IovA. 2023 Telyog 2 9 - 3 0

APXEI

€JOURNAL

Editor in chief
B. Mntapovtoov

EA.ESPI.

EAANViKn ETalpeia
Pappakevtikng Iatpikic

Yuvraktkr Emtpoonn
E. AAafepa

E. AvBomotviov

I. ABavaoiadng

K. Ztavpvog

X. EAevBepiov

A. Xaviwtng

AIABAZTE ZE AYTO TO
TEYXOZ:

040502 is a 2004 painting of pigment on paper by the robotic,
artificially intelligent painter AARON IInyn: New Atlas
BiBAioypa@Ikr| avaokoTnon

ELEF! - IFAPP poster ayomm('x uéAN , ayasmtol cuvadeApot kat gpirol g EA.E.@.1.

o¢A. 6
Bplokopaote ndn 0to 30 TPIUNVO TOL 2023 KAl £XOVUE OAOKANPMOEL PE EMTLYIA TO

ekaSevTIKO TTPOYpaAuaA TOV 10V eEaunvou.

Eixape v yxapd va vlomomoovpe T pnviaieg ekSnAmoelg pag ,0mwg eiyav
avakowvwbel 0to SuTAd Tevyog Iavovapiov Tov TPEXOVTOG ETOVG.

Me Baon tov TpoypapuaTtiopto pag kaAvwape Tig eEeAEEIg 0TOVG TOUEIG TNG EMOTNUNG

5n Huepida Gappakoemaypimvnong & IOV APOPOLY :

Safety Risk Communication Workshop

2023 ool 8 «  TIC KaVOVIOTIKEG LTTOOEDELS - Regulatory Science yia 1o HEAMOV TOL PapUAKOU,

e TIg avadvopeveg evkalpieg KAPLEPAG YA TOVG VEOLS PloemoTUoveg oTnv

PharmaTrain Syllabus Revision Project dappaxevtkh Iatpn

2023

ael11 e TO VEOD EVPWITATKO KAVOVIOUO V1A TIG KAVIKEG Sokuég oe ovvepyaoia pe v IFAPP,

« v 51 Hyuepida “@appaxkoemnaypvmvnong & Safety Risk Communication Work-
shop 2023” kabwg kat

oUVEXELQ OEA.2

EAAnvikA Etaipgia ®appakeuTikig latpikig (EA.E.®.1.)*
MéAog Tng AieBvoug OpooTrovdiag XuAoywv dappakeuTikig latpikAg (IFAPP)

Maiavdpou 23, ABriva 11528
B TnA.: 2107211845, 2107243161 (latpikr) ETaipgia ABnvwv)
BAPMAKEYTIKHE FaX: 21 072261 00

IATPIKHE

* 31V EA.E.®.1. GUUPETEXOUV WG PEAN 1ATPOI, PAPHAKOTIOION f} TITUXIOUXO! BIOAOYIKWY ETIOTNHWY, Ol OTToiol agXoAoUvTal
ME KAIVIKEG HEAETEG (EpEUVA), PAPUAKOETTAYPUTIVNON, EYKPIOEIG PAPUAKWY Kal ue AAAOUG TopEiG TNG PAPPAKEUTIKAG
laTpikAg.
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o Vv Huepida “Medical Affairs 2023: «ITo) Bplokopacte orjuepa;»

Evyaplotovpe Beppd Toug CUVTEAEOTEG KA1 CUUUETEXOVTEG TWV EKSNAGCEWY
pag yw v ovuPoArn tovg otov emokoSountikd Sidloyo kat otnv
ouvdnuovpykn aAnAentibpaon .

Evoyel Tov KaAokapvov S10KOommy eUXOUAoTe 08 OAEG KAl OAOUG KOAN
Eexovpaon kat avadmoyovnaor .

Oa eaveABovpe Tov ZeMTEUPPI0 YA TNV OLVEXEI TV SpAoewV Tov 2023 !

Bapfapa Mmaapovtoov
IIpoebpog EA.E.D.I.

MD,PhD,GFMD,EMAUD

Consultant in Internal Medicine

Pharmaceutical Medicine Consultant

Research & Experimental Development in Medical Sciences Expert
ELEFI President

IFAPP President

EA.E.@.1.

EAAHNIKH ETAIPELA
DAPMAKEYTIKHE
IATPIKHE

Katoyvpwon onuatog EA.E.®.1.

SYeTIKA pe v npooPaon oto meplodiko g EAE.@.1. yia etapukovg oko
JTOVG, I.Y. AvaokoOmmong PipAloypapiag oto mAAio0 TmV LITOYPEWMCE®Y TNG
@appakevtikng vopodeosiag, Octovpe voy oag 0t 1o AY g EAE.®.1.
£xel kabopioet €181k0 €TM010 TENOG ETAPIKTIE TUVEPOLTG VYOUg 150 EVP®
®ITA, pe katapoin péow IBAN (GR87 0140 1940 1940 0200 2001 503, Tpa
neda Alpha Bank) kan €ék8oon tipoAoyiov a6 myv EA.E.®.1.

EmutAéov ta AN pn ototyeia g etaipeiag yia v €kdoorn tov tipoioyiov Ba
TIPETEL VA ATOOTAAOVV oTa emails: treasurer@elefi.gr & secretary@elefi.gr

Me Vv katafoAr) g eTaipikng ovvdpourg o vevBuvog tov Opyavicuov
oag Oa &yel mpooPaon oto Ieplodikd peéow twv credentials sov Ba Tov
QAITOOTAAOVV.

IMapakalovpe emiong va AaBete vtown OTL N ETAIPLKT CLVOPOUT 1OXVEL Yia
QUTOKAELOTIKT) XPTIoN TNG oV Barrouevng etarpeiag, ovdepia e mapoyn
POOPAONG MPOG TPITOVE EMTPENMETAL, EKTOG EAV TOVTO EEISIKEVETAL PNTWG
511 g Tapoyng OXETIKOV Sikaumpatog ek pepovg g EAE.D.I..

SNUEOVETAL €TT0NE OTL OO0V APOPA OTIC ONUOCIELOEIC KAl €V YEVEL T
TEPIEYOUEVA TOV TEPIOOTKOV, 1) €VOEXOUEV] UETAPOPTWOT, XPNOTN KAl
LETAPPAOT) AUTGOV Sev eyeipet {Nnua 51ekSiKNOoN G IVEVHATIKGOV SIKAWUATOV
ek pepovg g EALE.@.1. aAA@d autd Tovg Stka1iovyovg CLuyypa@eig.

Fag eLXAPIOTOVUE
To Atotkntixo Zvufoviio g EA.E.D.I.
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1. IInyn:  https://jamanetwork.com/journals/jama/fullarticle/2801050
by  Mahnum Shahzad, BA

Huseyin Naci, MHS, PhD,

Anita K.Wagner, PharmD, MPH, DrPH

RESEARCH LETTER dates from approval letters at Drugs@FDA. We linked trial re-

Association Between Preapproval

Confirmatory Trial Initiation and Conversion

to Traditional Approval or Withdrawal

in the FDA Accelerated Approval Pathway

The accelerated approval pathway allows the US Food and
Drug Administration (FDA) to approve drugs that demon-
stratean effect onasurrogate end point that is reasonably likely
to predict clinical benefit. Following accelerated approval,

quirementsto corresponding information at ClinicalTrials.gov. *
We extracted the date on which the first participant was
enrolled inthe trial and noted whether this occurred before or
after accelerated approval (eAppendix in Supplement 1). The
Harvard Pilgrim Health Care Institutional Review Board deter-
mined the study exempt from review.

We used t tests to compare proportions of indications that
were converted to traditional approval or withdrawn for drug in-
dications withand without preapproval trial initiation and which

had 3- or 5-year follow-up since accelerated approval or target
completion dates before July 2021. These measures are in line
with prior work on confirmatory trials making explicit the du-
ration of patient exposure to drugs with uncertain benefits,* and

manufacturersare required to

i [ verify clinical benefit in con-
e firmatory trials. Delaysincon-
firmatory trial completion have led to proposals for reform-

JAMA PUBLISHED ONLINE JANUARY 27, 2023

2. IImyn: https://link.springer.com/article/10.1007/s12553-023-00738-2

Artificial Intelligence Applied to clinical trials: opportunities and challenges

by Scott Askin, Denis Burkhalter, Gilda Calado & Samar El Dakrouni
© The Author(s) under exclusive licence to International Union for Physical and Engineering Sciences in Medicine (IUPESM) 2023

Abstract

Background Clinical Trials (CTs) remain the foundation of safe and effective dug development. Given the evolving data-
driven and personalized medicine approach i healthcare, 1t 1s imperative for companies and regulators to utilize tailored
Artificial Intelligence (AI) solutions that enable expeditions and streamlined clinical research. In this paper, we identified
opportunities, challenges, and potential implications of Al in CTs.

Methods Following an extensive search in relevant databases and websites, we gathered publications tackling the use of
Al and Machme Learming (ML) i CTs from the past 5 years in the US and Europe, imncluding Regulatory Authorities’
documents.

Results Documented applications of Al commonly concem the oncology field and are mostly being applied in the area of
recruitment. Main opportunities discussed aim to create efficiencies across CT activities, mncluding the ability to reduce
sample sizes, improve enrollment and conduct faster, more optimized adaptive CTs. Whaile Al 1s an area of enthusiastic
development, the identified challenges are ethical in nature and relate to data availability, standards. and most importantly,
lack of regulatory guidance hindering the acceptance of Al tools in drug development. However, future implications are
significant and are anticipated to improve the probability of success, reduce tnial burden and overall, speed up research and
regulatory approval.

Conclusion The use of AT in CTs is in its relative infancy; however, it 1s a fast-evolving field. As regulators provide more
guidance on the acceptability of Al in specific areas, we anticipate the scope of use to broaden and the volume of implemen-
tation to increase rapidly.

HEALTH AND TECHNOLOGY FEB (2023) 13:203—213
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3 o IImyn: https://www.nejm.org/doi/full/10.1056/NEJMra2302038

The NEW ENGLAND JOURNAL of MEDICINE

REVIEW ARTICLE

Jeffrey M. Drazen, M.D., Editor;
Isaac S. Kohane, M.D., Ph.D., and Tze-Yun Leong, Ph.D., Guest Editors

Artificial Intelligence and Machine Learning
in Clinical Medicine, 2023

Charlotte ). Haug, M.D., Ph.D., and Jeffrey M. Drazen, M.D.

S COMPUTERS AND THE CONCEPT OF ARTIFICIAL INTELLIGENCE (AI) Dr Haug can be contacted at charlottejohanne@
were almost simultaneously developed in the 1940s and 1950s, the field of ilma”-com or at Aamotveien 63, 0880 Oslo,
L. 1\ medicine was quick to see their potential relevance and benefit.}? In 1959, "

Keeve Brodman and colleagues claimed that “the making of correct diagnostic N Engl) Med 2023;388:1201-8.

. ’ £ ; b i all e Bt siinct DOI: 10.1056/NEJMra2302038
interpretations of symptoms can be a process in all aspects logical and so com- o050 vassachuserss Medical socey
pletely defined that it can be carried out by a machine.” Eleven years later, William

B. Schwartz wrote in the Journal, “Computing science will probably exert its major

effects by augmenting and, in some cases, largely replacing the intellectual func-

tions of the physician.™ He predicted that by the year 2000, computers would have

THE NEW ENGLAND JOURNAL OF MEDICINE | 2023; 388:1201-8

4. IInyn: https://www.thelancet.com/journals/landig/article/PIIS2589-7500(23)00052-3/fulltext

Health Policy I

Decentralised clinical trials: ethical opportunities and
challenges

CrogaMark

Effy Vayena*, Alessandro Blasimme*, Jeremy Sugarman m

Fuelled by adaptations to clinical trial implementation during the COVID-19 pandemic, decentralised clinical trials tancet DigitHealth 2023
are burgeoning. Decentralised clinical trials involve many digital tools to facilitate research without physical contact  published online
between research teams and participants at various stages, such as recruitment, enrolment, informed consent, April25 2023
administering study interventions, obtaining patient-reported outcome measures, and safety monitoring. These tools :;_";;’?;g;;?;l‘;;g:f;
can provide ways of ensuring participants’ safety and research integrity, while sometimes reducing participant burden I -
. - . . - . ~ . - b oneri e Ual
and trial cost. Research sponsors and investigators are interested in expanding the use of decentralised clinical trials. e eqnd & oo
SR ; ; : ; Health Ethi Policy Lab,
The US Food. and Drug Administration and o.ther regulators wurl.d\'f' ide hav.e issued guidance on hf}w to Implt‘l‘l]ﬂ:jl’ D::mmr': o': Heam'gciems
such adaptations. However, there has been little focus on the distinct ethical challenges these trials pose. In this andTechnology, Federal
Health Policy report, which is informed by both traditional research ethics and digital ethics frameworks, we group Institute of Technology-ETH
the related ethical issues under three areas requiring increased ethical vigilance: participants’ satety and rights, [Z::d" Zﬁ:$‘ Sgireeang
: i T k 3 Ll E . Y i ayena PhD,
scientific validity, arlld etl.ucs offers?ght. Our aim is to descnhe. thesehlssues, offer practical means of addressing them, A Blachine Pho): Beiinan
and prompt the delineation of ethical standards for decentralised trials. Institute of Bioethics,
Department of Medicine, and

LANCET DIGITAL HEALTH, APRIL 25, 2023
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5 . IInyn: https://jogh.org/2023/jogh-13-06001

Electronic supplementary material: journal of
The online version of this article contains supplementary material. I E b I
g health
© 2023 The Author(s) Cite as: Utami AM, Rendrayani F Khoiry QA, Noviyanti D, Suwantika AA, Postma M], Za-
JoGH © 2023 [50GH kiyah N. Economic evaluation of COVID-10 vaccination: A systematic review. ] Glob Health
2023;13:06001

Economic evaluation of COVID-19
vaccination: A systematic review

RESEARCH THEME 2: COVID-19

. . D Tk 0 :
Auliasari Meita Utami™®, Background Safe and effective vaccination is considered to be the most critical

Farida Rendrayani'*®, strategy to fight coronavirus disease 2019 (COVID-19), leading to individual
Qisty Aulia Khoiryl* ® ] and herd immunity protection. We aimed to systematically review the econom-
Dita Noviyanti!, Auliya A ic evaluation of COVID-19 vaccination globally.

H
Suwantika?® | Maarten J Methods We performed a systematic search to identify relevant studies in two

PostmaQrSf“i%)} Neily Za k]yahlrg@ major databases (MEDLINE/PubMed and EBSCO) published until September
8,2022. After deduplication, two researchers independently screened the study
'Department of Pharmacology and titles and abstracts according to pre-determined inclusion and exclusion cri-
Clinical Pharmacy, Faculty of Pharmacy, teria. The remaining full-text studies were assessed for eligibility. We assessed
Universitas Padjadjaran, Bandung, their quality of reporting using the Consolidated Health Economic Evaluation

Indonesia : . . .
*Center of Excellence for Pharmaceutical ‘Reportmg S1ta‘ndards 1(CHEERS) 2022 checklist and summarized and narrative-

J GLOB HEALTH. 2023; 13: 06001

6 o IImyn: https://globalforum.diaglobal.org/issue/february-2023/patient-engagement-that-enables-
regulatory-decisions/

Patient Engagement That
Enables Regulatory Decisions
Cao-Creating Next Steps in
Pqatient-Facused Drug
D ment

@PFMDwithPatient

Sharon Gorman Annette Bakker Almath Spooner
Pfizer ¢ ndatiar t

@pfizer i@abbvie

@ChildrensTumor

FEBRUARY 2023 GLOBAL FORUM
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Hellenic Society of Pharmaceutical Medicine (EL.E.F.I.)

About Us

The Hellenic Society of Pharmaceutical
Medicine (ELEF..) is a nonprofit scientific
society, established in 1991 in Athens,
Greece.

ELEF.L's main objective is to advance the
education and activities within the within
the field of pharmaceutical medicine
landscape, primarily focusing on clinical
research, pharmacovigilance, patient
access and regulatory issues related to
medicines development and value
assessment.

Contact Us

@ +30210 7211845
www.elefigr
© 23 Meandrou, 11528, Athens, Greece
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EDUCATIONAL COURSES (Oct - Dec 2022)
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Striving for Et & ]
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International Conference
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(cont)
CLIN.RE.C.T.INNOVATION FORA
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FOMEN-DDE
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Anpikiou

What have we done?
WORKSHOPS

The Evolution of Patient Empowerment, Collaboration and
Support Programs in the Digital Era: Adapting to the Challenges
of the Future
save the
aate

AcxcpPplou

| The Future
of Medicinal
Products

pEdov Tou poppdiou

Pharmacovigi ; 3
lance & Safety
Risk
Communicati
on Workshop

Affairs Day

What are we doing?

o1 Working Groups
Website, New Technologies & Social Media

Medical Developments & Careers in
Pharmaceutical Medicine
Pharmacoepidemiology and Benefit-Risk
Assessment

Ethics in Pharmaceutical Medicine

Certification and Continuing Education
Medicine

02 Scientific Journals

o3 Newsletters

oa Engage with our Partners

What's coming!

October1,2023

HTA during life-cycle of Medicines and
Medical Devices

November 2023

The Patient Journey: Experience and
Evidence in Decision Making for better
outcomes.
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Easy Guide to Clinical Studies -
A Practical Tool for Young Clinical Research

Melanie Glaettli
PhD, Swiss Clinical Trial
Organisation (SCTO)

Synove Otterbech
PhD, Cantonal Hospital St.Gallen
(KSSG)

SCTO™®
PLATFORMS

Professionals

Managing a clinical study is complex and timeconsuming: there are regula-
tory requirements to fulfil, approvals to obtain, staff to train, and partner-
ships to build. To support research teams — and particularly young clinical
research professionals — navigate the complex world of clinical research with
ease, the experts of the Project Management Platform of the Swiss Clinical
Trial Organisation (SCTO) have launched a beta version of their Easy Guide
to Clinical Studies (Easy GCS). https://www.sctoplatforms.ch/en/tools/easy-
guide-to-clinical-studies-(easy-gcs)-186.html

The Easy GCS is structured in six study phases (from “basic” to “completion”)
and eleven different subject areas (e.g., ethics and laws, study management,
quality and risk, and safety). This guide enables clinical research profession-
als to quickly find answers to their questions. Indeed, the “basic” section pro-
vides visitors with background knowledge and definitions. Moreover, all in-
formation is presented with a simple and user-friendly layout by answering
three pertinent questions: (1) What is it and why is it important? (2) What do
I need to do? (3) Where can I get help? The answer to the last question pro-
vides clinical research professionals with references to relevant Swiss laws, to
international guidelines (e.g., ICH GCP and ISO), links to useful tools, and in-
formation on how to access additional professional support within the SCTO
Clinical Trial Units Network. The current beta version contains seven (out of
eleven) complete subjects and subsequent subjects will follow shorty. Stay
tuned! Try out the Easy GCS now at: https://www.easy-gcs.ch/entrypage.
html.

The Easy GCS tool is being developed by our experts in the SCTO’s Project
Management Platform with support and expertise from our partners in the
other SCTO Platforms, the Swiss Biobanking Platform (SBP), and the Swiss
Group for Clinical Cancer Research (SAKK). The SCTO Platforms were estab-
lished in 2017 as a nationwide network of eight thematic and interconnected
platforms in Switzerland. These platforms develop practical resources as well
as innovative and freely available tools for clinical research professionals. The
SCTO Platforms are publicly funded by the Swiss State Secretariat for Educa-
tion, Research, and Innovation (SERI). To learn more about the SCTO Plat-
forms and about specific tools visit our Tools & Resources website: https://
www.sctoplatforms.ch. There you will also find tools specifically developed
for young researchers such as the Clinical Research Careers website — cen-
tralising information and guiding young physicians throughout their research
career.


https://www.sctoplatforms.ch/en/tools/easy-guide-to-clinical-studies-(easy-gcs)-186.html
https://www.sctoplatforms.ch/en/tools/easy-guide-to-clinical-studies-(easy-gcs)-186.html
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5"Hpepida Pappakoenaypunvnong & Safety
Risk Communication Workshop 2023

Néeg anaitnoelg, TEXVOAOyieg, EUKalpieg Kal NPOKANCELG

Abapavtia Maviatdkou
PhD, MéAog Opddog
®appakoenaypunvnong EA.E.9.1.

Amaimoeig Ava@popag
Agdoueévwv Aopdietag
Klvikov Aoxkiuwv
ovupova ue tov Néo
Evpwmaaixo Kavoviouo
536/2014

Avaokoanon g
Broypapiag yia tmv
ava@opda AvemiOuuntwv
Evepyelov kata

TV UETEYKPLTIKT]
aapaxoiovOnon mg
AoPAIELAG TOV PAPUAK DV
Kat epufoiriov

otn Pappakoenaypunvnon

Tvvoyn - Baowa cvumepaopata

WYneuwkn IIpoocvvedpia (zoom session), 25-05-2023

> S1aAe€n g pe Oepa Arautnoeig Avapopag Aedouévov Aopaisiag
Kiwvikov Aoxiquwv ovupwva ue tov Néo Evpwmaaixo Kavoviouo
536/2014, n Ap. Maapovtoov eneotjpave 0Tl o véog Kavoviopog amotelel
ONUAVTIKT aAAQYT) Y1 TNV KAWVIKT] €pguva Kal avolée £va VEO OLVAPITACTIKO
KEQPAAA0 yia Tovg aobeveig kar Tig kKAwvikég Sokiueg ommv Evpomn. H
KupoTEPN aAlayn, omwg avapépbnke, eival 0TL | véa vopobeoia mpowbel
L1 JTI0 EVAPUOVIOUEVT] TTIPOOEYYION TV KAVIKGV Sokiuwv otnv Evpwraikn
'Evwon (EE), pe pia eviaia vitofoAr] kar cvvolikn opBoroyikn Sradikacia
a&lohoynong. Xpnolomoleital N KEVIPIKN KAl EVAPLOVIOUEVT] TTAATPOPLA
— 7o Clinical Trial Information System (CTIS), to omoio asmotelel kevipikn
Sradiktvakn mOAn kot Baon SeSopévwv g EE yia pvBuiotikeg vtofoiéc,
adelodotnoeig kat emifAeyn khavikov dokipmv oe oAdkAnpn v EE. Meta
QIto pia opropevn petafatikn smeplodo, o vEog Kavoviopog Ba avTikataotroet
TIANPWG TOV JIPONYOULEVO KAl OAEG O1 SOKIUEG TTOV eyKpiOnkav e faon tov
JpoNyovuEVO kKavoviopd Ba puBuidovral mAgov amd tov véo kal Ba mpemet
va gxovv «petagpepOei» oto CTIS. A6Onke eupaon otnv avaykn yia tayeia
Stekmepainon Twv S1a81kao1V €yKPlong KAl UVITOYXPEWTIKI EMKOV®VIA
TV EUTAEKOUEVOV QPOPEWV, KADMS Kal T onuavtikr] SievkoAvvorn otoug
Xopnyoug, otovg apuodiovg eBvikolg popeig ka otig Emtponég Aeovtoloyiag.
SudnmOnkay TrpaTa Iov apopolv 0To poro Twv Emtponmv Acovioloyiag,
oTig aMayeg otn Stadikaoia £ykplong twv alrtnoewv adelodoTnong Kat g
VITOBOATG TOVE, 0TO JTNUA TN AE0AOGYNONE TOV TTPWTOKOAAOL, TNV LITOBOAN
AVAPOPROV ATPAAELA.

AxoAovBnoe 1 ovdon petald twv peAdv g Ouadag Papuakoemaypv-
mvinong EAE.®.I* pe 0éua Avaoxommon g Pifioypagiag ya
mv avapopa AvemiOuvuntwv Evepyeiwv katd TV UETEYKPLTIKI)
mapaxoiovOnon g acpdisiag Twv EAPUAK®V KAl eufoiiwy xal
n 6aSpaotikn mapovoia kAl S1IANOYOG e EPWTNOELS, ATAVTNOELS KAl OXOAA
TWV OUUUETEXOVIMV HECW (WVTAVIG PNPLAKTS Pn@ogopiag. TTo emikevipo
Twv Tomobetnoewv Twv ouAnt®v PBpednkav n Sadikacia ovAoyng twv
Sedopevmv mov dnuootevovtal oty tomikn fiAoypagia ko tapovoladovtan
0€ OLVESPIA WG TIEPIANYPELS, TTOOTEP T) AVAKOIVMOOELS KAl ) GUUPOAT TOug 0N
S1apkr) aloAOyNoT TV GAPUAKEVTIKGOV TIPOTOVIWYV, TA TTPOPANLATA EAEYXOL
mg PiAoypagiag wg mpog TNV TOAMTIKT TWV TEPIOSTKMV Y1a TA TIVEVUATIKA

1 X. Toovykov, Papuakomolog, Safety Value Partner, Roche,
AS. Maviatakov, Xnuikog PhD, Patient Safety Manager Novartis, Exp.
Xat¢omovAov, Biohoyog, Patient Safety Manager & POP Governance
Manager Assignee GR&CY Novartis,
I'. KapywoAakng, MSc, PhD Tomkog vitevBuvog Aopaielag acBevav kat
Tatpwkng ITAnpogpopnong Boehringer Ingelheim.
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5" HMEPIAA ®PAPMAKOEMATPYNNHZHZ & SAFETY RISK COMMUNICATION WORKSHOP 2023

Evnuépwon o@eieiov
Evavt Kivovvev yia

TOVG XPI)OTES TWV
papuaxwv: Iwg wropovv
ot pvOuoTicég apyég

va avramroxkptOovv
KAAVTEPA OTIC AVAYKES
TANPOPOPTOTG TWV
aolsvov xat tTwv
eTayyeAUATIOV Vyeiag;

EvatoOnromroinon

& e&owkeiwon twv
VYELOVOUIK®V ULE TG
VITOYPEDOELS AVAPOPUS
avermQvuntTwv evepyetowv
HETA TNV eUTELPIA TG
COVID-19 mavénuiag

Advanced Therapeutic
Medicinal Products
(ATMPs)

Née¢ araumoeig,
TEYVOAOYiEG, evKAIPieC
KAl TPOKANOELS 0TV
dapuaxoexaypvavnon

Sikaumpata kol tig adeieg xpriong oTo mAaiolo amobnkevong, tpondnong,
enefepyaoiag, LeTA@paong Twv apbpwv, Ta SIAuUATA TTOV AVTIHETWITIOVV
o1 KAK ka1 ta tpita ovpufarrdpeva pepnyla tov apocdlopiopd g NUEPAg
undev, £1ol Omwg MAEOV SlapopPPOVETAL LETA TIG TeAevTaieg eEeAifelg kal o
Bépa g SabeouodtTnTag kar mTpooPfaciudTTag EMONUOV KATAAOYOL TWV
EVTUTIWV KAl NAEKTPOVIK®OV TteploSikmv otnv EAAGSa.

H Ap. Mmapovtoov oty endpevn SaAeln g pe 0éua Evpuépwon
WEPEALIOV EvavTL KIvEUVOV yld TOvg Xpnoteg twv gapuaxkwv: Iwog
WTopovv ot pvluotikeée apyéc va avramrokptBovv kaivtepa otig
AVAYKESTANPOPOPNONGTWYV ATOEVOV KAL TV ETAYYEAUATIOV VYEIAG;
emKevIpoOnke otovg TpoTovg PeAtiowong emkovwviag g afloAdynong
wPeAEIOV EvavTt KivGUVmV e Ttoug aoBevelg kat emayyeAuaTtieg vyeiag Heow
g Stapavelag, Eykaipng Evaping Tov oXeTIkoL S1aAdyov, aoBevokevTpikng
TPOCEYYIONG OTNV AVAITTUEN PAPUAK®Y, 0TI S1apdpPwon TV Bepamevtikov
katevbuvmpiowv odnywv kar otn cvpfovievtikn SwafovAievon. H ovveyrg
AS10AOYNON TOV OEEAEIOV EVAVTL TOV KIVOUVKV Oa £xel peylotn amodoon eav
TEPAV TV EYKPITIKMOV APY WV KAL TNG PAPLAKOETAYPUITVIOT|G CULETEXOLV Ol
EVOOELS TV A0OEVAOV KAL TWV VYEIOVOUTK®V.

Apg@iOeatpo EAAnvikov Ivotitovtov Iaotep (@uokn
Tapovoia), 26-05-2023

Ewoaywyn omy emotnun ¢ QapUaKoemaypOIvnong, EYve pe T Siaheln
oV Ap. Tre@avov Tapatdn (Iatpog-T'aotpeviepordoyog, MD/PhD, I1poi-
otauevog AtevBuvong @apuakevtikwv Mehetov kat 'Epevvag tov EOD) pe
B¢pa v EvatoOnromoinon & £€otkeiwon twv VYEIOVOUIK®V UE TIC
VTOXPEDOELS AVAPOPAC AVETIOVUNTWY EVEPYEL®V UETA TNV ETEPiA
¢ COVID-19 mavénuiag. O Ap. Tapatlng ovvtovioe pia eviiagpEpovoa
ovdiTon yupw asmo Tig evOLVES TV AUECA EUTTAEKOUEVWV OTOV TOUEN TG
(PUAPUAKOETAYPUIVIONG, OMTwg aobeveig, enmayyeluatieg vyelag, puOOTIKEG
ApXES KAl papuakevTIkEG eTanpeieg. ISwaitepn Paon 860nke otnv avagopa
pag avemBvunmg evepyelag (AE) peowm kitpivng kaptag kal 0to poAO TOU
EO® yia ) Siayeipion) toug, Aapufavovtag uoyv Tig aitaiTnTikeg ouvOnKeg
g mavénuiag. Téhog, oudntnBnke n mopela mov akolovbeltan ywa v
extiunon arnomtag netafd @apuakov kat AE adld n afomoinon Baocewv
6edopevov amo Sigpopa cvotuata @apuakoemaypLmvnong (0nwg Eudra-
vigilance ka1 Vigibase) yia tnv aviyvevon AE.

¥ ovvéxew, o Ap. Apyvprog Ntuvostovrog (KaBnyntig ITabiatpikng
NevpoAoyiag EKITA), avélvoe tnv xpnon mponyueveov Bepamneiov Adva-
nced Therapeutic Medicinal Products (ATMPs) o GUYKEKPIUEVEC
onadeg aoBevav. ITapovoiaotkay Stagpopa tapadetypata Oepamelnv, Omwg
yovidiakr| Bepasteia kat 1 Bepameia pe oAtyovovkAeotidia oe maudiatpikovg
aoBeveig pe Nomaia Mvuikn Atpogia. 'Eugacn dmbnke oto tepdotio
opelog TV Bepamelwv avtwy, e ) SpaoTikn PeAtioon g vooou va givat
EUPAVIC OTO POTOYPAPIKO KAl BIVIEOANTTIKO VAIKO OV TTAPOVOIACTNKE.
Enakolovba, avapepOnke kal 0TIG TIPOKAT|OELS TTOL ATTOPPEOVV AITO T1 XPTIoN
TOVG, OTWG 1) TOAVT] HAKPOTTPOBEoUN EUPAVIOT) AVETIOOUNTWY EVEPYELDV UUE
TIG OUVETTAKOAOVOEG EMUTTMOEIS OTOVE A0DEVEIQ KA1 0TO GLOTHUA VYELAG AAAL
KOl 0TO VYNAO KOOTOG TwV DEpAITEIV QUT®V.

O Ap. Xpnotog Kovroywwpyng, (Avaminpwtg Kabnyntig, Epyaotr)-
plo Yyiewng xat Ilepifardovuxng Ilpootaciag, Iatpikr] XZxoAr Ale-
EavlpovmoAng, Anuokpitelo IMavemotiuio Opdkng) otnv  ouAia
Tov pe Oépa Néeg¢ amaitnoelg, TeEYVOAoyieg, evkalpieg xat mpo-
KAnoeig omv DAPUAKOETAYPVUAVI)ON]  TPAYUATEVTNKE  (NTHUATA
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Texvnu) Nonuoovvn om
DapuaAKoeTAYPOIVYON

Baowég apyég
emucovmviag Kat
emxkovwviag kivévvov,
uetarpémovrag ta dedouéva
0€ OVOLAOTIKEG Kl
Xproweg TAnpoopisg ya
TOV¢ aoBeveic kAt TO YeVIKO
aAnOvouo

papuakoemdnuoloyiag, emtipnong KwwoUvwv Kal evepyng  papua-
KOETAYPUTIVIONG, HEOA QIO TN HEAETN TV OedouEvwv TNAEKTPOVIKNG
OUVTAYOYPAPNONG, EPWTNUATOAOYIWV kKAl pe xpnon Pacewv SeSopévwv
papuakoemaypvmvnong. ISwaitepn &ugaon, petald awv, 560nke ot
ovAMoyn kat avaivon SeSopévav mpaypatikov koopov (Real-World Data),
OTOG KAIVIKEG HEAETEG, UNTPKO aoBevav, faoelg SeSopévwy amd ao@aAloTiKa
TOUELA KA 1ATPIKOVE (PAKEAOUG.

H S1de€n tov Sriram Venkateswaran (Senior Safety Data Scientist, Ro-
che) pe 6gua v Teyvnm) Nonuoovvn orn Dapuaxoexaypvavion
£EE£TA0E TO TGO TA CLOTHLATA TEXVI TG VO LLOGVVTG LITOPOVY va a&lomotnBotv
yla ™ PBeATioTonoinon Kol QUTOUATONOINO0T KAMolwV S1ad1kacidv otov
TOUEQ TNG PAPUAKOETAYPUIVIONG. EeKiviioe o opidovtag yia 1o Tt eivan
N TEXVNTY VOMUOOUVI KAl 1) auTopatosmoinon, avedei&e ta epyaieia mov
VITAPYOLV 1] AVAITTUCCOVTAL YA TNV AvAALOT), erte€epyacia Kal mapovoiaon
twv dedouévav. TElog, mapovoldotnkay dvo mapadeiypata aflomoinorng
gpyareimv texvng vonuoovvng péow tov ChatGPT (Generative Pretrained
Transformer) oe S1d@opeg Sadikaoieg g @appaxoemaypvmvnong (asmo
To case management wg To literature screening kat to signal detection) ev
ovnmOnkav ot pokAnoelg kabmg kat Ta NOKA SIAnuuaTa oV AToPPEOLY
QITO TNV EPAPUOYT) TOV CLOTNHATOV AVTOV 0TI PAPLAKOETAYPVITVIOT.

Téhog, n Ap. "E@n XZipov, mapovoiaoe 11¢ Baoikég apyég emucovaviag
Kal extkovoviag kivdvvov, uetatpémxovrag ta dedouéva oe ovola-
OTIKEG KAl YPNOYULEC TANPOPOPIES yid TOVS aoleveic kat Tto yeviko
aAnBvouo xar avéntuée emuepovg Bepata Omwg, Bewpleg kal £vvoleg,
PPAYLOVE KAl eumtodia 0TV emKovwvia, 8e§l0tnteg emkovwviag, mapd-
YOVTEG TOV €MNPeAdovV TNV EMKOVOVIA KIVEGUVOUL yla Ta @Aapuaka Kal ta
eufola otoug emayyelpatieg vyelag kal TNV avaykn yld QIOTEAECUATIKN
emKowvovia Kivbivou kat kpioewv dnuootag vyeiag pe okomo tn Sayeipion
™mg aPfefardTnTag, TV AUECT EVNUEP®OT] TOU KOIVOU, TN YEPUP®OT TOU
XAoUATOG HETAED NG avTIANYPNE TOV eI81KKOV KAl TNG AVTIAYIE TOV YEVIKOU
mAnBuopov.
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PharmaTrain Syllabus Revision Project 2023

PharmaTrain

MASTERING MEDICIKES DEVELOPMENT

Dr Joanne M Ramsey
Assistant Professor of
Pharmaceutical Medicine, Trinity
College Dublin; PharmaTrain
Syllabus Revision Project
Coordinator for IFAPP

The importance of education and training in pharmaceutical healthcare is
readily understood. The genesis for PharmaTrain was based upon this princi-
ple, striving to elevate knowledge in the lifecycle of medicines initially within
Europe and now expanding globally as the not-for-profit organisation “Phar-
maTrain Federation” (www.pharmatrain.eu).

As with many elements of the pharmaceutical industry, harmonisation brings
rewards in terms of a more timely, cohesive approach. The coordinated work
of the PharmaTrain Federation ensures quality in the Pharmaceutical Medi-
cine education provided. They achieve this by applying common standards
and guidelines for universities and denote centres that have gained Pharma-
Train recognition as well as centres of excellence.

A key element of this harmonisation is the PharmaTrain syllabus of Pharma-
ceutical Medicine that defines learning outcomes for course providers from
which curriculum and assessments are derived. The earliest version of the syl-
labus was devised as part of the IMI (Innovative Medicines Initiative) Euro-
pean PharmaTrain project and subsequently revised for Version 2.0 in 2018
encompassing 160 topics across 13 sections. This procedure was coordinated
by a collective of experts from IFAPP, the PharmaTrain Federation, and the
Faculty of Pharmaceutical Medicine.

The field of Pharmaceutical Medicine is continually evolving with areas such
as Real-World Evidence, electronic health, decentralised trials, Artificial In-
telligence, and the ripple effect of COVID-19 to highlight a few.

To maintain up-to-date knowledge and professional development, the Phar-
maTrain syllabus must also be kept current. Revision of the PharmaTrain syl-
labus commenced towards the end of Q1 of this year, managed again under
the auspices of the three bodies with Prof Peter Stonier as Project Convenor.
Introductory meetings were held in April to discuss the aim of the Syllabus
Revision Project and operations for completion. Given the scope involved,
each section has a designated lead as well as members with experience con-
senting to be assigned to it.

The process will allow time for the members to review topics, address research
developments in the field and consult with colleagues on where amendments
should be rationally made. The project coordination group will then careful-
ly consider the revisions proposed against the backdrop of Pharmaceutical
Medicine as a discipline, and the implementation of the syllabus by course
providers.

The process is envisaged to take several months to complete but is an impor-
tant renewal step to take ensuring current knowledge and expertise is main-
tained in Pharmaceutical Medicine.
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Regulatory Science:
Approaching the Future of Medicine

Summary report of EL.E.F.I. Scientific Webinaron
Regulatory Science - Feb 23", 2023

Grigorios Rombopoulos
MD, Consultant in Endocrinology
& Diabetes, Vice President Hel-
lenic Society of Pharmaceutical
Medicine (EL.E.F.I.)
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Pharmaceuticals are products that have a profound impact on the health and
well-being of individuals. The regulation of pharmaceuticals is essential to
ensure that these products are safe and effective,for these reasons regulatory
agencies across the globe imply strict guidelines for the approval and follow
up of treatments.

Regulatory affairs refer to the set of activities that pharmaceutical companies
undertake to ensure that their products are safe, effective, and compliant with
regulatory requirements and guidelines in order to facilitate the approval and
marketing of pharmaceutical products. These activities include preclinical
and clinical research, drug development, and post-marketing surveillance,
among others.

While the basic principles of regulatory affairs have remained the same over
the years, in recent years, pharmaceutical companies have faced new chal-
lenges that require a re-evaluation of existing practices and the adoption of
new strategies. In this article, we will explore some of the new challenges fac-
ing pharmaceutical regulatory affairs and how companies can adapt to them.

Increasing Regulatory Complexity and
globalization:

Regulatory agencies across the globe have become more sophisticated in their
requirements for drug approval, with more stringent standards for safety, ef-
ficacy, and manufacturing. On top of this, many modern pharmaceuticals are
biologics, which are derived from living cells or complex artificial bio-nano-
structures that are able to encapsulate biomolecules for therapeutical purpos-
es. Biologics and nanostructures are more complex than traditional chemical-
based drugs and require a different regulatory approach. Another issue is the



4

13 APKEIAEMAED.I.

REGULATORY SCIENCE: APPROACHING THE FUTURE OF MEDICINE

Map of the World’'s Manufacturing Output

EUROPE tetstanes
22 :

Maswtac
Cuatpeat 2018 ($)  Shave in Nationsl
5000 migma i}

NORTH AMERICA
LATIN
8% AMERICA
e than 5%

approval of off-patent generic, biosimilar and nano-similar products. While
generic drugs have not very big complexity in regulatory processes,biosimilar
and nano-similar products crate also a huge challenge for regulatory affairs
and authorities.

Additionally, the use of combination products, such as drug-device combina-
tions, presents a new complexity for regulatory affairs. These products re-
quire the coordination of multiple regulatory agencies to ensure their safety
and efficacy.

Another challenge is the globalization of pharmaceutical development and
manufacturing. The outsourcing of pharmaceutical manufacturing to coun-
tries with lower labor costs has led to an increase in the number of products
coming from emerging markets. China for instance became the biggest phar-
maceuticals manufacture globally. This development has created new uncer-
taintiesfor regulatory affairs. Additionally, the regulation of clinical trials con-
ducted in emerging markets requires higher vigilance for regulatory affairs.

The increasing complexity of regulations has resulted in longer approval
times, higher costs, and more significant risk for companies. In addition, as
pharmaceutical companies increasingly operate in global markets, they must
navigate a complex patchwork of regulatory requirements across different
countries and regions as regulatory requirements may differ between coun-
tries, adding an additional layer of complexity and increased costs for compa-
nies that operate globally.

Emergence of New
Technologies& Digital
Health:

The rapid pace of technological innova-
tion in the pharmaceutical industry has
brought new opportunities for drug de-
velopment and delivery, but it has also
introduced new regulatory incertitude.
While the use of advanced analytics,
artificial intelligence (AI) and machine
learning in drug development and clini-
cal trials hold enormous promise for the
future of medicine has raised questions
about how to validate and regulate these
tools. FDA is taking steps to promote in-
novation and support the use of artifi-
cial intelligence based medical devices
or approves 3D printed drugs but this is not evident for all health authorities
across the globe. The use of artificial intelligence in healthcare, for example,
requires a new regulatory framework to ensure its safety and efficacy.

Innovative digital technologies in healthcare, including telemedicine, elec-
tronic health records, wearablesand mobile health applications are increas-
ingly being used to collect data on patients in real-time. These technologies
have the potential to transform healthcare delivery.

While these technologies offer great promise for improving patient outcomes,
they also raise questions about data privacy and security, as well as how to
regulate these new forms of data.
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Precision or Personalized Medicine:

An additional challenge for pharmaceutical regulatory affairs is the growing
trend of precision or personalized medicine. Personalized medicine is the tai-
loring of medical treatment to the individual characteristics of each patient. It
concerns medical treatment that target specific genetic mutations, biomark-
ers or other unique characteristics. Advances in genetics and molecular biol-
ogy have made personalized medicine a reality and created the opportunity to
cover the unmet medical need for the treatment of rare diseases.

While personalized medicine may offer better treatment options for patients,
it also triggers skepticism in terms of long-term safetybut also in terms of
affordability of increasing costs by health care systems. Although precision
medicine such as gene therapies have the potential to improve patient out-
comes and reduce overall healthcare costs including societal cost, currently
the existing new treatments have higher prices than traditional treatment
options. Despite that the investment on personalizedmedicine to treat a
previously untirable rare disease has an overall positive long term societal
outcome, the initial investments needed by health care systems are hardly af-
fordable for the majority of national health care providers.

The current regulatory framework was designed for drugs that treat broad pa-
tient populations, making it difficult to evaluate drugs that are only effective
for a small subset of patients. Moreover, traditional clinical trial designs may
not be suitable for personalized medicine, as the treatment must be tailored to
each patient’s specific needs. Additionally, the use of biomarkers,companion
diagnostics and other diagnostic tools which are medical devices subject to
their own regulatory requirements, increase the complexity of regulatory
framework.

RWD& Big Data:

The use of real-world data (RWD) to support regulatory decision-making has
also gained traction, creating new requirements for data collection,analysis,
and evidence generation.

Real-world evidence (RWE) is the evidence derived from RWD that is collect-
ed outside of traditional clinical trials. This can include data from electronic
health records, claims data, and patient-generated data. RWE has the poten-
tial to provide valuable insights into the safety and effectiveness of drugs in
the real world.

However, using RWE requires new regulatory assessment approaches. Regu-
lators must ensure that the data is reliable and accurate, and that it meets
relevant quality standards.

Pharmaceutical companies must also invest in the development of new data
management and analysis tools that can handle the large volumes of data as-
sessedto generate RWE. They must also work closely with regulators to en-
sure that their use of RWD meets all regulatory requirements.

The Impact of COVID-19:

The COVID-19 pandemic has highlighted the importance of pharmaceuticals,
and their regulatory environment, like never before. Governments around the
world have been quick to respond to the pandemic by enacting emergency
measures to ensure that vaccines and treatments can be developed and dis-
tributed quickly. However, these measures have raised challenges that need
to be addressed. One of the most significant challenges was the need to bal-
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ance speed with safety. The rapid development and deployment of COVID-19
vaccines and treatments have been unprecedented. This has raised concerns
about the safety and efficacy and the well-being of trial subjects. On one hand
the implementation of innovative remote monitoring measures for clinical
trials in order to increase speed and on the other hand the advanced analytics
supported by RWE and big data crated a new environment in development
trials. Regulatory affairs have had to work quickly in close collaboration with
regulatory authorities to assess the safety and efficacy of patients while ensur-
ing that new standards meet necessary requirements.

Patient-centeredDrug Development &
increasing Demands for Transparency:

Last decades it become evident that pharmaceutical industry should include
patient experience in all steps of drug development. Patients and advocacy
groups are increasingly demanding more transparency and involvement in
the drug development process, while payers and policymakers are looking for
ways to control rising drug costs. Regulatory affairs must also grapple with
evolving societal expectations around drug safety and access.

Patient-centered drug development involves engaging patients throughout
the drug development process to ensure that their needs and preferences are
considered. The rise of patient-centered drug development is a high prior-
ityarea for regulatory affairs. This approach requires a new regulatory frame-
work withgreater emphasis on patient-centereddrug development by ensur-
ing that patient input is adequately incorporated into the drug development
process and regulatory decision-making.

Conclusion:

Pharmaceutical regulatory affairs are facing new challenges with increasing
complexity of modern pharmaceutical products. To address all these novel-
ties, pharmaceutical regulatory affairs will need to adopt new strategies and
embrace innovation. One key approach is to leverage new technologies, such
as artificial intelligence and machine learning, to improve the efficiency and
accuracy of drug development and regulatory decision-making. Manufactures
currently implementing advanced data acquisition and analytics tools sup-
ported by Al and digital technology in order to improve quality, mitigate risks
and reduce time of process verification and quality controls.

The need to balance speed with safety, the rise of personalized medicine, the
increasing complexity of pharmaceutical products, the globalization of phar-
maceutical development and manufacturing, the use of digital technologies in
healthcare, the rise of patient- centric drug development and evolving societal
expectations are all presenting important priorities for regulatory affairs. Ad-
dressing these changes will require a combination of new strategies, innova-
tive approaches, and a coordinated effort across regulatory agencies, phar-
maceutical companies, healthcare providers, and patients. By rising to these
challenges, pharmaceutical regulatory affairs can help ensure that patients
have access to safe, effective, and affordable medicines that meet their needs.
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