision-
making practices (QDMPs) that underpin a quality process. Methods: QoDo$, consisting of 47 items that assess individual and

8. European Commission launches: “What I
need to know about Biosimilar Medicines -
Information for patients”, in 23 EU languages

a) Source: http://ec.europa.eu/DocsRoom/documents/26643

i

- W

* *
*

el EUROPEAN COMMISSION

European
Commission

European Commission > DocsRoom > Document detail

Questions and answers for patients - Biosimilar medicines explained

Document date: 28/11/2017 - Created by GROW.A.1 - Publication date: 29/11/2017

Download links:

@ Criginal format. {:} POF format with official reference.
What I need to know about Biosimilar Medicines - Information for patients @ 7 me) kg
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b) https://www.efpia.eu/news-events/the-efpia-view/statements-press-releases/29112017-european-

9.

Information for patients”, in 23 EU languages

29.11.17
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medicines

4 -
1 e f
efpia FuropaBly: (€ 10 €urope

commission-launches-what-i-need-to-know-about-biosimilar-medicines-information-for-patients-in-23-eu-
languages/

European Commission launches: “What | need to know about Biosimilar Medicines -

- Today the European Commission launched the translations of the Q&A paper: “What I need to know about Biosimilar Medicines -
Information for patients”™, in 23 EU official languages. to provide impartial information for European patients.

- EPF, CPME, EuropaBio, EFPIA and Medicines for Europe congratulate the European Commission with the development of this document,
delivering clear, scientific and impartial information on biological (including biosimilar) medicines to EU patients

- Access to such information on biosimilar medicines is fundamental, in order to improve European patients’ knowledge and empowerment.

CART-cells: an exciting scientific frontier in

cancer therapy

Source: https://www.cancer.
gov/about-cancer/treatment/
research/car-t-cells

In 2017, two CAR T-cell therapies were approved by the Food and Drug
Administration (FDA), one for the treatment of children with acute
lymphoblastic leukemia (ALL) and the other for adults with advanced

lymphomas. Nevertheless, researchers caution that, in many respects, it’s
still early days for CAR T cells and other forms of ACT, including questions
about whether they will ever be effective against solid tumors like breast and

colorectal cancer.

CAR T Cells: Engineering Patients’ Immune Cells to Treat

Their Cancers

Foryears, the foundations of cancer treatment were
surgery, chemotherapy, and radiation therapy. Over the last
two decades, targeted therapies like imatinib (Gleevecs)
and trastuzumab (Herceptin®)—drugs that target cancer
cells by homing in on specific molecular changes seen
primarily in those cell=—have also cemented themselves as
standard treatments for many cancers.

But over the past several years, immunotherapy—therapies
that enlist and strengthen the power of a patient’s immune
system to attack tumors—has emerged as what many in the
cancer community now call the “fifth pillar” of cancer
treatment.

A rapidly emerging immunotherapy approach is called
adoptive cell transfer (ACT): collecting and using patients’
own immune cells to treat their cancer. There are several
types of ACT (see “ACT: TILs, TCRs, and CARs"), but, thus

Murturs Rewlew | Clinkead Omoology

Co-stimulatory signaling domains have been
added to newer generations of CAR T cells
Lo improve their ability to produce more T
cells after infusicn and survive lenger in the
circulation.

Credit: Brentjens R, et al. “Driving CAR T cells
forward.” Nat Rev Clin Cncol. 201613, 370-383.
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10.

ISPOR/ISPE Recommendations On Good
Practices For Studies Using Real-World Data

Source: https://webcache.
googleusercontent.com/searc
h?q=cache:jZQYKIDTR28J:h
ttps://www.ispor.org/RWE-
Data-treatment-comparative-
effectiveness-guideline.

pdf+&cd=1&hl=el&ct=clnk&gl=gr

VALUE IN HEALTH 20 (2017) 1003-1008
Available online at www.sciencedirect.com Thalue
ScienceDirect
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ABSTRACT

Purpose: Real-world evidence (RWE) includes data from retrospective
or prospective observational studies and observational registries and
provides insights beyond those addressed by randomized controlled
trials. RWE studies aim to improve health care decision making.
Methods: The International Society for Pharmacoeconomics and Out-
comes Research (ISPOR) and the International Society for Pharmacoepi-
demiology (ISPE) created a task force to make recommendations
regarding good procedural practices that would enhance decision
makers’ confidence in evidence derived from RWD studies. Peer review
by ISPOR/ISPE members and task force participants provided a consen-
sus-building iterative process for the topics and framing of recommen-
dations. Results: The ISPOR/ISPE Task Force recommendations cover
seven topics such as study registration, replicability, and stakeholder

involvement in RWE studies. These recommendations, in concert with
earlier recommendations about study methodology, provide a trust-
worthy foundation for the expanded use of RWE in health care decision
making. Conclusion: The focus of these recommendations is good
procedural practices for studies that test a specific hypothesis in a
specific population. We recognize that some of the recommendations in
this report may not be widely adopted without appropriate incentives
from decision makers, journal editors, and other key stakeholders.

Keywords: comparative effectiveness, decision making, guidelines,
pharmacoepidemiology, real-world data, treatment effectiveness.

© 2017 Published by Elsevier Inc. on behalf of International Society for
Pharmacoeconomics and Outcomes Research (ISPOR).

Introduction

Real-world evidence (RWE) is obtained from analyzing real-world
data (RWD). The RWD is defined here briefly as data obtained
outside the context of randomized controlled trials (RCTs) gen-
erated during routine clinical practice [1,2]. This includes data
from retrospective or prospective observational studies and
observational registries; some consider data from single arm
clinical trials as RWD. As stated in a 2007 International Society
for Pharmacoeconomics and Outcomes Research (ISPOR) task
force report, “Evidence is generated according to a research plan

Marc L. Berger is a self-employed part-time consultant.

and interpreted accordingly, whereas data is but one component
of the research plan. Evidence is shaped, while data simply are
raw materials and alone are non-informative.” RWE can inform
the application of evidence from RCTs to health care decision
making and provide insights beyond those addressed by RCTs.
RWD studies assess both the care and health outcomes of
patients in routine clinical practice and produce RWE. In contrast
to RCTs, patients and their clinicians choose treatments on the
basis of the patient's clinical characteristics and preferences.
However, since the factors that influence treatment choice in
clinical practice may also influence clinical outcomes, RWD

This article is a joint publication by Pharmacoepidemiology and Drug Safety and Value in Health.

* Address correspondence to: Marc L. Berger, New York, NY, USA.
E-mail: mlberger301@gmail.com
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Aiya Adyia yia tnv EAAnvViKn Etalpeia
Pappakeutikng Iatpikng (EA.E.9.1.)

101KNT1KO ZUPBOUALO
RICE.9.1.

Pappakeutikn Iatpikn
eival n e€e1dikeuon

nou agopd Tov 1aTp1lko
TOPEa TNG €peuvag Kal
avdantu§ng, a§loAdynong,
éykpiong, acpdAelag

Kal enitnpnong

TNG KUKAOQopiag

VEWV papudKkwv Kal
1aTPO-TEXVOAOYIKWV
61ayvwotikav i
0epaneuTIKWV PECWV NPOG
0PeAOG TWV acBevav.

H EA.E.®.I. elvanl £TOTNUOVIKT €Talpeia Tov Toped ¢ PapUaKevTIKG
Tatpwkng, un kepSookomkov Yapaktnpa, tov 16pvlnke 1o 1991 pe Edpa v
ABnva.

Yxomol g EA.E.®.1. eivau:

«  Hzmpoaywyr) kat  avammtuén Towv EMOTNHOVIK®OV £V YEVEL SPATTNPIOTI TOV
mov oyetifovran pe  Papupakevtikn latpwkn kol 18iwg TV KAWVIKD
£€peuva, TIC KAVOVIOTIKEG LITOBECELS YA TNV AVAITTLUEN KAl Kukhogopia
TWV QAPUAKEVTIKOV OKEVAOUATWOV , TNV ACPAAEIA TV PAPUAK®DV &TNV
(PAPUAKOETAYPVITVION, TNV 1ATPIKT TANPOPOpNoN , TN Blo TANPOPOPIKN
KQU OXETIKOUG TOUELG TNG LATPIKTG KAl PAPLAKEVTIKNG TEXVOAOYIAG .

« H mpoaywyn g €MOTNUOVIKNG KAl ermayyeApatikng egedikevong twv
UEADV TNG.

« H ovvepyaoia pe Siebveig emotnuovikég etaipeieg kot [avemothua tov
e€wtepkoV ya v motonoinon g e&eidikevong oty PappakevTIKN
Tatpwkn.

o H avammln kat kadMigpyela emomuovikov aniembpdosnv kat
ovvepyaowmv pe Beopukolg @opelg, Slakpatikovg opyaviouovg Kat
£MOTNUOVIKEG eTapieg oty EAMGSa xat oto eEmTepiko.

« H opyavwon €Bvikmv kol dieBvov nuepibuv-ovumooiov kat cuvedpiwv
yia Vv Broatpwn 'Epevva kat v ®appakevtikn Iatpk.

« Hovppertoyn Sia avTutpoommwy g o€ EMOTNHOVIKEG ETALPEIES TUVAPOVG
avtikelpgvou oty EMada kat oto e€ntepiko.

H EA.E.®.1. 8&xetan wg pein Iatpovg, Pappakomoiote, Emotuoveg Yyeiag,
TITUX10UY0VG Brodoyikov & BlolaTpikmv emoTU®y, 01 05T0lol aoXoAOUVTAL
pe kAvikég peléteg (€pevva), emdnuioAoyia, ac@diela @Apuakov &
papuaxkoemaypvmvnon, Kavoviotikeég YmoBéoeig & eykpioelg qpapuaxkwv,
1ATPIKN TANPOPOPNOT), S1ACPAAIOT) TTOOTNTAG, OIKOVOIKA NG vyelag Real
World Data, fromAnpo@opikn kat flootatiotikn.

Taxtika péAn mg EAE.®.1. pmopel va etvat:

e kaOe KATOYOC TTAVEMOTNUIAKOV TITAOV 07tovd®V, 0 07oiog epyadetan eite
otov Snuocoto 1) WwTikd Topea, eite oav ehelBepog emayyelpatiag, oe
TOopEA OYETIKO pe N @appakevtikn Iatpikn, OMTWg AVAAVETAL AVOTEP®.

o kaBe mavemotnuakog (ueAog AEIT) oe ovyyeveg pe v Oappakevtikn
Iatpikr) emotpoviko medio
«  kaBe epevvn g oto medio g Pappakevtikng latpikng.

®dappakevtikn Iatpkn eivan 1) €€181keVOT) TOL APOPA TOV TATPIKO TOUEA TNG
£pevvag Kal avamtuing, afloAoynong, EYKplong, ao@AAElag Kal emThnpnong
NG KUKAOQOPIAG VEMV QPAPUAK®V KAl 1ATPO-TEXVOAOYIK®DV S1ayVOOTIKGOV T
BepaITeLTIKOV HECWV TTPOG OPENOC TV ATOEVDV.
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H tavtotta m¢ EAMnvkng Etapeiag
Dapuakevtikng Iatpwkng

Mia Emnotpovikn Etaipia n osoia:

= [Ipoayel v vipniov emwtedov Baocwkn & epapuoopévn
gpeuva 1 omoia Siefayetal ota Akadnuaika, Epevvnukd kat
Noonisvtika ISpvuata kaBmg Kat AAAOVG ETGTILOVIKOUG
@opeig g EAAadag ovpdarrovrag
°  OTNV TAPAY@YT] KATVOTOUIAG,
e oMV evioyvon g Sremomuovikonrag &
o oMV AAMNAETIO paoT) HETAEl EPEVVNTIKMOV KEVIPOV KAl
ETMYEPT)CEDV
wog;
Meéow S10pyavmong eMOTNUOVIK®V oLuveSpinY, Bepatikov nuepibov & exdn-
ADGEMV.

= [Ipwrtomopel ot ovve{ouevn ekaidevon & kataption
oV emotmuovev kat E.Y pe e€edikevon oto ympo mg
dappakevtikng latpwng.
og;
Méow opddwv epyaociag, S10pyavmong ekmadevtikov oepvapiov & nuepidwv
oe O¢pata ayyurg otoug toueig: Medical Affairs, Clinical Research, Regulatory
Affairs, Drug Safety, Quality Affairs, Health & Disease Management, RWE,
HEOR & HTA aspects kaBog kat sipoypappatog smotosmoinong e€eldikevong
oty @appaxevtikn Iatpkn.

= TTOYXEVEL 0TIV AUECT) KAL CUVEYT] ETMKOIVEOVIA e TA UEAN TG
KA1 TV EVPVTEPT] ETMOTILOVIKT] KOWVOTITA Y PTCULOTOIDVTAG
EVEAIKTA KAVAALA ETTIKOLVOVIAG.
g
Svvdvadovtag Toug Tapadoo1akovg TPOTTOVE EMKOIVOVIAG LE TNV EVKOALQ,
AUECOTNTA KAl QTOTEAECUATIKOTITA IOV TTPOGPEPOVV TA UEGA KOWVWVIKT|G
Sikthwong.

= AMnAemSpa pe addeg eotuovikeg etapieg oy EAAGSa kau
10 e§wtepwod (IFAPP, DIA) pe 0TtOX0 T HETAPOPA YVAOOTG KAl
MV avaurtudl oTPATNYIK@®V CUVEPYACLROV.

Iog;

AlevpUvovtag 1o Siktvo emkowveviag, ekmaidevong & ouvvepyaoiag pe

£MOTNUOVIKEG eTapieg oV Evpamn kat tov vmdAowmo Koouo.
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H EMnvikny Etapeia ®appakevtkng Iatpikng EAE.®.IL., evepyomoinoe
tov OKTOPP10 TOV 2017 TNV CNUAVTIKT] ovvepyaoia g pe v International
Federation of Association of Pharmaceutical Physicians IFAPP, ota mAaiow
Tov e§ oo Taoewg Stadiktvakov ekmtaibevtikoV ITpoypappatog EEedikevong
omv @appakevtikr) Iatpwn g IFAPP Academy, mov oe oUumpaln pe
1o King’s College London, 6a vAostomnBei to 2018.

Eipaote 8¢ oty e€aipetika euyxaplot BEon va oag eVvUEPDOOLUE Yia TNV
Betikn ekPaon kol amodoyn TwV ATOEOY TV 7 ATOEVILOV HEADV Hag yia
TO TTPOYpaupa motomoinong otnv ®appakevtikn Iatpkn oe ovvepyaoia pe
Vv IFAPP & King’s College London yia to 2018.

EmutAéov elpaote vmepngavol mov 11 Siebviig votpogpia tov mpoypdp-
patog "The Fritz Buhler Scholarship”" an IFAPP and IFAPP ACADEMY
(Award: https://ifappacademy.org/) amoveundnke otnv ka Zopia Tpavtla,
véo pédog e EALE.®.1. Mag yaporotel mtov n ipwtofovAia avtn Bprke asn-
XNON OTA AN pag kat 181k astd Toug VEOTEPOUS TLVASEAPOUG.

Q¢ EA.E.®.1. B2hovpe va vootnpiovpe v agla g motomoinong g eel-
Sikevong otov topéa g appakevtikng IaTpikng kat va IpooeAKDOoLLE Ve
UEAN MOTE VA ATOKTIOOLY JIPOCOVTA JIOL avayvwpifovtal oty Siebvr) ayopa
epyaoiag. ITapotpivovpue kabe eviiapepoduevo ya v Papuakevtikr) Iatpi-
K1) va emoke@Oel v 10tooeAdida pag www.elefi.gr kat va vtofdAet aitnon
EYYPAPTC HEAOVG GOTE VA ASlOTOMOEL TIg evkalpieg padnong kat e&eAng
oty @appaxevtikn Iatpikn péow mg EA.E.®.1.

Svyxaipovpe Bepud 6A0LG TOVE CLVASEAPOLE YA TNV EMTUXIA TOVE KA1 TOVG
EVYOUAOTE TNV TEPAITEP® EVOSWOT TV Tpooabei®v Tovg. Evyouaote KaAn
Apyn & IIpdodo otovg Zvupeteyovieg oto Ipdypaupa IMotomoinong otnv
®appakevtikn Iatpikn) IFAPP Academy & King’s College London.
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Ixeb1aopoc ka1 YAonoinon KA1viK@v MeAET@V:
Tl NPENEL VA YVWPIZOUYPE onpepa

1a BaoiAeidodoy,
6edpog EAANVIKAG
iag PappakeuTikig
ng (EA.E.®.1.), Iatpikn
vtpla GlaxoSmithKline

.r

nique Schaaf,
EAAnvikng Etalpeiag
KEUTIKNG IaTPlkAg
.I.), Enike@aAng

0G KALViK@V MEAETQV,
is Hellas

Npoouvedpikd Ppovtiotnplo

Me agopun 1o 130 ITavedAnvio Zuvedplo yia ) Atoiknorn, Ta O1kovoutka Kat
g IToArtikég g Yyelag, mov &yve otnv ABrva otig 12-14 Aekeufpiov kan
katomy artnuatog g Opyavwtikng Emtpornng tov ouvebpiov, n EA.E.®.1.
0PYAVOOE TO KOG AVK AVAPEPOLEVO 4-®PO TIPOOUVESPIAKO (PPOVTIOTIPIO YA
TIG KAIVIKEG UEAETEG.

To POYPAULA KA TO TIEPIEXOUEVO TOV PPOVTIOTNPIOL OXESIAOTNKE KAl VAO-
o Onke xapn otnv moAvtiun cvpPfoin pedov e EAE.Q.1.

3TOX0G TOU (PPOVTIOTNPIOL NTAV VA TPOOPEPEL EEEIGIKEVUEVT] YVAOOT] YOP®
arto ) pebodoloyia & 10 OXESIAOUO TWV KAIVIK®V UEAETOV KAl VA €0TIAOEL
oe emikapa & mpaktikd Bépata mov agpopovy ot Siefaywyn Twv KAVIKOV
peAetqv. EmutA&ov, 10 (ppOVTIOTI P10 E10T)YAYE TOUG OUUUETEXOVTEG OE Baot-
KEG EVVOLEG TTOV APOPOVY OTA ATTOTEAECUATA TTOV TIPOKVITTOVV ATTO TNV AvAAU-
on twv dedopgvawv amo v kAvikn tpdén (Real World Evidence), 6nAadn ta
QTOTEAEOUATA EKTOG TWV TUXAOTIOMNUEVOV KAIVIKOV UEAETQOV.

To meplEXOLEVO TOV PPOVTIOTNPIOL OXESIA0TNKE MOTE VA atevBvVETAL O€ ETTL-
otnuoveg, EmayyeAuatieg Yyeiag, AkadnuaikoUg-Epevuvntég, oteléyn Siot-
KQOV ETAPLOV 01 07101eg SPAOTNPLOTOI0VVTIAL OTO XD PO TNG LYElag, oteAeyn &n-
poo1wv opyaviopav (voookopeia, Yrovpyeio Yyeiag, EO®, EOvikn Emtporn
Agovtoloyiag), portnteég Emmotnumv Yyetlag.

AvaAuTikd, Katd ) S1dpkela Tov ¢povTiotnpiov oudonkav ta TapaKate
Bépata:

ENOTHTA 1

« Eonadovrag otig (paoelg & ta 181 Twv KAMVIKOV UEAETQV: TL TIPETEL VA
yvapilovue

« To oUyypovo vopoBetikd mAaiolo mov Siemel ) Sie€aywyn Twv peletov
otv EA\aSa

« Eyxpitikég Atadikaoieg / Epmiekopevol @opeig & Kavoviotikeég Apyég

o EumoSia tov onuepa — IIpokAnoeig Tov avplo

@Daibpa Mavpoetdn, Head of study start-up Department, Qualitis Ltd,

Clinical Research & Medical Consulting.
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NMPOZYNEAPIAKO ®PONTIZTHPIO: ZXEAIAZMOZ KAI
YAONOIHZH KAINIKQN MEAETQN

SUPNEPACHPATIKG, TO

€V AOYyw @ppovTioTAPLO
ntav yia tnv EA.E.9.1.
p1a e§alpeTikn gukalpia
va ouvepyaotei evepyd
pe ta péAn TNg, pe
anotéAeopa €va dptia
OPYAVWHEVO Kal UPNARG
a€iag ege1d1keupévo
gpovTioTNAPlOo TO onoio Ba
anoteAéoel €vauopa yia
nepaltépw 6pAceLg ka1
enikolvwvia oe Bépata
nou anacxoAouUv tnv
EN10TNHOVIKA KOlVOTNTA
TnG PAPPAKEUTIKAG
Iatpikng otnv EAAGOQ.

ENOTHTA 2
EmBewpnoeilg opbng kAvikng mpaktikng ano tov EO®: 1 mpémel va yvwpi-
{ouyle.
Xptotiva Mmoxkwpov, EniBewpntpia GCP, EO®.

ENOTHTA 3
H eumeipia tov 1atpo-epevuvntn ot S1e€aymyn Tov KAIVIKOV HEAETMDV

'Hpa Iletpoyeilov, [Tvevuovoloyog.
ENOTHTA 4

AeSopéva mov mpogpyovtar amd v kKAwvikn mpaktikn (Real world Data,
RWD) ka1 alomoinon avtawv

Miva Zafitoavov, RWE Expert, Janssen-Cilag Pharmaceutical SACI.

310 (pPOVTIOTIPLo ovupeteiyav 22 atopa. Ot CVPUETEXOVTEG EENPAV TNV Ap-
TI0 OPYAV®OT] KA1 TO VYNAO mineSo TV Tapouo1acemy amd Toug EI0NYNTES,
evo pag Edwoav 18¢eg kat Bepatoloyia yia emMOUEVES AVTIOTOIYEG EVEPYELEG.

IIpoxeévou va a&lohoyndel n aroteAeopaTIKOTNTA TOV PPOVIIOTNPIOV OXE-
TIKA LLE TI LETAPOPA YVHOOTS, {NTNONKe artd ToUg CUUUETEXOVTEG VA AELOAOYT)-
oovV 1 BEATIOON YV®OTE TOUG Yid KABE pia artd Tig eVOTNTES: OUYKEKPIUEVQ,
N ONKe A0 TOUG CUUUETEXOVTEG VA AE10AOYT|OOVV TO eTMESO YVMONG TOUG
TPV TNV Evapen Kat katd tn Anén tov @povtiotpiov ya ta Bépata mov ov-
nmonkav.

To m0000TO BEATIOONG YVOONC TV CUUUETEXOVIMV, KUUAVONKe amod 13% yia
Ta Bepata mg evotag 1, 010 50% ya Ta Bpata g evoTnTag 2, eV Yl Ta
Bépata g evotnTag 4, T0 TO0O0TO BEATIOONG YVOONG TWV CUUUETEXOVTWV
£prtaoe 10 80%.

JmVv ep®TNOTN pag T Ba pmopolioape va KAVOUHE HEAMOVTIKA Yid va BeA-
TIWOOVUE TNV ATOS00T TETOIWV OUVAVTHOE®Y, Ol CUUUETEXOVTEG {NTNoav
£YKALPT] YVQOOT] TOV JPOYPAUUATIOUOD TETOIWV SPACE®Y, TPAYLATOIOINOT
TAPOUOIWV OPACEMY OE TAKTA XPOVIKA SlaoThuata pe pikpo apifuod ovupe-
TEYOVTWV, MOTE va evBappuVETAL AKOUN TTEPIOCOTEPO 1) AAMNAeiSpaon kat
avTaAayn ATOWewv petatd Toug.

SUUITEPACUATIKA, TO €V AOY® PpovTioTiplo ntav yia v EA.E.®.I. a eEai-
PETIKT €VKAIPIA VA CLVEPYAOTEL EVEPYA LE TA HEAT TNG, LLE ATTOTEAECUA EVA
ApTIAL OPYAVOUEVO KAl VYNATG aflag e€etdikevpevo @PovVTIoTN P10, TO 0ol
Ba amoteAeoel evavoua ya mepatépw Spdoelg kal emkowvmvia oe Bépata
JIOV ATTACYOAOVV TNV EMOTNUOVIKN Kowvotnta g @appakevtikng Iatpikng
otmv EA\&Sa.




Medical Science Liaison

Aoyizel ka1 pwtd o
vA010G Xavintng,

ledge Dissemination Manager,
sen-Cilag Pharmaceutical

Yvvevrevéeig peAwv mg EALE.®.1. yia v adia kat tov
Suvapopno g otadiodpopiag twv Medical Science
Liaison.

O pohog tov Medical Science Liaison (MSL) otnv EAMnvikr ®appakevtikn
ayopa Sev etvar véog. Etvatl iowg 0 Hovog poOAOG OTIC (PAPUAKEVTIKES fropnya-
vieg 61eBvag ala kat otnv EMASa mov ovvexmg eviuvaumvetalr kabmg ot
QUITALTIOELS TWV APYXMV, TNG ETMOTNUOVIKNG KOWVOTNTAS AAAL KAL TG (PAPUA-
Kkevtkng Prounyaviag Exyovv aAAdel oe peyaio fabuo.

O1opadeg twv MSL avEavovtal ta tTeAevtaia 3 Xpovia oTn XOpa Hag Kl ava-
HEVETAL VA £XOVV EVAV OUAVTIKO POAO OTO HEAAOV.

IToAég eTaipieg avaroya pe tnv Sour) Tovg tov MSL psmopel va tov ovopudadouvv
yia mapaderyua:

« Regional Medical Advisor

« Medical Science Liaison

« Medical Liaison Manager

» Regional Science Liaison

H astootoAr| tov MSL eivai ) petagopa g Oepamevtikng aflag towv papud-
KOV UECA QITO TNV OUVEXT EMKOIVOVIA KAl EYKPLTN EVIUEPWOT) Twv Emotn-
uovav kvpoug kal Emayyedpatiov Yyeiag peéow aflomoTou Kol aVTIKEIE-
VIKOU €MOTNUOVIKOD S1aA0Y0L 7T TV EPELVITIKOV & VE®MV EMOTNLOVIK®V
Sebopevwvy.

O pohog Tov MSL €xel ouvagela Kal ouvepyacia pe Pepikovg AAAoLg po-
Aovg ota IaTpIKd TUNHATA TV PAPUAKEVTIKOV ETAIPEIRV, OTTMS 0 POAOS TOV
Medical information, Medical Advisor, Clinical Research Advisor. O poAog
tov MSL avagepetat tavta otov Emke@alr g Oepamevtikig 1 Aertovpyt-
k11g Opadog g Iatpkng ArebBuvong.

O poAog Tov MSL eival emoTNUOVIKA OTPATNYIKOG POAOG, S10TL ETNKEVIPAOVEL
OTNV AViYVELOT] TWV AVATTAVINTOV BEPATEVTIKOV EPWTNUATMOV T} TWV KEVOV
OTNV KAIVIKT] TEKUNPLOOT) TOV QAPUAK®OV T) KAl OXETIKOV EKTTAOEVTIKGOV AVa-
YK®V, L€ GTOXO TNV EKTOVNOT TwV eviederyuevwv mpdodetwv peretawv 1 Spa-
OEWV TIPOG KAAUYPT AUTGOV.

O poiog tov MSL eivatl kaBapd emotnuovikog, Sev oxetidetal pe v mpowon-
01 T®V PAPUAK®V KAl elval amdAuTa S1akprtdg kat aveEApTnTog asmd Tov poAo
TOV 1ATPIKOV EMOKENTN. Xe Kapia mepintwon o MSL Sev eivan super Iatpikog
ETNOKENTNG.

Ot teproootepolt MSL otnv EAnvikn @appaxevtikn Bliopunyavia StaBétovv:

« IItuyio AEI Betikig xatevBuvong (Boemomuav, Iatpkrg, Xnueiag n
®dappakevtikng) pad pe oxetiko Metamtuylako Titho MSc 1) Aibaktopt-
k1) Awatpipn PhD.

« IIponyovuevn eumelpia kol yvooelg oe Blootamiotikr, OKovouika g
Yyeiag, ®appaxooyia kar Khavikr| 'Epevva.

o Aventuypéveg IKavOoTnTeg 0NV EMKOVOVIA KAl 0TV TAPOVCiaoT) EM0TN-
povik®v dedopevwv.

JTNV OUVEXEIA TTAPADETOVE TIC ATTOWPELG CUVASEAPWV TTOV PWTNOAUE Y1QL TO
poAo Tov MSL.
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Ta teAevtaia 3 ¥pOovia TMOTEVETE OTL EXEL AAAGEEL O
pPOAog Tov MSL xat av val —temg?

O porog twv MSLs pmopel va mokidel amd etaipeia oe etaipeia, Opmg ot
Spaotnplotteg twv MSLs kivoivtal yUpw amd Toug NG afoveg: KAIVIKEG ie-
AETEG, 1ATPIKT] EVIIUEPWOT], TTANPOPOPTOT) KAl AVTAAAAYT] YVDOEWV.

Ta tedevtaia 3 XpoOvVia, VITAPYEL OVIWG LA ONUAVTIKT aAAayn kot eEEMEN
oTov poAo Twv MSLs o omolog astoktd 18aitepn afia ywa v gappaxkofioun-
¥avia aAAd Kat yia Toug eMOTIIOVES VYELAG.

IMapdAAnAa, to tepPdrov oto ooio Spaotnplomolovuacte aAAdeL kal pe-
TafAMETAL CLVEXKC, KAl KATA OUVETELQ, 1) aAnAemiSpaon pag pe toug e1dt-
KOUG 0TOV TOUEA TNG LYEIAG TTPETEL VAL aAAAEEL Ko va eEeAryOel.

Alaviovpe pia véa 7toxT) 07Iov 1) £pevva e0TIALEL 08 KAVOTOUA DepammevTikd
TPOTOVTA UECK TTOAVITAOK®WV HOPImV KAl BLOAOYIKGMV TAPAYOVIMV T®V 0010V
N elaywyn otnyv ayopa kat 1 Stayeiplon amaitovv emayyeipatieg pe e&eldi-
KEVUEVEG ETOTNUOVIKEG YVmoelg kabBag kal §e€lotnteg emkovwviag smov Ba
QTOTEAEOOLY €va OMUELD AvaPOPAg YA TOV 1aTPO O OTL APOPA TNV EKITAL-
Sevon ota emotnuovika dedopeva kat tnv opdr| ¥pron TV PAapUAKEVTIKMV
npoiovTwVv otovg acbeveig. E€ilocov onuavtikdg Opumg yivetal Kat 0 poAog Twv
MSLs otnv avtaAAayn amoypemy He Toug enayyeAuaTtieg vyeiag divovrag v
gukalpia yia Hia oTevoTepr) ouvepyaoia Tng gapurakoflounyaviag pe to ov-
OTNUA vyelag oe Topelg Tov topel va vitepfaivouy to Aaiolo Tov papudkov
(7u.y. emikapa Bepata IOV APOPOVV TO YEVIKOTEPO MEPIPAANOV TNG TTAPOXTIS
vnnpeolwv otnv EAAGSa kabBmg kot ta pappakooikovopika dedopeva twv
TPOIOVTWV).

Téhog, o1 MSLs cupfAAAouv 0A0EVA KAl TT10 TTOAD GTNV TPOETONACIA YA TNV
£10aY®YT KAl TNV KUKAOPOPIA VE®V KAIVOTOUWV QAPUAK®V 0TIV ayopd KAl
£YOVV QITOKTNOEL AuEnueéveg SpaotnploTnTeg 0TOV TOUEA TV KAIVIKGOV LEAE-
TV (0TNV TPOKAVIKT| €pevva kaBng kal oTov oxedlaopo kal Sieaywyr| Twv
KAWVIK®OV HEAETMV).

IMwg BAemete va e§eAiooetar o porog tov MSL ota
gmopeva 3 ypovia?

Me Bdaomn v eEeNEn £wg ONUEPQ, KA e YVMOUOVA T®V T TPonOnTikd Yapa-
Knpa, ot MSL Ba §paotplomolohvial oe akOUA 0 apXKa otadia avasttu-
ENng Twv mpoldvVTwV 0e eTaIpeieg Tov mPodyovy TNV kKawvotouia kat StaBétovv
10YVPO pipeline oto dueco peAov.

IMa mapadeyua, ota emopeva 3 xpovia, mbavov va Spaoctnplomolovviatl ot
MSLs TovAG10TOV 3 XPOVIA TIPLV TNV EKTILMUEVT] ELOAYWYT) KAVOTOU®Y Ppap-
UAK®V TNV EAMANVIKT ayopd.

TMa va yivel autd opmg [e emTuxia, TEPA Ao TO 10XVPO EMOTNUOVIKO VITO-
Babpo, avaPfAider n avaykn yia AAES YVMOELG IOV LITOPEL v OXETI(OVTAL e
Vv S1ad1kaoia TV KAVOVIOTIKGV apXwV, TNS EYKPL0NE KAl TN artodnuinong
TV VE®V Hopiwv.

IMwg Provete To OpANA KAL TNV WTOCGTOAN] 0AG
ocav MSL?

Edm ka1 8 ypovia, &xm v xapd va gpyalouar wg MSL oe 3 Stapopetikeg
etaupeieg. Avadoya pe v Soun tov IaTpikoL TUNUATOG TG PAPUAKEVTIKTG
etaupeiag, ol eprelpieg eivat Alyo S1apopeTIKEG WOTOCO TO OPANA KAL T) AITO-
OTOAT) TTAPAUEVEL
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YTOX0G¢ eival va ouveyioovpe va BEATIOVOLLE TIG ETTOTNUOVIKEG CLUVEPYAOIE
pe tovg e1dikovg (Therapeutic Area Experts 1) Key Opinion Leaders) kat aA-
Aoug ‘stakeholders’ kat va oupuaAAovpe evepyd 0TO VA TTIPOCPEPOVUE IATPIKES
AVoelg apeoa, fadovrag v acBevn oto enikevipo. Emiong, opapatidopon 0Tt
0TO AUECO UEAAOV B WITOPECOLLLE VA QITAVTNOOVLE LE LEYOADTEPT akpifela
oe [a Baoikn epaomon: Iow elvat ) paypatikr afia Kot to avTikTumo g
SoLAE1AG Lag YA TNV PAPUAKOFLopnYavia Kat TV 1 TPIKT KOWOTnTa.

IIpoowmikad, To dpaua pov eotiadel oe 3 Sradoykd emimeda emMOTNUOVIKTG
oUVEPYAOTLAG LLE TOUC AVAYVOPLOUEVOLG E151KOVG:

My MSL informs me — My MSL makes my life easier — My MSL makes me
better at what I do.

IToweg motevete 0T Oa etval o1 peAAOVTIKEG
TPOKANOEIG 0NV aAAnAemiSpaoct twv MSL pe tovg
KOLs?

Ta teAevtaia ¥povia LITAPYEL Pl AVEAVOUEVT] TAOT], KUPIWG ATTO TIG LEYANES
(PUPUAKEVTIKEG £TAIPEIEG, OV SPACTTNPIONOOVVTAL O PEYAANG KAILOKAG
£pevva, 0TV V1I0OETN 0N TOV POAOL LE OKOTIO TNV KAAUTEPT) S1ayeipion kal ov-
vepyaoia twv Iatpikev Tunuatwv pe toug e1dikovg oe kabe Bepamevtikn ka-
nyopia, toug Aeyopevoug Therapeutic Area Experts 1) Key Opinion Leaders.
To olyovpo elvat 0Tt pia TPOKANoN yia Tov poAo tov MSL otnv cuvepyaoia
ov pe tovg KOLs, Ba eivat ) Stayeipion tov xpovou mov Ba eival Stabeorpog
Yla QUTN TV CLVEPYADia, KUPIwG Ao TNV TAEVPA ToL €181k0V, SeSouEvou Tov
OTL 0 ¥POVOG AVTOG OAO KAl LEIWVETAL, AOY® TWV AVAYKMOV TWV E101KMV, QAN
Kat Tov avEavopevou avtaywviopov. Eivat pia stpaypatikd peydin mpokAnon
n SuvatdmTa eVpeong aAAAA Kat SNUIOLPYIKNC KAl XPTOUNG «KATAVOA®OTC»
aUTOV TOL TTEPLOPIOUEVOL XPOVOUL Kal TTpovmobEtel pia ouveyr) mpoomddeia
Y1 AVAITTUEN OTUAVTIK®OV XAPAKTNPIOTIKMOV KAl EMAYYEAUATIK®OV SeE10TH TV
asto tov MSL.

ITowog eivar 0 poAog tov MSL 010 kVkA0 (wT)G £VOG
PAPUAKEVTIKOV JIPOIOVTOG

O porog Tov Medical Science Liaison gival iowg astod tovg Atyouvg poAovg mtov
UTopolv va §paotnplomolovvTal Katd v Sidpkela OAoV Tov KUKAOL (WG
£VOG (PAPLAKEVTIKOV TTPOTOVTOG. ATTO TNV TTOAD ApXIKT PAOT] TWV KAIVIK®V Ue-
Aetov I ko IT péypt kat 5, 0€ KATOIEG MEPUTTOOELS KA 10 (OTavioTepa) Xpovia
HETA TNV eMONUN KUKAOQOPia ToL pappakov. Kupimg opwg 1 mepiodog kata
NV o7ola SpaoTNPIOMOIEITAL e HEYAAVTEPT] EVTAOT] O CUYKEKPIUEVOS POAOG,
gival amod 3 €mg KAl 4 ¥pOvia TPV amtd TNV eTONUN E10AY®YT), UEXPL KAl 2
pe 3 xpovia peta. Eivan ekeivn 1 mepiodog kata tnv omoia Aapfavel xopa
1N 70 EVTOVI] «TIAPAYWDYN» EMOTNUOVIKNG TANPOPOPIAG KAl YVHDONG, KUPIG
aIto TNV AVATTTUEN TOV HOPIOV KAl TIG KAIVIKEG HEAETEG, NG omolag 1 Sayel-
P1OT] KAl Ol ETKOIV@VIA Elval Eva amtd Ta ONUAVTIKOTEPA EYXEIPTILATA KATA
Vv e10aywyn evog papudakov. Emiong, kabiotatal onpavtikn n emotnuovi-
K1) «ekmaibevon» kal IANPoPOPNoT TV eI81KMOV EMOTNUOV®OV VYELAg, Ue Ya-
PAKTNPA U TPOWONTIKO, KATA Ta apyikd otadia, 1 osola elval astapaitn
yia va S1a0paAloTel 1) OWOTN KAl ACPAANG XPTOT TOU OKELACUATOG. AUTO,
emiong, elval TOA) OTUAVTIKO KAl Y1a TOV 0pYAVIoUO, 0 0TT010¢ atd auT TV
ovvepyaoia peta&d MSL kat 181kov, kepSiet TOAD ONUAVTIKES TIANPOPOPIEG
OXETIKA LIE TNV XPTOT] EVOC OKEVAOUATOC 1) TI¢ DepATIEVTIKES TTPOTEYYIOEIS O
pia aoBevela katd v TpaUn @ACT), OTTOV TOV EMTPETMEL VA TIPOCAPUOLEL TNV
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Iog afroroyeite Tov poAo Tov MSL kot ;to10
TUOTEVETE OTL EIVAL TO WIOTEAECLA TN EPYATTLAG
TOV OTN KaOnuepivn kAwvikr tpaktikn tov EY?

Kata kplo Adyo, T0 amotéleoud Tng epyaciag kal 6paotnplomoinong tov
MSL og éva Bepamevtikd medio elvatl 0Tt eivat Evag poAog, 0 0TT010g EXEL LYI)-
A1) emotnuovikn ekmaidevon (MD or PhD) kau e€e1dikevon kot pmopet va
avtasne&eAel otig avinueveg "amaitnoelg” Twv e81KOV g PO TNV EMOTN-
LOVIKT) AN po@opia o€ oD VYnAo eminedo. Tnv onueptv £71ox1 1 AVAITTUEN
PAPUAK®OV Kol BepamtevTik®V AVoewv elvar og TE€T010 Babud moAdTAOKN Kat
TTIOMEG PopES SuovonTn, 6o yperadetal oA eE181KEVUEVOUC KAl LYPNAA K-
TTASEVUEVOVE ETMOTNLOVES V1A VA UITOPOUV va avTIAn@Bolv katl va emkovm-
vioovv (TAVTa 0gfOUEVOL TO VOUIKO TTAQIC10) LE TOVUC E181KOVG EMAYYEAUATIEG
vyeiag. Omote autd mov kepdilel Evag emayyelpatiog vyeiag otnv kabnuept-
VT] TOU KAWVIKT] TTIPAKTIKT| elvatl 1 Suvatotnta yia stoAd o eUmePIoTATOUEVES
KO KAAQ TTAN POPOPTLEVES ATTOPATELS, TOVAAYIOTOV WG TTPOG TNV XPTOT) EVOG
OKELAOUATOG OTNV TPOOTADEId TOV Y TNV KaAUtepn Suvatn Bepasevtikn
ADOT KA E7TAOYT), LE ATTMTEPO OKOITO TO PEYIOTO SuvATO OPEAOG TV AoBevaV.

Kata v astoyn] oag sro1o IWropel va etval to
emopevo Pripa evog MSL ot otadiodpopia tov ot
@apuakevTkn founyavia?

H 6¢om tov Medical Advisor kat tov Medical Manager.

IMwg BAenete va e§eAiooetar 0 porog tov MSL ota
enopeva 3 ypovia?

Oa ovveyioel va avamthooeTal — ausavouevn {ntnon - kot va dievpivetal,
kabwg Ba avardferl emkovpikd mpdobeteg apuodlOTNTEG 08 OXEON UE TOUG
S1AOPPWTES TOMTIKNG LYELAC KAl TTAPAYOVTESG TV (PAPUAKO-OIKOVOUIK®DV,
eve Ba Stayepidetar kan Oa emkovwvel Sedopéva artd meEPIOCOTEPA EMOTN-
povika media, kabwg kat o1 emayyepatieg vyelag Oa aoyolovvtal meploco-
TEPO UE U1 AUY®S KAviKA/Bepastevtikd Oepata. Emiong, oe éva Ao kat mo
oLvBeto mep1Barov, o porog tov MSL Ba yivet (akoun) mo onuavTikog ya
TOV ETITUXN 0Xe01a0Ud KAl TNV VAOIOINGOT TV ETOTNHOVIKMV KAl EPELVI-
TIKOV  JTPOYPAUUAT®V, KAl TEAIKA TOV EVPVUTEPWV ETLXEIPTOIAKWDV OXESIwV
g etapeiag. Yo 1o pwg avtov tav e§eAifewv, o1 Suokoieg e€l0oppomnong
LeTA&D TOL ATATNTOV XPOVOL OTO TESI0 KAl TWV VITOYPEWMOEMY OTO YPAPELO
potadel va HeyaA®vouv. AUTO IOV QAIVETAL VA TIPOKVITTEL OAV AVAYKN, elval
n Statnpnon Tov autywg un mpowdnTikoy yapaktpa g SOVAEIAg TOV Kot
N SlaopAaAon Tov VPNAOTATOV EMOTNUOVIKOD EMITESOL NG ETMOKEWTG TOL.

Iwg aftoroyeite Tov poAo Tov MSL kat 71010
JMOTEVETE OTL EIVAL TO WIOTEAECLA TN EPYATTLAG
TOV OTN KaOnuepwvn kAwvikr tpaktikn tov EY?

E€aipetikd eviiag@épov poAog, oUVOETOG KAl TTPOKANTIKOG, LEYOAWY QITALTT)-
oewv. Emmiong: polog peyding evbovng kar vypnAov £motnuovikoy KOpoug,
POOPEPEL payuatikn a&la otov emayyehpatia vyeiag / e18iko 1atpo, pe
aueco amotedeoua ywa tov acBevr) (eheyyog, Sityvwon, emoyn BEATIOTNG
Bepauteiag, emnpnon, evaAlaktikeg Beparmevtikeg emAoyeg, kailtepn Suva-
M) Srayeipion vooov og 0mo108nmoTe 0TAS10).
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Tvpooeikvel évav MSL va emaSwwEer jua
otadrodpouia ot pappakevtkr fropunyavia?

O Medical Science Liaison (MSL) eivatl €évag moTnUovag Tov 1aTpikov TUr-
HATOG HiOg PAPUAKEVTIKNG ETALPEING, O 0TTO10G TTAPEXEL AUEPOANIITI LN TIPO-
®ONTIKOY YAPAKTNPA 1ATPIKT TTANPOPOPNOT TOV TPOIOVTIWV TNG ETAIPEIAg N
ETOTNUOVIKT TANPOPOPIA VI CUYKEKPIUEVT] BEPAITEVTIKT TTEPLOYT], OTNV 1a-
TPk KowoTnTa (0€ emayyeApatieg vyeiag). Autod sov mpooeAkvel evav MSL
va embimwel pa otadiodpopia ot pApUAKELTIKT frounyavia, eival ylati o
enmayyehpatiag-emotnpovag-MSL ocupfaiel otn ouveyn, eykpln, TeEKUNPL-
WUEVT EVNUEPWOT] e AELOMOTO, AVTIKEIUEVIKO ETOTNOVIKO VAIKO (science
evidence) eKEVIPWUEVO OTNV 0pOT) EQAPLOYT) TNG ETTOTNUNG AITTO TOVG ETTAY-
yeApatiag vyelag Kol amoteAel CUVOMIANTI e Toug emayyehuatieg vyelag.
STa IAAIoIA aUTA GUUPBANEL ONUAVTIKA OTOV EMOTIUOVIKO S1AA0Y0 KAl TNV
EMKOVOVIA VEWV KAMVIKoV Sedopevav, kabmg kal oTnv mpoeToluacia g
1ATPIKNG KOWOTNTAG 0TI €10080 £vOg VEOU PAPLAKOL OTNV KAIVIKT TTPAgn 1
Twv N8N vVTapXOVIWV MTPOg OPEAOG TwV acbevav kal Tng Kowvwviag. O MSL
elval pohog kAe1Si yua v sapoyn vwnAng mooTnTag kat afiag 1Tpikn mAn-
POPOPNOT| TTPOG TOVUG EMAYYEALATIEG LYELAG UE TTOAEG SuvaTOTNTEG OUVEKOVG
exmaibevong Tov 1610V ToL ATOHOL KA etayyeAuaTikng eEEMEng.

IMowa elval Ta YAPAKTNPLOTIKA TTOV JIPETEL VA EXEL
KOITO106 yia va yivet MSL?

O MSL 6a mpemel va xapaktnpiletal amo Pabid emoTNUOVIKT YV®OOT TNG
BepAITELTIKT|G TTEPLOYNC LLE T OTTOIA ACYOAEITAL, EMOUEVWE TITUYio AEI OeTikng
katevBuvong (BSc) (Broemotnuav, Iatpikng, Xnueiag, 11 Opapakevtikng)
padl pe oyxetkd petasmtuylakd Titho edikevong (MSc) 11 Sradaktopikn
Satpir) (PhD) eivar mpoamaitovpeva. Evpeia yvwon oe Blootatiotik,
O1KOVOUIKA VYELAG, papakoAoyia kot KAVIKT épevva elvan tavta emBupnta.
EmutAéov, 0 MSL Ba tpémet va £xe1 avasttuypevn IkavotnTa 0TV EmKoVOVia
KA1 0Ny tapovoiaot 8e8ouévay , avaALTIKT) OKEWT], YVOOT] TOL KAVOVIOTIKOD
meplfAAAovTog, VYNAA  Se0VTOAOYIKA  JPOTLITA KAl — ETTAYYEAUATIKT
oupteppopd. Na eivar atopo pe Betikn okéyrn, vITeEVOBLVVO, LE 1IGOPPOTTNUEVT),
akp1Pn, Sikain KAl AVTIKEWEVIKT) TEKUNPIOOT] TV KAVIKOV Sedopevav twv
EYKEKPIUEV®V T) LTIO €yKPLoT] papuakwy. ‘Oleg ot mapamavew deflotteg kat
YVQOOELS XTI{ovTal Kat KaTd Tn S1dpKela g emayyeAUATIKN G topeiag Tov MSL
Kau pe ) Stapkn ekmaidevorn Tov eviog Kat eKTOg eTalpeiag.

Kata v astoyn oag sro1o JWropel va etvatl to
emopevo Pripa evog MSL ot otadioSpopia tov o
QapuakevTikn founyavia?

O MSL g&yovtag Svvatd emotnuovikd vmoPabpo pmopel va efelybel oe
B&0e1g eVIOg TOL 1ATPIKOD TUMHATOG AAAA KAl 08 AAA TUTILATA TNG ETALPELag.
IToAAol MSLs petd autd pakpd eumelpia 0to Xopo avaiapufavouvv alieg
Beoe1g evBHVNG 1aTpIKOV VITOBECEWY (TT.X. 1ATPIKOD GUUPOVAOV) T} KAVIK®V
TUNUAT®V 1] EKTOG 1ATPIKOV TUNHATOG OTIw¢ o¢ Tufpata marketing 1 market
access KTA. 0g TOmKO aAAd kot S1ebveg emimedo. H mpoowsmikr) pov eumeipia,
g TpaNY MSL, pov dvoife kavovpyleg TPOOTTIKEG ETAYYEALATIKN G EEEMENG,
avaiapfavovtag mn Beomn tov Clinical Research Medical Advisor, Global Drug
Development, wgumevBuvn 1atpikol L POVAOL TV VLITO AVATITUEN TPOIOVIWY
g etaipeiag (paon avamtuéng II kau III), 5 OepameEVTIK®VY TEPLOXDY KAl
omaviwv voonuatwv. Ilpdopata avehapa mm 0¢on tov Emke@alrng g Oe-
pamevTikng Ieproyng g Nevpoloyiag 6tov 1 opada pov asroTeAeiTan ate
1atp1ko ovpPovio kar MSLs!
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