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Improving observational studies in the era of big data

IInyn: https: //www.
thelancet.com/
Jjournals/lancet/
article/PIISo140-
6736(18)31619-2/
Sfulltext

www.thelancet.com Vol 392 September 1, 2018

Authors: Jennifer Gill, Vinay Prasad

Although randomised controlled trials (RCTs) predominate in the assessment
of new medical technologies, large observational studies have grown popular
in recent years, with widespread enthusiasm for big data approaches (eg,
electronic health records). Observational studies provide advantages over
RCTs, although limitations to these studies when using big data must be
acknowledged and, when possible, addressed. Three common threats to
valid inference from observational studies using big data include residual
confounding, time-zero issues, and multiplicity.

Key design considerations for adaptive clinical trials: a
primer for clinicians

IInyn: https: //www.bmyj.
com/content/360/bmj.k698

the bmj | BMJ 2018 Published 08 March 2018)

Authors: Kristian Thorlund, Jonas Haggstrom, Jay JH Park, Edward
J. Mills

Thisarticlereviewsimportant considerations forresearcherswho aredesigning
adaptive clinical trials. These differ from conventional clinical trials because
they allow and even enforce continual modifications to key components of
trial design while data are being collected. This innovative approach has the
potential to reduce resource use, decrease time to trial completion, limit
allocation of participants to inferior interventions, and improve the likelihood
that trial results will be scientifically or clinically relevant. Adaptive designs
have mostly been used in trials evaluating drugs, but their use is spreading.
The US Food and Drug Administration recently issued guidance on adaptive
trial designs, which highlighted general principles and different types of
adaptive clinical trials but did not provide concrete guidance about important
considerations in designing such trials. Decisions to adapt a trial are not
arbitrary; they are based on decision rules that have been rigorously examined
via statistical simulations before the first trial participant is enrolled. The
authors review important characteristics of adaptive trials and common types
of study modifications and provide a practical guide, illustrated with a case
study, to aid investigators who are planning an adaptive clinical trial
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Compliance with requirement to report results on the EU
Clinical Trials Register: cohort study and web resource

IInyn: https://www.bmj.
com/content/362/bmj.
k3218

4.

the bmj | BMJ 2018;362:k3218 (Published 12 September 2018)

Authors: Ben Goldacre, Nicholas J DeVito, Carl Heneghan, Francis
Irving, Seb Bacon, Jessica Fleminger, Helen Curtis

Abstract

Objectives To ascertain compliance rates with the European Commission’s
requirement that all trials on the EU Clinical Trials Register (EUCTR) post
results to the registry within 12 months of completion (final compliance date
21 December 2016); to identify features associated with non-compliance; to
rank sponsors by compliance; and to build a tool for live ongoing audit of
compliance.

Design Retrospective cohort study.
Setting EUCTR.

Participants 7274 of 11531 trials listed as completed on EUCTR and where
results could be established as due.

Main outcome measure Publication of results on EUCTR.

Results Of 7274 trials where results were due, 49.5% (95% confidence inter-
val 48.4% to 50.7%) reported results. Trials with a commercial sponsor were
substantially more likely to post results than those with a non-commercial
sponsor (68.1% v 11.0%, adjusted odds ratio 23.2, 95% confidence interval
19.2 to 28.2); as were trials by a sponsor who conducted a large number of tri-
als (77.9% v 18.4%, adjusted odds ratio 18.4, 15.3 to 22.1). More recent trials
were more likely to report results (per year odds ratio 1.05, 95% confidence
interval 1.03 to 1.07). Extensive evidence was found of errors, omissions, and
contradictory entries in EUCTR data that prevented ascertainment of compli-
ance for some trials.

Conclusions Compliance with the European Commission requirement for
all trials to post results on to the EUCTR within 12 months of completion has
been poor, with half of all trials non-compliant. EU registry data commonly
contain inconsistencies that might prevent even regulators assessing compli-
ance. Accessible and timely information on the compliance status of each in-
dividual trial and sponsor may help to improve reporting rates.

The Next Phase of Human Gene-Therapy Oversight

Inyn: https: //www.nejm.

org/doi/full/10.1056/
NEJMp1810628

N Engl J Med 208 ;379:1393-1395, October 11, 2018
Authors: Francis S. Collins, M.D., Ph.D., and Scott Gottlieb, M.D.

The National Institutes of Health (NIH) and the Food and Drug Administration
(FDA) have played key roles in the emergence of safe and effective human
gene therapies. Now, we are proposing new efforts to encourage further
advances in this rapidly evolving field.

The potential to alter human genes directly was first recognized nearly 50 years
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ago, around the same time as initial groundbreaking advances were being
made in recombinant DNA technology. After intense discussions regarding
the ethical, legal, and social implications of this technology, conversations
were initiated at the NTH that led to the establishment of the Recombinant
DNA Advisory Committee (RAC) in 1974. The RAC’s mission was to advise
the NIH director on research that used emerging technologies involving
manipulation of nucleic acids — a mission that was eventually expanded
to encompass the review and discussion of protocols for gene therapy in
humans. In 1990, the FDA oversaw the first U.S. human gene-therapy trial,
which involved pediatric patients with adenosine deaminase deficiency and
was conducted at the NIH Clinical Center in Bethesda, Maryland.

Framework for FDA’s Real World Evidence Program
December 2018

IInyn: https://www.fda.gov/
downloads/ScienceResearch/
SpecialTopics/
RealWorldEvidence/
UCM627769.pdf

}";\\_ \
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S
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Introduction

The 21st Century Cures Act (Cures Act), signed into law on December 13,
2016, is designed to accelerate medical product development and bring
new innovations and advances faster and more efficiently to the patients
who need them. Among other provisions, the Cures Act added section 505F
to the Federal Food, Drug, and Cosmetic Act (FD&C Act). Pursuant to this
section, the Food and Drug Administration (FDA) has created a framework
for evaluating the potential use of real-world evidence (RWE) to help support
the approval of a new indication for a drug already approved under section
505(c) of the FD&C Act or to help support or satisfy drug postapproval study
requirements. In addition to drug and biological products approved under
section 505(c), this framework is also intended for application to biological
products licensed under the Public Health Service Act. The framework does
not cover medical devices.

FDA’s RWE Program will be multifaceted. It will involve demonstration
projects, stakeholder engagement, internal processes to bring senior
leadership input into the evaluation of RWE and promote shared learning
and consistency in applying the framework, and guidance documents to assist
developers interested in using real-world data (RWD) to develop RWE to
support Agency regulatory decisions. This document outlines the framework
FDA plans to use to implement its RWE Program.

What’s new in Pharmacovigilance?

IImyn: https://www.ema.
europa.eu/documents/
newsletter/whats-new-
pharmacovigilance-qppv-
update-issue-1-2018_en.pdf

July 2018, QPPV update Published by EMA

Pharmacovigilance IT systems - Article 57 database

Pharmacovigilance processes - EU-funded initiatives for real-world
evidence

A review of EU-funded initiatives linked to ‘Real World Evidence’ (RWE) was
performed by the EMA to determine whether their outputs could be used for
the generation of real-world data able to support regulatory decision making
on medicines.
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Pharmacovigilance guidance - The ENCePP- Guide on Methodological
Standards in Pharmacoepidemiology- Version 7 & Code of Conduct Version4

Pharmacovigilance dialogue - A report from the (CAR) T-cell therapy
registries workshop

IInyn: https://www.ema.
europa.eu/documents/
newsletter/whats-new-
pharmacovigilance-qppv-
update-issue-2-2018_en.pdf

December 2018, QPPV update Published by EMA

Pharmacovigilance IT systems - Eudravigilance —one year of operation

Pharmacovigilance processes

- Prolongation of the pilot on signal detection by MAHs in Eudravigilance

- European healthcare databases available to be used in medicines regula-
tion

- Use of patients registries for regulatory purposes

Pharmacovigilance guidance
- Revision 4 of ENCePP Checklist for Study Protocols
- Pediatric population GPPV released as final

Pharmacovigilance dialogue - Data anonymisation —a key enabler for
clinical data sharing-workshop report

Regulatory Science to 2025 —launch of six-month
consultation

IInyn: https: //www.
ema.europa.eu/en/news/
regulatory-science-2025-
launch-six-month-public-
consultation

EMA Regulatory Science to 2025

Strategic reflection

EMA Press release 19/12/2018

EMA has published its draft “Regulatory Science to 2025 strategy for a
six-month public consultation”. This is a proposed plan for advancing the
Agency’s engagement with regulatory science over the next five to ten years,
covering both human and veterinary medicines.

Stakeholders are invited to send their comments via an online questionnaire by
30 June 2019.

“The Regulatory Science strategy to 2025 aims to build a more adaptive
regulatory system that will encourage innovation in human and veterinary
medicine,” said Guido Rasi, EMA’s Executive Director. “The strategy includes
developments and challenges in medicines development that we together with
the Commission and NCAs experts have identified in a thorough process of
mapping and selection. Now we want to hear from our stakeholders whether
they consider this strategy is ambitious enough.”

Regulatory science is defined as the range of scientific disciplines that
are applied to the quality, safety and efficacy assessment of medicinal
products and that inform regulatory decision-making throughout the lifecycle
of amedicine. It encompasses basic and applied biomedical and social sciences
and contributes to the development of regulatory standards and tools.

The strategy will help shape the vision for the next EU Medicines Agencies
Network Strategy (2020—2025). It seeks to offer informed guidance on
modern medicines development, facilitate the optimisation of regulatory
science and critically assess the benefits and risks of innovative therapies and
diagnostics based on new technologies.

The five key goals of the strategy include:
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8.

« catalysing the integration of science and technology in medicine develop-
ment;

« driving collaborative evidence generation - improving the scientific qual-
ity of evaluations;

« advancing patient-centred access to medicines in partnership with health-
care systems (for human medicines only);

» addressing emerging health threats;

» enabling and leveraging research and innovation in regulatory science.

The strategy incorporates feedback gathered during two workshops organised
by the Agency, focusing, respectively, on human medicines and on veterinary
medicines. These events brought together representatives of our regulatory
partners and stakeholders, including national competent authorities,
patients’, healthcare professionals’ and veterinarians’ organisations, health
technology assessment bodies, payer organisations and pharmaceutical
industry to discuss key areas of interest in human and veterinary medicines.
Participants at both workshops reflected on the scientific and technological
advances in the pharmaceutical arena, and on the challenges that EMA’s
scientific committees and working parties will face in the future due to these
developments. Supporting materials from the human and veterinary worksh
ops are available.

Update on EMA'’s Brexit preparedness

IInyn: https: //www.ema.
europa.eu/en/news/update-
emas-brexit-preparedness

EMA Press Release 9-10-2018

Phase 3 of business continuity plan enters into force

The European Medicines Agency’s (EMA) Brexit preparedness business
continuity plan (BCP) entered into its third phase on 1 October 2018, as an-
nounced at the beginning of August 2018.

The temporary suspension or reduction of additional activities in this phase
allows the Agency to safeguard core activities related to the evaluation and su-
pervision of medicines while the Agency prepares for the consequences of the
United Kingdom’s (UK) exit from the European Union (EU) - both in terms of
the impact on the Agency’s operations, as well as its physical move to Amster-
dam. It will also help the Agency cope with anticipated staff loss.

“EMA will now temporarily suspend or scale back additional activities to en-
sure that resources can be redeployed so that its core activities can continue
without interruption and to the same quality,” commented No€l Wathion,
EMA’s Deputy Executive Director. “Over the next few months, EMA will
continue to carefully monitor staff intentions to relocate and the anticipated
impact on its activities whilst planning for the critical time period when the
Agency will be moving to its new premises in Amsterdam.”

The measures announced on 1 August included, among others, the scaling
back of guideline development and revision and the putting on hold of non-
product related working parties from 1 November 2018. The Agency has now
drawn up priority lists of those guidelines and working parties, which will
exceptionally continue during BCP phase 3:

» Work on seven guidelines which address either an urgent public/animal


https://www.ema.europa.eu/en/news/update-emas-brexit-preparedness
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health need, or are necessary to support and facilitate preparations for
Brexit or the implementation of new or revised legislation, will continue
beyond 1 November 2018;

« Meetings of product-related working parties will continue as scheduled;

 All meetings of non-product related working parties have been temporar-
ily put on hold in line with the reduction in the number of guidelines to be
processed.

Detailed information is available in the BCP phase 3 implementation plan.

The Agency anticipates that phase 3 will have to be complemented with
additional temporary suspensions/reductions as of 1 January 2019, which
will be launched as part of phase 4 of the BCP, in order to put in place the
necessary arrangements for the physical move to the Netherlands

Temporary suspension and scaling back of activities is currently scheduled to
last until 30 June 2019, but will be reviewed in April 2019, once the Agency
has completed its move to its temporary building in Amsterdam.

Practical guidance for companies on cut-off dates for UK
rapporteur appointments

EMA has also published new information for pharmaceutical companies on
cut-off dates for appointments of (co)-rapporteurs from the UK for both pre-
and post-authorisation activities for centrally authorised medicines (CAPS).

In preparation for the UK’s withdrawal from the EU as of 30 March 2019, all
medicines for which the UK’s Medicines & Healthcare products Regulatory
Agency (MHRA) and Veterinary Medicines Directorate (VMD) are acting
as rapporteurs or co-rapporteurs in centralised procedures will need to be
transferred to new rapporteurs and co-rapporteurs from the EU27 Member
States, plus Iceland and Norway. The cut-off dates were established based on
the average length of a specific procedure, from submission to outcome.

For full initial marketing authorisation applications the process is complete
and new rapporteurs have been assigned for all CAPs.

For line extensions and extensions of indication, the cut-off dates have already
passed and therefore procedures starting after 1 October 2018 will already be
taken care of by the new (co)-rapporteurs.

All other post-authorisation procedures will be allocated to new (co)-

rapporteurs as follows:

+ Quality, safety and efficacy type II variations submitted after 26 October
2018;

« Renewal applications submitted after 24 October 2018;

 Periodic safety update reports (CAPS only) submitted after 6 November
2018;

« Type IB variations submitted after 16 January 2019;

« For veterinary medicines the above cut-off dates apply with the exception
of renewals (November 2018) and periodic safety update reports (PSURs)
(December 2018).

Companies are reminded to submit their applications for any necessary
changes allowing their marketing authorisations to remain valid in the EU,
Iceland and Norway after Brexit as soon as possible and in consideration of



9 APKEIAEAEDI.

BIBAIOIPAPIKH ANAZKOMHZH - IAN.2019

the procedural timelines foreseen in the regulatory framework.

More information is available here.

Change in format of pre-submission meetings

All pre-submission meetings1 for human and veterinary centralised initial
applications requested as of 1 October 2018 will be held remotely (i.e. either
via teleconference or virtual meeting) until the Agency is fully operational in
its new permanent premises at the end of 2019.

No pre-submission meetings for human and veterinary centralised initial
applications will take place between 11 February and 15 March 2019, when
the Agency’s physical move to its new premises will take place.

As of September 2018, pre-submission meetings for scientific advice are only
held by teleconference, which has already been the case for most of these
meetings since 2017.

Comparing Use of Health Technology
Assessment in Pharmaceutical Policy among
Earlier and More Recent Adopters in the
European Union

Inyn: https://wwuw.ispor.
org/publications/journals/
value-in-health-regional-
issues/abstract/Volume-
16--Supplemental-C/
Comparing-Use-of-Health-
Technology-Assessment-in-
Pharmaceutical-Policy-among-
Earlier-and-More-Recent-
Adopters-in-the-European-
Union

Authors: Alexandra Beletsi, Vassiliki Koutrafouri, Eleftheria Karam-
pli, Elpida Pavi

To examine and compare the use of health technology assessment (HTA) for
the reimbursement of new medicines in selected European Union member
states with decades of experience in the use of HTA and in countries that have
used it regularly since 2000.

The selected countries were categorized into “earlier” adopters (group A:
England, Germany, France, and Sweden) and more “recent” adopters (group
B: Poland, Bulgaria, Hungary, and Romania). A systematic review of published
literature was performed. The analysis and comparison of HTA procedures
were done by using an analytical framework.

In all countries, the assessment criteria used include effectiveness, safety,
relative effectiveness, and economic data. In group A countries, the main
objectives are improving quality of care, ensuring equal access, and efficient
use of resources. Group B countries have established HTA organizations with
official guidelines but often seek the decisions of other developed countries.
They place considerable emphasis on the budget impact of new therapies, and
HTA is also used as a cost estimation tool for state budgets.

HTA organizations have been developed dynamically not only in high-income
countries but also in countries with limited resources. The experience and
evolution of both can be used by countries that are in the dawn of creating an
HTA organization.
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KA1viKéG MeAETeG:
Tl EN1PUAAOOEL
TO HEAAOV *

EAEvn AvBonoUAou, ZuzAtnon ota nAaiola tou Ppovtiotnpiou KALVIKOV MEAETWV TNG
JRRREKORO10G, M.Sc., Ph.D, A1npepidag KAwvikng Epeuvag EAEPI 21-06-201

Fpappatéag tng EBVIKAG wepidag S Epeuvvag 06-2018

Enitponng Aeovtoloyiag yia

I EACTEC (EEL) Tnv 211 Iovviov Tov 2018 eiyapue T xapa va fpebovpe, oto mAaiolo g An-

Avaotdolog MiAkag, uepidag Khavueiig Epevvag mg BAE®L, oto T8pupa Iatpofodoyucov Epeu-
Kapb1oAdyog, AleuBuvtAg Ttng vav g Akadnuiag ABnvov ko cuvopMioape yia to péAov twv Kvikaov
Movadag Epgpaypatwy, NNA, MeleTtv.

Kwvotavtiva

IIpayparty, n eikova g KAVIKING epevvag aradel, maykoopimg. H amokpu-
TITOYPAPIOT] TOV AvOp®ITVOL YOVISIOUATOG KABmG KAl 1) TpO0S0g 0TOV TOpEA
g teEXVoAOYiag pag emnpeddovv pidika, OTTOE AUTO ATTOSEIKVVETAL KA IO TIG
aA\ayeg o Vopobeoia Kat Toug Kavoviououg.

Nanayewpyiou,
Clinical Operations Manager,
Covance Inc.

To ICH E6 (R2) petald dMwv ovpmepthapfavet veeg odnylieg yia tnyv evapuo-
vion TV apyeiov twv acbevov (ALCOAC), v avIILET®OITION TV KIvOUVKY,
TA NAEKTPOVIKA UECA KAl TNV ASl0moTia autwy, Ty emtnpnon paoet ev du-
vapel kivdivav kabmg emiong kat v mipocfact ota apyeia pag peretng. O
Evpwmaikog Kavoviopog 536/2014 emiong e0Tiadel 0€ 0 AWTOTEAECUATIKEG
S1adikaoieg wg TPOg TNV EYKPLOT) TWV KAVIKGV UEAETOV.

Ye autd 1o TEPIPANAOV TTOV AAAAGEL KAAOVLOOTE gpLElg va elpnaoTe evinpepm-
LEVOL WG TTPOG TNV TeXVoAoyia KAl Tig véeg uebBodovg EKTEAEDT|C KAl TTAPAKO-
AovOnong KAvik®v peAet®v. Ta TPpwTOKOAA TV HEAETOV TADOLY va gival
OTATIKA Kelpeva aAAd TpooaprolOUEVESG 08N YIEC TTOV EVOWUATOVOUV TA TPE-
xovta Sedopeva LTS MOTE VA ETNTLYYAVETAL ) OAOKAT|pwOT TNG HEAETNG KAl
TO OTATIOTIKA OTUAVTIKO QITOTEAETUA UE OO0 TO SuvaTOV AtyoTepovg acbeveig
Kal e Vv meplocotepn Suvatn acpaiela.

H teyvoloyia pAg EMITPENEL VA EVIUEPOVOVUE TOVG aoBevelg, Touvg epev-
VNTEG KAl TO XOPNYO TNG LEAETNG AUECWS LOAIG LITAPEEL KATTOIA OTUAVTIKT
mAnpoopia. ITA&ov dAot xpnoipomolovpe niektpovikd CRF, xai n xprion twv
NAEKTPOVIKQOV HECKV Y1 TN CLUYKATAOEOT TwV aoDevav, TNV EVUEPWOT TOV
£PELVNTOV AMA Kat TN S1aelP1on TV KIVOUV®V aitd To Xopnyo eival yia stoA-
AovUg kaBnuepwvotnTa.

To va mapapévouvpe evijuepol etvat Ox1 LOVO evITPOCOEKTO MG QITAPAITHTO
yia va ekteAovpEe owoTd Tn SovAeld pag. H ovveyng evnuépwon etvat mpoow-
JTKT) VITOYPEWOT AAAA KAl GUANOYIKT) TpooTabeia.

> Sinuepida eiyape tn SuvatotnTa va evnuepwovue ToNG YA TOV TPOITO
EKTEAEOTC KAIVIK®V HEAET®V €KTOG TN¢ EAANVIKNG EmMKpATEIAG KAl CUYKEKPL-
péva oto BEAy0 ,10 omoio amtotelel v Ympa e 10 HeyahuTepo aptfuod kAvi-
KV peletov ava acBevr) Iavevpwmaika.

H evnuépmwon £ytve amo tov enepfatiko kapdiohoyo kat Sievbuvtr| g pova-
dag epppaypatwv 1ov Navtikot Noookopeiov ABnvov, k. Avaotaoio Miika,
0 071010¢ TTapEpEVE Yia SVO KAt TTAEOV ETN O€ Eva ATTO TA KEVIPA AVAPOPAG TNG
Bopelag Evpomnng yia m Ztepaviaia Nooo (Aalst Cardiovascular Centre) oto

* O1 amméweis mou ekppadovral o€ auto TO KEIIEVO Eival TIDOOWTTIKES Kail OEV
EKQPAdouv Kat ‘avadykn Toug opyaviouous aToug oTToious epyalluactTe.
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KAINIKEZ MEAETEZ: TI ENI®YAAZZEI TO MEAAON

BéAyo. Ot xUpieg Stapopeg evtomoTnKay OToV TouEd NG S10IKNTIKNG VITo-
otpi€ng Twv Epevvntov katd m Siefaywyn tov kAvikov peAetmv. O mept-
0PLOUOG TV YpaPelokpaTikev Siadikaoimv adetodotnong kat n vrootnpiEn
QITO EUITELPO KAl AVAAOYA EKTTASEVUEVO VOOTIAEVTIKO KA1 1ATPIKO TTPOCWITIKO
S1apopPaVoUY €va TOAD €UVOTKO TTEPIBANOY TOGO Y1A TNV JTOL0TIKT 000 KAl
Y14 TNV TOCOTIKN avaPAduion Twv KAVIK®V EPELVQV.

ISwaitepng aiag fTav n ava@opd ToV 0To APTIA KATAPTIOUEVO ETNOTNLOVIKO

TPOOWITIKO TOL TopEa vyeiag tng EAAGSag to omolo avtametepyetan pe mAnpn
apooinon otnv opon kKAvikn paktikn. I'a auto To AOyo OTUEIOOE TNV VKO-
AMa pe v omoia evowpat®vovtal ol 'EAANVES EMOTHUOVESG OTIG EPEVVITIKEG
onadeg Twv kKAvikwv peret®v Noookopeiowv tov ESwtepikov. Tovioe Se
onuaoia g emevéuong T KAIVIKEG LEAETEG KA1 TOV TPOJIO LE TOV OIT010 N
oAn Sadikaoia pmopel va avaotpéwet to brain drain twv TeAevtainv eTmvV
otov EA\adiko xapo.

TeAog, pe Vv ka EAévn AvBomovAov cudntroape v avaykn, TAEoV, g evi)-
HEPwONG aofevav yla TNV TPOCEAKVOT TOVG 0TI KAIVIKEG UEAETEG, EPOOOV
auTn yivetat vtd cageig TPoVTOOETEIS KAl Ol HECK HETWV KOTVWVIKNG SIKTU-
wong 1 Stadpaotikwv mAatpopuwv. [pemel va Staopaiifovral Ta vaiodnta
TPOCWIKA SeSopeva Twv evilapepoEVwV ATOP®V. e KaOe mepintwon eivat
astapaitnTn 1 vtofoAn spog yvouodotnon amd v EEA, tov mAnpo@oplakov
VKOV Kal Tov TpOsov S1abeong tov.

Y& oXEoN LE TN OVYKATAOEOT] TOV GUUUETEXOVTOG S1EVKPIVIOTNKE OTL TO EVTVL-
710 evnuepwuévng ovykatabeong, ICF ovSoAwg popel va avtikataotabdei,
TO 07010 WG YVWOTO JIPETEL VA APXEIODETEITAL OTO EPEVVITIKO KEVTPO Kl
0 aoBevng va Aaufavel avtiypago avtov. Omoladnmote NAEKTPOVIKA peca
£yovv povo empPonOnTikd polo.

AvagepOnkape eniong otn ovykatabeon acbevmv mov xpridovv adueong Oe-
PATEVTIKIG AVTILETMITIONG AAAA Sev etvan og Bgom va Swoovv ouykatdbeon
(71.X. 0€ KATAOTOAT) OOV EMPANETAL O VOUILOG EKTTPOCMITOS VA LITOYPAWPEL
ot B¢omn tov acbevolg AN Kot 0 aoBeviig aueowg HONG UTOPEoEL. AUTEG
01 TTEPUTTOOELS aoBevav eival omavieg kat e kaupia mepintwon Sev mpenet
va ylvetal KaTaypnon auTrg g Katnyopiag. ZTnv Tepintwor) TV avikavoy
npog Sikanompadia, Omwg opidetal amd TN vouobeoia vIToypaPel 0 SIKAOTIKOG
OLLITAPAOTATNG, EVG) OTNV TEPITTOOT] TOV AVNAIKOV KAl 01 2 yoveig/ kndepo-
veg, KaBag Kat 01 ouuueTEYOVTEG A0OEVEIQ TTOV EMUTPOCOETWG TIPETEL EYYPA-
(PWE VA GLVALVEGOLV.
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Patients of a Digital Era:
The Relationship Between Patients and the
Pharmaceutical Industry in the Era of the Web
and Social Media

ABSTRACT

Background: Patients are seeking for answers in health related issues online.
The pharmaceutical industry seems not to be in the position to address this
need. On the one hand, patients deserve the highest quality of medicines and
information, and on the other the pharmaceutical industry struggles to find
compliant and efficient ways to meet those needs.

Objective: This article explores the relationship of people with the
pharmaceutical industry in the online environment and has in its core to
understand in depth those both parts in the context of the online ecosystem.

Method: A quantitative analytical survey was utilized to gather insights
from 400 respondents randomly selected from five European countries:
Germany, Greece, Netherlands, Spain and United Kingdom. Data collection
was managed online via an online platform.

Results: The major findings advance knowledge about how people behave
online while seeking for health information in relation to pharmaceutical
companies. This article evidences that people initiate their search online
in search engines. Although relevant and credible content may be found
in pharmaceutical companies’ websites, they do not appear to have a wide
acceptance, while it is unlikely to be recommended to others plus that
companies’ social media accounts are rarely followed.

The lack of trust in pharmaceutical industry was spontaneously reported, as a
major challenge to be addressed.

Conclusions: As the amount of people experiencing various aspects of
life in the parallel digital world that inevitably integrates, healthcare will
continue not only to grow, but also be transformed in the digital environment
while the exploration of its capabilities there will be unstoppable. Digital
communication accelerates health and healthcare evolution because it
diminishes the concepts of time and place. Considering the developments
of the last centuries, health information is more than ever accessed at every
place, at any time, from an exponentially growing amount of people. In the
digital sphere, where immersive data travels without time and place barriers,
a new approach of pharmaceutical industry’s ethos, logos and pathos has the
potential to ensure more and healthier days and years for patients.

Based on the analysis of the research findings, we advocate in favor of further
academic research on the topic given individuals’ increasing use of the
Internet as the primary sources for finding answers to their health-related
concerns and answers.

INTRODUCTION

Patients are seeking for answers in health related issues online. The
pharmaceutical industry seems not to be in the position to address this
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need. On the one hand, patients deserve the highest quality of medicines and
information, and on the other hand, the pharmaceutical industry struggles to
find compliant and efficient ways to meet those needs.

OBJECTIVE

The aim of this research is to explore the relationship of people with
pharmaceutical companies in the online environment. Patients and their
loved ones are seeking to learn more about a health-related issue, while
pharmaceutical companies are searching for new ways to add value to patients
beyond the production and distribution of a pill or injection. However, the
first step is to understand people’s behavior online on the topic.

METHOD

The most appropriate method to elaborate on how and why people are
behaving online regarding health topics involving pharmaceutical companies
is the quantitative research approach and particularly an analytical survey
(Wimmer & Dominick, 2011).

The survey sample included 400 respondents, randomly selected from five
European countries: Germany, Greece, Netherlands, Spain and the United
Kingdom, covering a wide range of not only different languages, cultures,
ethnicities but also health care systems.

The study questionnaire included questions e.g. type of source, reasons of
search, devices used , type and frequency of topic, brand awareness of a
trusted pharmaceutical company, Net Promoter Score (NPS), the content and
frequency of visiting pharmaceutical company’s website, the pharmaceutical
company’s social media presence, the level of language understanding, the
content of the ideal pharmaceutical company’s website and the trust factor of
results from various sources.

RESULTS

All results were analyzed considering that the population consists of 400
people from: Germany 26 (6.50%), Greece 25 (6.25%), Netherlands 24
(6.00%), Spain 25 (6.25%) and United Kingdom 300 (75.00%).

When respondents have questions about their health, most of them are
searching online (84.50%) and then are deciding how to proceed. Physicians
have not been their first choice, except by 16.00% of the respondents. Eight
out ten respondents (82.00%) access the web once or more times a month.

Search engines are the most popular sources (85.25%), the second is the
website of doctors (29.25%) and patient associations (27.00%) is their
third choice. The least probable sources are social media (9.25%) and a
pharmaceutical company’s website (7.75%).

People are seeking online information because it is more convenient in respect
to easiness (92.50%), cost (72.75%) and time (55.25%). The vast majority of
respondents,(77.25%), agreed that it is important for them to explore how
other people are dealing with similar questions. Anonymity is also a reason
to search on the internet (54.25%). It is interesting that they conduct online
searches although it is not difficult to access a healthcare professional. The
devices used for accessing the internet are smartphones (32.75%), laptops
(30.25%) and desktops (21.25%).

Symptoms appear to be the first topic for their online search, as nine out of ten
respondents (90.75%) selected it. Five out of ten (50.25%) are searching for
medicines and almost four out of ten for therapies (34.25%). “Patient Support
Programs” (6.25%), “Patient Associations” (4.50%) and “Clinical Trials”
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(3.50%) are among the least probable topics. Symptoms searched mostly with
a monthly frequency. Respondents have never searched online for patient
associations (52.50%), pharmaceutical companies (55.25%), patients support
programs (56.75%) and clinical trials (60.25%).

Respondents asked to recall the name of a pharmaceutical company they trust.
Five out of ten people (54.00%) stated that they do trust a company, while
the remaining 183 out of 400 (or 46.00%) do not. The companies indicated
in descending order are, Bayer (26.73%), Boots (23.04%), GlaxoSmithKline
(GSK) with (18.89%), Pfizer (6.45%), J&J (4.15%), Novartis (3.23%), Merck
(1.84%), AstraZeneca (1.38%), Roche (1.38%) and Bristol (1.38%).

A negative score of -47 NPS found with a great percentage of people (45.25%)
pointing out that they have never visited a pharmaceutical company’s website
during the last year.

Most people that visit a company’s website are seeking for more information
about medicines (32.78%), adverse events (15.44%) and information about
diseases (10.69%). Credibility of the content stated to be high by 56.00% of
the respondents, while the majority (42.00%) discusses with their doctor
the views found in a pharmaceutical company’s website. Almost five out of
ten (46.58%) trust the content accessed in the website. Companies Facebook
(47.48%) or Twitter (54.34%) accounts seem not to be of great interest.

The majority (75.79%) understands the results of their online search from a
great to a full extent and regarding the content categories of a pharmaceutical
company’s website, most respondents indicate content of medicine indication
(67.58%) and disease analysis in simple words (54.79%), adverse events
(42.92%), contraindications (35.62%) and nutrition tips or recipes for
patients or caregivers (33.33%). Approximately, one out four mentioned that
the ideal website should include exercise information or videos for patients or
caregivers (23.29%), information about clinical trials in the local country and
globally (25.11%), details about activities such as donations (26.48%), along
with awareness and other social responsibility activities (26.48%). Disclosure
of interactions with doctors and patient associations is also a topic of interest
(19.63%).

Most of respondents mentioned that they trust the responses found (31.00%),
in a doctor’s website (64.00%), in a patient association’s website (47.00%)
and in a medical association’s website more than in a pharmaceutical
company’s (55.00%). However, respondents have mixed feelings of trust
regarding responses found in Wikipedia (45.00%) similar to those found in
a pharmaceutical company’s website (48.00%) and in Facebook group pages
(43.00%).

The survey ended with an open question responded by 46.00% and based
on their answers five more groups are shaped. One of them, “Trust industry”
group, reflected all comments appeared related to trust in the industry with
25.14%.

LIMITATIONS

The main limitation of the present study concerns the online completion of
the survey. An additional limitation is the diversity of attributes and number
of respondents from each country to arrive to cross border comparative
findings.

DISCUSSION

According to the findings of the survey, the first reaction of participants is
to search online through Internet (e.g. Google) most probably by using a
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smartphone. Their choice may hide a risk because information found is
not always accurate. Not all internet sites are up to date and people may
not have the knowledge and experience to assess the level of accuracy of
medical information. The high frequency of online search proves the need of
participants to find direct, fast and low-cost access to information related to
health issues. Through internet searching, they also have the opportunity to
know how other people are handling their health matters in similar occasions.

On the other hand, a pharmaceutical company’s website is the last resort to
search for health-related issues and almost half of them have never visited
one. One of the reasons is lack of trust in pharmaceutical companies. People
believe that a pharmaceutical company’s website provides information
that is not so reliable and focus only on its own medicines. The content of
pharmaceutical company’s websites and social media platforms subject to
regulatory controls by health authorities to safeguard that the information
provided is accurate and up to date. Pharmaceutical companies should
highlight in a transparent and objective way their scientific data, in order to
gain people’s trust and become a credible source through any digital search
engine, website and social media platform.

RECOMMENDATIONS

The digital era offers a transformative power to patients. Not only patients
are searching for health information but also are forming communities either
online, offline or integrated ones and new terms have been generated as for
example patient centricity and patient empowerment. The responsibility and
accountability of the developments in the future are mostly an area of action
for the academic community, the pharmaceutical industry, the governmental,
regulatory and health authority parties.

Academic research could cruise the way to advance knowledge in depth and
breadth from several disciplines. As far as the pharmaceutical industry is
concerned, new business models are needed to address the challenges of
healthcare and especially those of the digital era. Pharmaceutical companies
are paying limited attention to digital communication as a discipline, as a
regulated industry. In the past, goals and objectives were met, by strategies
linked to healthcare professionals. Since few years ago, there is a paradigm
shift in decision making due to new media and its channels. Pharmaceutical
Industry could acquire great amount of knowledge from customer experience
of other industries focusing in better understanding of patients in the digital
era. Listening to patients could not only generate plethora of valuable
aspects, but would also tackle on of the root causes of limited trust in the
pharmaceutical industry. Communication principles are promising enough to
restore reputation challenges especially by benefiting from the power of digital
channels and highways. If online communication is based on transparent and
scientific evidence, then pharmaceutical industry digital awareness is likely
to be raised by truly engaging patients into R&D processes, medicines pricing
and disclosure of all sponsoring activities.

It is of crucial importance for the pharmaceutical industry to join its forces,
acquire more insights about patients’ wants and experiences, support their
health literacy and provide meaningful patient supportive content and
services instantly and continuously.

That is what Patients and their Health Care Providers expect from Phar
ceutical Industry.

Patients nowadays are looking up for greater health outcomes mor
before.
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ABSTRACT

Identification of Medicinal Products (IDMP) is a worldwide effort to harmonize
medicinal product specifications across regulators and industry as part of
continuing efforts towards harmonisation in the pharmaceutical industry. It
covers the whole life-cycle of a product from the laboratory onwards. When
implemented, IDMP will provide the basis for the unique identification of
medicinal products and will facilitate the exchange of information between
competent authorities, clinical trial sponsors and marketing authorisation
holders (MAH) world-wide.

IDMP is based on a set of five ISO standards published in 2012. These
standards establish definitions and concepts describing data elements and
their structural relationships that support the full description of any medicinal
product worldwide in a structured and unique manner.

The EU is the first region in the world to start the implementation of IDMP.
Implementation is following a phased approach. A major phase has already
started, as EMA initiated the process of standardising organisation data i.e.
organisation name and location address for relevant stakeholders such as
MAHs, sponsors, regulatory authorities, manufacturers and CROs as well as
referential data i.e. standard lists of terms such as catalogues of dosage forms,
units of measurement, and routes of administration.

IDMP implementation will require significant effort particularly from
the competent authorities, but also from MAHSs, clinical trial sponsors,
manufacturers, CROs and other stakeholders.

INTRODUCTION

International exchange of safety data is an established process that helps
stakeholders enrich their safety database and increase their ability to moni-
tor the safety of pharmaceutical products. However, lack of homogeneity is a
major limiting factor in the usability of safety data from different countries/
regions. In order to overcome this, in 1997, the International Council for Har-
monisation of Technical Requirements for Pharmaceuticals for Human Use
(ICH) developed an international standard for the structure of safety data
relating to individual patients. This standard, which is coded as ICH E2B,

* Avadnuooigvon pe v euyevikr arodoyr Tou KUPLOL CUYYPAPEN AITO TNV 10TO-
oeAiba eucrof.eu https://www.eucrof.eu/images/Documents/18-08-17-idmp-
implementation_eucrof pv_wg.pdf
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has been updated twice, with the last update, ICH E2B (R3), being adopted
in July 2013 by the EMA and in February 2014 by the FDA. The updates ad-
dressed certain issues that came up during the experience with worldwide
safety information exchange. In particular, exchange of information between
organisations in different geographical areas revealed the inconsistency of
data elements in various regions of the world. Striking examples are differ-
ences in active substance naming, measuring units or description of dosing.

The enhancements achieved by ICH E2B (R3) would be limited without a
common standard for medicinal product identification. Following several
consultations, the stakeholders agreed on a solution that could overcome ex-
isting variations and national boundaries. This solution necessitated the use
of a common standard that regulates internationally all conceivable charac-
teristics of medicinal products. ISO, the most prominent international stan-
dardization organisation was chosen to issue this standard. The technical
specifications for such a complex and demanding project took into account
existing knowledge, know-how and standards to identify a starting point. The
best platform identified was the HL7 standards that support the exchange,

HL7 “Founded in 1987, Health
Level Seven International
(HL7) is a not-for-profit, ANSI-
accredited standards develop-
ing organisation dedicated to
providing a comprehensive
framework and related stan-
dards for the exchange, inte-
gration, sharing, and retrieval
of electronic health information
that supports clinical practice
and the management, delivery
and evaluation of health ser-
vices.”

integration, sharing, and retrieval of electronic health information. These
existing and widely used standards among health care provision organisa-
tions define how information is packaged and communicated from one party
to another, setting the language, structure and data types required for seam-
less integration between systems. IDMP has built on this platform to develop
standards appropriate to the characteristics of medicinal products.

What is IDMP?

IDMP is the set of 5 ISO standards that are based on the HL7 standards for
data elements, formats and terminologies to uniquely identify and exchange
information on medicines. Each standard describes different distinct ele-
ments of a pharmaceutical product. A medicinal product is understood as a
unit characterised by the following distinct elements:

 Element 1 is substances. Active and inactive, along with all their charac-
teristics such as manufacturing information, purity, isotope, etc. This is
regulated by ISO 11238.

« Element 2 consists of (a) dose forms such as cutaneous patch, ear spray
or eye drops, (b) units of presentation, such as ampule, drop or puff,
(c) routes of administration such as oral, nasal, cutaneous, and (d) pack-
aging such as blister, box or prefilled syringe. This is regulated by ISO
11239.

« Element 3 is units of measurement. This is an extremely important
tool for information exchange, as units of measurement vary consider-
ably among different countries. It specifies rules for the usage of units of
measurement, establishes reference code system for units and provides
structures and rules for mapping between different unit vocabularies and
language translations. This is regulated by ISO 11240.

 Element 4 is pharmaceutical product information. This allows the
unique identification of a pharmaceutical product in its generic form
consisting of its parts as mentioned above (substances, dose forms, units
of presentation, routes of administration, packaging and units of mea-
surement). This subunit brings together all information that make up
a pharmaceutical product (parts and interrelations) without regulatory
information i.e. medicinal product name or marketing authorisation type.
This is regulated by ISO 11616.

 Element 5 is medicinal product information such as medicinal prod-
uct name, marketing authorisation number, date of product renewal. This
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is regulated by ISO 11615.

The following figure provides a schematic with an easy to understand il-
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lustration of the 5 different elements described by the corresponding ISO
standards:

Scope Widening

Although, as described above, ISO IDMP evolved as a tool for improving phar-
macovigilance activities, competent authorities gradually recognised that us-
ing an internationally harmonised approach to identifying and describing the
medicinal products, has a much wider usefulness than improving the out-
come of pharmacovigilance activities.

In an EMA! publication on this issue, the following additional benefits are
expected as a result of IDMP adoption:

« facilitating the identification and exchange of product and substance infor-
mation globally, across regulators;

« improving data integrity and reliability;
« enabling reuse of data across different procedures and regulators;

« reducing silos and improving interoperability across EU systems through
the optimisation and simplification of data operating models and data
management practices;

« streamlining, optimising and simplifying regulatory processes to fulfil
regulatory requirements more efficiently;

« speeding up decision-making and improving communication with the
stakeholders through easily accessible and highly reliable data.

The list below, refers to practical aspects of the benefit expected:

« support of cross - border electronic prescriptions of medicines

1. Introduction to ISO Identification of Medicinal Products, Information Management
Division, SPOR programme, 29 November 2016, EMA/732656/2015
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« increase efficiency in identifying counterfeit medicines
« faster response to address shortages

« faster product identification in case of withdrawal of products with the
same active substance

« quicker and more efficient response to findings on manufacturing sites that
have impact on the quality of products

« minimise incidences of repeat information submission to authorities in the
context of regulatory applications

PRACTICAL IMPLEMENTATION
OF IDMP IN THE EU

Although IDMP shall support information exchange worldwide, its imple-
mentation is region dependent. The EU is the first region to start implement-
ing the IDMP. EMA’s approach to implementing the ISO IDMP standards
is based on four domains of master data in pharmaceutical regulatory pro-
cesses: Substance, Product, Organisation and Referential data (SPOR). Al-
though there is no direct mapping between the four SPOR domains and the
five IDMP ISO standards, SPOR data elements will cover all requirements of
IDMP. The four SPOR domains are:

« Substance data: medicinal products’ ingredients and materials. Sub-
stance data will be sourced from the current EudraVigilance medicinal
products database (Human Art. 57 database - XEVMPD). As the ISO

Human Art. 57 database -
xEVMPD is EMA’s medicinal
product dictionary aiming at
creating a list of all medicines
authorised in the EU, to iden-
tify medicines accurately (espe-
cially those included in reports
of suspected adverse reactions),
and to co-ordinate the regula-
tion and safety monitoring of
medicines across the EU.

IDMP standard requires additional data attributes as those currently
required by xEVMPD, the EMA is currently in the process of enriching
this data with the support of marketing authorisation holders. This cor-
responds to ISO 11238;

« Product data: medicinal products’ regulatory information (e.g. market-
ing authorisation, packaging and product information). Product data will
be provided based on data sourced from xEVMPD and SIAMED (EMA’s
database containing regulatory information for products authorised by
the centralised procedure). This corresponds to ISO 11615 and ISO 11616;

« Organisation data: data comprising organisations (e.g. name, address,
type of organisation) for relevant organisations such as MAHs, sponsors,
competent authorities, manufacturers, CROs. Organisation data will be
made available by means of a dictionary of organisations. This relates but
does not correspond to ISO 11615;

» Referential data: lists of terms (controlled vocabularies) to describe
attributes of products, e.g. lists of dosage forms, units of measurement
and routes of administration. EMA will host existing reference lists from
different maintenance organisations (WHO, EDQM, MSSO, BfArM, etc).
EMA will be a maintenance organisation for new lists where no mainte-
nance organisation exists; This corresponds to ISO 11239 and ISO 11240;

Common for all SPOR data elements is that:

« required translations will be done by national competent authorities of EU
member states;

« industry and other parties will have to request registration of terms before
regulatory submission;

« all organisations need to register legacy & specific terms with EMA.

What is expected from the Industry?

Although IDMP implementation is complex and far-reaching, the compe-
tent authorities, i.e. the EMA in the case of the EU will provide the main
deliverables. However, a lot of effort is still required from the industry, in
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the sense that, all the data available to an organisation that are associated
with medicinal products should be identified, re-structured, organised, and
finally streamlined with the standard definitions, as they become available/
published.

In this context and since IDMP implementation will require the handling,
submission and maintenance of more data than is currently requested by xE-
VMPD, organisations will also need to identify this additional data, that will
most probably be sourced from existing company systems, such as marketing
authorisation information held in various locations.

In case of non-existing data, or discrepancies, change requests need to be
made via a new user interface, which triggers an evaluation process. In such
cases, provisional terms may be provided in the meantime until more com-
prehensive evaluation can be performed.

General Process Steps

IDMP implementation should be handled as any other project involving
structured process steps. Ideally each organisation shall proceed as follows:

« Identification of data sources, such as authorisation dossiers, manufactur-
ing sites, XEVMPD, company databases such as regulatory information
management systems, excel spreadsheets, agreements with external part-
ners (contract manufacturers, CROs etc.), internal unstructured sources
in clinical development, regulatory or pharmacovigilance departments in
the form of stand-alone paper and electronic documents;

« identification of relevant data from the sources mentioned above;
« data review including QC;
« data completion, if missing;

« standardisation of data using standard company terms, even in the absence
of standard terms from the EMA.

The challenge for a successful IDMP implementation is that following the
standardisation of data naming conventions by the competent authorities, the
corresponding company data that exists in various forms and various loca-
tions throughout the world should be checked against these standards, and if
needed, updated, modified or added. Therefore, a key element for a successful
IDMP project is a comprehensive data source identification.

Expectations per each SPOR domain

With respect to each of the SPOR domains, the following is expected by the
Industry:

Substances

EMA will provide a dictionary of substances based on internationally
harmonised definitions that will be available from a single source and will
be able to interoperate with other systems used in performance of regulatory
activities.

Industry will need to update their own substance terminologies used for
the EU-wide submissions including xEVMPD. This means that all data/
information containing substances shall be identified throughout the whole
organisation and “tagged” in order to be checked against the standard term
when it becomes available. Additionally, instances of multiple substance
name variants and translations in various languages shall be cleaned up as
a preparatory action. The substance terminology of the products shall be
granular enough to identify scientifically relevant aspects of each substance.

Products
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Product information shall be identified throughout the organisation, analysed
and completed if needed. Various departments will be expected to provide
information about relevant product information such as administrable dose
form, unit of presentation, route of administration, device type (if combined
medical device advanced therapy medicinal products-ATMP) or device trade
name (if combined medical device ATMP), or clinical particulars. Expertise in
coding systems such as MedDRA or ATC will be required.

Organisations

One of the first two SPOR implementation areas is Organisations. EMA’s
aim is to build a single, clean and consolidated repository within the EMA,
with organisation identifiers. This repository will be in the Organisations
Management Services dictionary (OMS dictionary) a dictionary with
structured and standardised organisation data, which will support IDMP
implementation.

Theindustry shall start identifying all elements that compile their organisation
throughout all parts of their structure worldwide. Complete organisation
information along with interrelations with other organisations shall be
identified and managed. As soon as the OMS dictionary becomes available,
existing data shall be reviewed and updated and if needed completed.

As individuals in important roles (e.g. EU QPPV) shall be associated with
organisations, personnel titles and job descriptions shall be streamlined.
Equally, associations with important vendors shall be identified and correctly
assigned including correct terminology. Several naming conventions with
vendors that still carry “historical” terminology shall be updated and stream-
lined.

Organisation data will be integrated in all four electronic application forms
for all address fields in the EMA electronic submission system (eAF). Use of
organisation data in the eAF will initially be optional. EMA advises MAHs
to perform a search from within the form to familiarise themselves with the
use of organisation data and to ensure that they are familiar with the process
before its use becomes mandatory.

OMS dictionary is planned to be completed and published by Q3 2018. Fol-
lowing publication, MAHs will be requested to check their data against the
OMS dictionary data and submit organisation data change, if needed.

Additional Organisation data to be published in the future and the prioritisa-
tion of their inclusion in the OMS dictionary are the following:

« Veterinary MAHs for NAPs;

« Contract Research Organisations (CROs);

« Clinical trials sites;

» Academia;

« Hospitals;

« Wholesale distributers;

+« MAA/MAH and manufacturers in the context of herbal and homeopathic
medicinal products or compassionate use medicinal products;

« QPPV (Qualified Person for Pharmacovigilance)

Referentials

The EMA will provide a single, trusted source of referential data to be used
across the EU regulatory network and the pharmaceutical industry, with con-
sistent mechanisms to update referentials lists.

Identified data will have to be checked and harmonized with the data pro-
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vided by EMA via the single source for referential data for all stakeholders.
The industry shall identify and resolve data quality issues in referentials.
Identifying and managing all this information will impact the entire orga-
nization. Specifically, in organisations where, due to the XEVMPD popula-
tion, pharmacovigilance is involved in this process, there will be substantial
involvement of the pharmacovigilance department. Concerned departments
at both the headquarters and the affiliates as well as service providers shall be
involved in data management responsibilities of referential data.

In further detail, a number of steps to be performed as part of the preparatory
phase of referentials implementation, are as follows:

- Standardise any free text package descriptions, using the terms available in
the Containers list from EDQM

EDQM (European Directorate
for the Quality of Medicines &
HealthCare) is a Directorate of
the Council of Europe that trac-
es its origins and statutes to the
Convention on the Elaboration
of a European Pharmacopoeia.
Among other responsibilities,
EDQM is setting quality speci-
fications and pharmaceutical
reference standards.

» Map local containers’ data (incl. standardised package descriptions)
against existing container lists

« Update local referential data against existing lists, such as pharmaceutical
dose forms, routes of administration, units of measurement etc.

« Map local data against new Referentials lists, such as materials as they
become available

« Submit requests for new/updated Referentials terms prior to submitting
applications (pre-registration)

« Keep local referential data synchronised with standard referential terms as
they become available

Current Status

EMA has done substantial background work on IDMP implementation. It is
expected that prior to the mandatory implementation in a given regulatory
business process, there will be enough time for the stakeholders to get pre-
pared. IDMP implementation will require major changes for stakeholders.
Each organisation is going to have to design new processes about updating
and completing its relevant data and communicating updated data to agen-
cies.

Mandatory implementation will start with Organisations. It will mean that all
submitted data must be completely in line with the standards but the current
known data submission process will mostly remain unchanged.

Timing of implementation

As per the implementation history of projects of this magnitude, any time
projection is subject to possible extensions. Being a very complicated issue,
timelines no matter how largely calculated, may not be kept. However, EMA
has started and is already intensively working on it and it will definitely carry
on fast.

In the EU, submissions of IDMP organisation data will become mandatory
most probably by the end of 2018 or beginning 2019. FDA is currently work-
ing internally on IDMP and is expected to follow with legislative initiatives
shortly thereafter. Upon publication of the legislation by the FDA, MAHs will
have 24 months to be prepared until legislation becomes effective. PMDA Ja-
pan is expected to join IDMP sometime in the future. However currently there
are no published time schedules.

CONCLUSION

Stakeholders shall see IDMP as an opportunity for structuring and better
organising their product related data. If stakeholders take advantage of the
data uniformity that will span from each single MAH or service provider to
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the major competent authorities worldwide, they will realise that an initial
investment in adapting to IDMP, will offer multiple benefits. IDMP is a case
where the competent authorities will have to provide a lot of deliverables that
can help stakeholders benefit through standardisation as long as they fully
implement IDMP throughout the whole organisation. Regulatory compliance
is the least benefit of a consistent and quick implementation of IDMP. The
major benefit will be to have all product data organized in a way that will be
the basis for every possible use in the company.

The decision of EMA to start with the least complicated area will allow all
stakeholders to jump into the matter and gain experience with an area that
is very well known, simple and has only a few elements. This will enable all
stakeholders to assign responsibilities and allow the personnel to learn on
an easy task. However, this is not enough for the industry to be prepared for
IDMP implementation.

Organisations should be trying to familiarise themselves with IDMP and
starting to think about the resources they will need to identify, manage and
conform their data with IDMP standards.
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VoV 08nyoLv g €£01KOVOUNOT KOOTOVE, AOYyw NG feAtinong g modtntag
(w1 TV aoeVQV, TINEC ATTOPULYTNC TOV EUUECOV SATAVOV KAl TNG AVENONG TNG
mapaywykotntag. Idiaitepa Adoyw g emdnuioAoyikng yrnpavong twv acbe-
VOV TTPOKLITTEL AVENUEVT] AVAYKN AItd TA CLUOTILATA LYELAG KAl TOUG (Ppopeig
ao@ANoNGg va tapeyovv Bepameia kal @apuaka Staopaiidovtag v amote-
AEOLATIKOTNTA TNG AYWYNS 101aiTtepa o€ e101KA EEATOUIKEVUEVEG AVAYKEG 1)
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O1KOVOUTKT] KATAOTAOT] TwV A00evmv TOAEG popeg Sev eMTPENEL TN XPTION
WBlwv TOpwV Y TV KAALYT LITOOTNPIKTIKWVY NG Bepameiag avaykwv. Emo-
UEVMG 1) TTapoyT| ekmaidevong Kat vooTnPIENg atd Tpitoug Ppopeig vnpetel
L1 KOWV@VIKT] avayKn ko Tapaiinia eEaopaiiderl tv opOn kar ao@ain Oe-
pasteia Twv acevaov.

Ykonog twv Ipoypaupatev YanootpiEng AcBevov

YKOTOC T®V TPOYPAUUATOV LITOOTNPIENG aoBevav eival va Adfel o acgbevrg
OAEG TIC QUTAPAITNTEG YVWDOELG KAL TTANPOPOPIEg OXETIKA [e TNV aohevela Tov,
QTOKTOVTAG UE AVTOV TOV TPOITO TNV IKAVOTNTA VA EVTAEEL 0TV KaONpEepvo-
TNTA TOV, TOUE OWOTOVE TPOITOUE SIAXEIPIOTC AVTHE LEIMVOVTAC TIG SLOKOAIEG
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EVEPYNTIKT] CUUUETOYXT TOV a0BeVODG KAl TNG OIKOYEVELAS TOV OTNV PPOVTISA
g vyeiag tov. Evputepa n ekmaidevon twv acBevav kat 1) tapoyr| L peot-
WV 0TO TTAAIO10 OMOTIKTG TTAPOYN ¢ epiBaiypng kal ouuudppwong ot Bepa-
mteia otoyevel 0To va vItooTnPiKBoLV o1 acbeveig 1) akoun kat to mepPAarrov
TOVG CLUITEPAAUPAVOUEV®DVY TV PPOVTIOTAOV TOVG YA TNV ATOTEAECUATIKT)
pLBOLIOT TN VOOOU TOVE, CULP®VA JTAVTA LE TN 0VOTACT Tov BepdmovTog 1a-
TPOL TOUG.

Emnopévwg, eéva mpoypappa viootnpiEng acbevav Ba pmopovoe va eival éva
OUVOAO VTN PECIOV LE OKOTO TNV Apeon aAnAenibpaon / 6eéopevon tov aobe-
VI] KO TOV (PPOVTIOTI) TOV, 01 0TT0lEG ExOLV oxediaotel yia va fondnoovv otnv
Siayeipion g Bepasteiag Toug 1) KAl TwV CUUTTOUATOV TNS VOOOL OTTOE UECW
ekmaidevong, evaoONToOMoINoNg KAl CLUUOPP®OTG, T) KAl YA VA TTAPEXOLVV
7Ipog Toug BepAIToVTEG 1ATPOVE LTOOTNPIEN TV AoBEVHOV TOUC.

Bdaoet touv kwdika SeovroAoyiag tov TPEE, ta mpoypappata ekmaidevong kat
V00T PIENG A0HEVHOV ATTOTKOTOVV OTNV:

« Exmaidevon twv aoBevov 1/kal Twv ¢povTioT®V Toug Yid T XProT| Tov
Papuakov oto mAaioto g MepiAnyng Xapaktnplotik®v [Ipoidvtog kat
Tov @VMoL O8ny1HV Xproewg kat oTig kabiepwpéveg o8nyleg oxeTikd pe
m Sayeipion g vooou.

+ Tapoyn VAKGV KAl VIINPETIOV OTO TAAIOI0 TNG CUUUOPPHONG LLE TN
Bepameia, Omtwg mry. PvAAASIA 1] KA1 LITEVOLLIOTIKA TTPOYPALUATA YIA TN
ANyn Tov papudkov.

o AVamAnpwor) Tov Qapuakov, eite IPOKEITAl yia vevOLuon M
S1evkoAvvon oty mapadoon tov. O acBevrg Stkaovtatl va nTnoet kat
va €£0V01080TNoEL TOV TPITO PopEa (ETAIPEIN TAPOYNG LINPETIMV LYELAG)
yia v Sadikaoia avtn.

« ITAnpo@odpnon twv acBevav ya tn vooo 1) ) Bepasteia Tovg Heow g
XPNONG TNAEPWVIKDV KEVTIPWV.

H OM\otikr) @povtida kat o1 Avaykeg tov AcgOevoug

[Ipooeyyidovtag TNV OAIOTIKT @POVTIOA HETWw TNG 1ATPIKIG YPuyXoAoyiag, ava-
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yvwpifovpue tn Bepehimdn onuaocia g ovvepyaoiag tov acbevn otn Oepa-
7Iela OV, TNV 181a1TePOTNTA TNE 0XEONE TOV UE TOV BepAtovTa 1aTpO TOL AAAA
Kal Tig SuokoAieg Tov ouyva mpofarrovtal. 'Onwg £xel kKatadel el amo Tov
ITIOY o1 mapdayovteg mov ennpedlovv v ovvepyaoia tovg aobevovg eivat
KaTd BA0T 01KOVOUIKOL KAl KOWVWVIKOL, 1] 0XE0T 1aTpoVU-a00evovg, 1) pUoN TNg
mtaBnong aAAad kat to €18og g Bepauteiag.

Juyva ek LEPovg Tov aobevi) 1) oxgon ekppadetal pe okelosmoinon kat Siekdi-
KINOT), TNG KAT QITOKAEIOTIKOTNTA TTIPOCOXNG KA (PPOVTISAG TOL 1aTpov, KaBag
KAl e LITooLVEISTO 8£€0¢ AVALEIKTO LE TNV aywvia yia 1o avOpaitivo AdBog
70V evedeXoUEVOES KAOVIJOUV KAl TN OX£0T] TOU UE Tov Bepdutovta 1atpo tov.

Ye kA0 mePT®Oon 1 ATOTEAEOUATIKO TN TA TNG OALOTIKNG (PPO-
vtibag e€aptatal amd to eEeAikTikO 0TAd10 oV Bploketal o
TTAOYWV KAl TO EPIPAAAOV TOV TTACYOVTOG, OTTMGE 1) OTKOYEVELQ,
Ta eCapT®UEVA HEAT 1) KA1 Ol (PPOVTIOTEG TOV, AAAA KAl TO Tl
EMUITTOOELS EXEL T A0HEVEIA CUVOANKA OTOV TTACYOVTA KAl TO
nep1BdAov tov. Méow g katavonong, g evehiélag kat g
1KAVOTIOIiNoNg €ELMNPETEITAL TO HOVTIEAO OUVEPYAOILOTTAG
1aTpov - aobevoig Kat 1 KAAVYT TV AVAYK®V TOV IOV JTPO0-
Slopietar oY1 HOVO g opbBT| ANYn TG AYWYNG UE OTOXO TNG
GULLOP@P®OT] AAAA KA TO TTMWGE VA GUUPBIMVEL LE T VOGO TOV.

Side Effects
Management

Patient
Networking
Programs

Clinical
Suppert

O PoAog twv Papuakesvtkov Etaipeiwv ota
Ipoypappata YrrootpiEng AcOevov

Oewpeital auTovonTo OTL 0 OXESIAOUOG TIPOYPAUUATOV VITO-
opi€ng yivetal mavta pe emikevipo tov acBevr kal otoxo TV KAALYn Twv
AVAYK®OV TOV, avayvmpifovTag Ta 0QEAT Kupimg yia Tov acBevi) ald kat a-
pAMNAA yia Tov Bepdutovta 1aTpod Tov Kat Ty vIevBuvn yia v aywyr| pap-
LAKEVTIKT| ETApELQL.

'Onwg opiletal amd tov wyvovta kwdika deovioloyiag tov SOEE, ta mpo-
ypaupata ekmaidevong 1) vitootnpiEng acbevmv dev emtpenetal va vAoIol-
ovvTal Ao TIg ETAIPELEG TTOL aoyoAovvTal pe Ty eumopia / Siadbeon / mpom-
Onon eapuakwv avbpmmvng xpnong. Ot papUAKEVTIKEG ETAIPEIES LITOPOVV
UOVo va XpNUAToSoTovV TA JTIPOYPALUUATA KAl 1] EKTEAEOT] TOVg avatifetat
QTOKAEIOTIKA O€ ETAPELEG TTAPOXTG VAN PETIWV VYELAC.

AyaBd 8e ka1 LVNPECIEG EMOTNUOVIKOD KA EKTTAOEVTIKOVD XAPAKTIPA TTPOG
TOV aoBevr| PETEL VA PEPOVV TNV ETALPIKT) OVOLAOIA TN XOPTYOU (PApPUa-
kevtkng etapeiag. ESumakodetal 0Tt OAa Ta EVTLITA VAIKA, TTOL EXoUV oXed1-
aoBel yia va xpnotpomotn8ovv oe oXEON L TNV TApOoXT) LIINPECIHV EKTTALSEL-
TIKOU XOPAKTIPA, SV TIPETEL VAL XPTOLOITOI0VVTAL YA TNV TTPowBnoT Kot ta
VAKA autd Sev eival amodekTo va mpowbolv Tn cuvtayoypapnor, Iapoyn,
TIOANOT) 1] XOPNYNOT TOV PApPUAK®Y NG Xopnyov etaipeiag. Emiong dev ei-
val AToSEKTO TA VAIKA QUTA VA EMKPIVOUY AVTAYWOVIOTIKA TpolovTa, Kabmg
auTo ptopel va BewpnBet pomOnon. 'OAa ta oyeTikd VAKA 1oV Sravepovtat
0TOUG OUUUETEYOVTEG A0DeVEIC OTO TTPOYPAULA XPEIALOVTAL EYKPLOT) ATTd TNV
Emtpornr EAgéyyov Evivnav Iatpikng Evnuépwong kat Alagnong tov pap-
LAKEVTIKQOV ETYEIPTOEWY OVUUP®VA UE TIG WoXVovoeg drata&elg. EmumAtov,
oA ta evruma sov asmevbuvovtal otovg Emotnuoveg Yyelag oxetikd pe ta
£v A0y sIpoypauuata ypetadovial yvwotosnoinon otov EO®, chupwva pe tig
oyvovoeg Srataelg.

Ta mpoypaupata vrootnpiEng acevov dev amotehov Khivikég Meléteg
ka1 Sev amoPAémovy oty cuAAoyn SedouEvav OYeTIKA UE TV atoTeleoua-
TIKOTNTA KAL TNV A0PAAELA TOV PAPHAKOV, OUTE OXeS1AOVTAL MOTE VA LIIT-
PETOLY ALTOV TOV OKOTO. QOTO0O0 Tpernel va dtao@aiifetal 0Tt Ta dedouéva
(PAPUAKOETAYPVITVI|ONE TTOV AVAPEPOVTAL A0 TOV aoBbevn uéow tov Bepl-
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JIOVTA 1ATPOU 1) TOL TTAPOYOL TV VINPECIMV VYELAS EPXOVTAL €1C YVMOT) TNG
(POPUAKEVTIKNG ETALPEING, MOTE VA TANPOVVTAL Ol AWTALTNOELS TNG 10XVOVOAG
vopoBeoiag. Qg £k TOUTOV, 1) PAPUAKEVTIKT] ETAIPELA XOPT YOS TOL TTIPOYPAU-
patog opeilel va ekmaidevel Tov apoyo vmnpeoiewv oe Oepata Pappakoe-
IOy pOTTVNOTG.

H yopnyodg etaupeia mpv v &vapén die€aywyng o1ovdnmote mpoypaupatog
Ba mpemel va Srabetel paxero mov va mepriaufavel ta akorovba vtooTnpi-
KTIKA &yypaqa:

1. AVAAUTIKT] TIEPTYPAPT] TOV TIPOYPAUUATOG LE TNV AVTIOTOYN
£ITOTNUOVIKT] TEKUN Plwo, elte amo v IIXII eite amod ) vOoo KAt
BipAtoypagpia eite, TEAOG, ATO TNV TEXVIKT /KOIWVWOVIKT] AVAYKT).

2. JupfoAato ouvepyaciag e TV ETALPELA TTOV TAPEYEL TIC VTN PECIES TOV
TPOYPALLATOG OTO 071010 Ba septypaPovTal avaAuTikd ot appodiotnteg
KAl 01 LITEVOVVOTNTEG EKACTOL CLUUBANOUEVOL UEPOLC.

3. 'Eyypao emBefainong g CUHHOPP®OTS TNE TTAPOXOL LI PECIOV
VYElag UE TIG APYEG TTPOOTACIAC TTPOOWITIKMY SECOUEVWDY.

4. AN\ VITOOTNPIKTIKA £yypaga Tov Ba xpnopomonovv katd v
£(PAPUOYT TOV TPOYPAUHUATOS CUUPOVA e TNV e0wTEPIKN Sradikaoia g
(PAPUAKEVTIKTG ETAPELAG.

MeOodoroyia kat IIpotmoBeoerg YAotoinong
IIpoypappatev YrnootnpiEng AcOevov

'Onwg avagepetal pntd otov kodika deovioroyiag tov ZPEE apupodiol ya
TNV LAOTIOINGOT) TOVG eival emayyeALATiEG UYElag, TTOL EvePYOUV €K LEPOVC EVOC
popea / Etaupeiag ITapoyng Ynnpeowwv Yyeiag, n omola emyopnyeitat amod
Hia pAPUAKEVTIKT eTalpel pdypappa mpoteivetal amd to Bepdmovta 1atpod
oTov aoBevr) Tov Le yvouova Ty vitootnpiEn tov acbevoie oty opbr| epap-
poyn g Oepasteiag mov €xet emAeyel ko ) Bedtio Srayeipion g vooov
TOU.

H ovppetoyn oto mpoypappa uotka Sev umopel va vtokataotadel amd ot-
KOVOUIKT astodnuimon 1) apo1Pn oe €idog. H ovppetoyn Sev eivan vtoypemtikn
yla toug aoBeveig kat Sev amotelel mpoLdBeon olte oxetidetal e o VYOG
NG ACPAAIOTIKNE KAALWYNG 000V apopa TNV mepifaiypn Kot ta gapuaka yia
TNV QVTILETQOIION TNE VOOOUL TOuC. Ta mpoypaupata avtd og TePiTwaT Jov
QITOTEAOVV UEPOG TWV OPWV TNG ASEIAG KUKAOPOPIAG TOV (pAPUAKOL KAl TA
omola seprhapfavovtal oto oxEdo Srayeipiong kivolvou Tov TPOIOVTOC, Ka-
B¢ ka1 kabe AAAN LITOCTNPIKTIKT TEKUNPIMOT] TOV TPOYPAULATOV AVTOV,
VITOKEVTAL 0NV €ykplon asto to Tunua AvemBvuntwv Evepyeiov (TAE) tov
EO®. e omotadnmote AAAN mepinmtwon Sev vmokewvtal oe €ykpion asto Tov
EO®.

Ta v évapén Tov TPoypAUUATOg autatteital 1 Ypausttr] ovykatdfeon Tov
aoBevovg 1) Tov VOUIHOL ekTtpoo®tov tov. H Siabeoipotnta dmwg kot n Svu-
VATOTNTA OUUUETOXTG A0DEV®DVY 0 Eva TTPOYPAULA EKTTAISEVOTIC KAl LITOOTH)-
PIENG KA1 0 POAOC NG EKACTOTE PAPUAKEVTIKIG ETAIPEIAC OTNV EVEPYOITOINGT)
TOV JIPEIEL VA YIVOVTAL YVWOTA OTOVG EVO1APEPOLEVOVG ETTAYYEALATIEG LYELAG
Kal / 1 010 S101KNTIKO TTPOCMITIKO TTOV CUUUETEXEL OTNV VAN peoia. Emuméov
Ka1 o1 ao0evelg mpemel va elval AN pwe EVIUEPWUEVOL LECK TNG EVTUIING EVVL-
TOYPAPNG OLYKATADEONG Y TNV VITOCTNPIEN TNG PAPULAKEVTIKNG ETAIPEING
OTIG VTN PEDIEC TTOV TOVG TTAPEYOVTAL.

H ovykatdBeon cvAAéyetal asmto v eTaipeia mapoyo, KATA v IPeTn emi-
OKEWN KAl TNV EVEPYOTTOINOT] TNG CLHUETOYXNS Tov acbevovg. Ta évruma ov-
ykataBeong kat ta dedopéva twv acbevmv SiatnpodvTal amo Tov TAPoYo TNg
VITOOTNPIKTIKNG VAN PECIAC KATA TPOTTO CLUP®VO e TNV Keipevn vouobeoia
7epl TPOOTACIAG TMPOOMITK®Y KAl evaioBntwv TPoonmkwnv SeSopevmy.



28 APKEIAEA.E.D.IL.

HPIEHZ AZOENQN

Evvoeital 011 n ovykatdBeon avtn pmopet va astoovpbel omotednmote kat
XwpIig Kavévav 0po, petd amd mpwtofovAia tov acbevodg 1 Tov VOUIHoL
EKITPOOGOITOV TOV.

'‘Opol OXETIKOL e TNV TTPOOTACIA TIPOCTMITIKMOV KAl EVALOONTWV TPOCWITIK®Y
Sedopévarv, kabwg kat pe TNV eapuakoemaypvmvnon Ba mpemet va eplhapt-
Bavovtarl oto ocupfoiralo peTald Tov MTAPOXOL & TNG PAPUAKEVTIKIG ETAL-
pelag.

H @apuakevtikr) etaipeia kal o1 epyalOUEVOl o€ AUTNV dev Umopovv va
gxovv mpooPaon oe Sedopéva / apyeia, ta omoia propetl va odnynoovv oe
QTOKAALYN TNG TAVTOTNTAS OLUYKEKPIUEVWVY aoBevav 1 va ouvdebolv ue
OUYKEKPIUEVOUG aoBevelg, ekTOg amd TNV mepimtwon avapopdg dedopevmv
(PAPUAKOETIAYPLITVIONC. Oa TIPETEL OUWS O TTAPOYOC VA eivan o€ BEOT va evn-
LEPMVEL TNV PAPUAKEVTIKT ETAIPELA YA TNV TTOPELA TV EYYPAP®V T} TIOAV®DG
Y GAAAL TTO0TIKA OTOLXEIN VAOTIOINONE TOV TTPOYPAUUATOS S1aopaAi{ovTag
TNV AVOVLUIA TOV OTOIKEI®V QUT®V CUUPOVA LE TIG Kelpeveg S1atageg.

O Poiog twv Etapeiwv ITapoyrg Yanpeowwyv Yyeiag ota
IIpoypappata YrrootpiEng AcOevov

To MPOCWMKO TOL TAPOXOV (JT.X. VOONAELTEG, S1AITOAGYOL, PAPLAKOITO01
KATL) Sev emTpenetal va eUmAEKETAl 0NV TTPOomONOT) CUYKEKPIUEVHOV TTPOIO-
viwv. Tooo o1 Emtayyeluatieg Yyeiag 6co kat o1 Etaupeieg ITapoyng Ynnpeot-
wv Yyelag kat ouykekpipeva v pectmv vitootpiEng / exmaibevong aobevaov
npEMEL va Srac@aiifovv OTL Ol TTANPOPOPIES TTOV APOPOLV Tovg aobevelg Ba
TNPOVVTAL JTAVTA EUTIOTEVTIKEG KAl YA 000 S1A0TNUA ATTAITEITAL AITO TN} VO-
poBeoia kat 0Tt Ba vITApyeEl CLUPOPPWOT) e TNV vopobeoia mepl mpootaciag
TwV 5e80UEVOV TTPOOWITIKOD XAPAKTIPA.

O1 etaupeieg ITapoyng Ymmpeowov Yyelag mov mapEXOuV auTeg TIG LI PETi-
£¢ fdoel TOV KATAGTATIKOD TOVG, TNG OPYAV®OOTE TOV TIPOOKMITIKOD TOUG, TNG
exmaidevorng Toug, g Aertovpyilag TUNHATOG EAEYXOV TTO10TNTAG TV d1adi-
Kaowwv, empPaietar va Stabetovv otk kat Stadikaoieg yia v cuAloyn,
TOV XEIPIOUO KAl TN S1aTnpnon TV evalodntwv mpoonmkov Sedopevav, ka-
Bag kar kaBe AN poper) motomoinong owotntag (1.x. ISO 9001). EmuAé-
0V, TO TPOOMITIKO TOUC MPETEL va astoteAeitan astd EmayyeAuatieg Yyeiag 1
ATopa L E181KOTNTEG GLVAPEIS [Ee TN PVOT) TOL TTPOYPAUNATOS (VOOTAELTEC,
EMOKENTEG VYeiag, S1a1ToAdYoLG, YUYOAGYOULG K.(L.)

IMapov kar MeArov yua ta ITpoypappata YrrootnpiEng
AcOevav

>nuepa otnv EAAGSa Sie€ayovtan Ipoypappata YrnoothpiEng AcBevov amo
ee1d1kevpéveg eTalpeieg TAPOYNG LINPETLMVY VYeiag, 7tov S1aBETouy Eva KaAd
0PYAVOUEVO SIKTUO LINPECIOV, OTO ETKEVIPO TOL 0IT0i0vL PplokeTal 0 aobe-
VTG, L€ OTNUAVTIKA OPEAT OMWC:
« 1) ovveyNg TapakoAovBnomn g acHevelag kat g Bepasteiag,
e 1] LEWON NG KN OLUUOPPWONG UE TN BEPAITELTIKT] AywYT),
o 1 KoAUTepT Evtadn g Bepasteiag oty kabnuepwvr| {wn Tov acbevn,
o 1 SlakpLTIKn TTAPOYN TV LIANPECIOV OTO TEPIPAAOV ToL aobevn,
« 1 aueon SuvatdoTnTa eMKOIVKOVIAE TOL ACOEVT| UE TIG LINPEDIEG HECW
TNAEPWVIKOL KEVTPOU,
e T ava@opa avermBUUNTOV EVEPYEIDV LECW TG LINPECIAC
(POPUAKOETAY PUTTVIOTG,

« 1 duvatdmra feATiong mapakolovOnong g mopeiag Tov kabe acbevn
EexwploTd, asmo Tovg ekdoTtote Bepdutovteg 1ATPovC.
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Ot mapeydpeveg vnpeoieg ovviBwg vTooTnPifovTal AO CLOTHUATA GUANO-
y1g kat ene€epyaoiag Sedouévav, tov £xouv oxed1a0TEl e KPLTIpLaL TNV LYI)-
AN texvoloyla, v aflomoTtia kat Ty eveMia, pe maveAAaSikd Voo AeUTIKO
S1kTLO, PuXOoAOYOLG Kt Eva S1ELPVUEVO TNAEP®VIKO KEVTPO 1KAVO VA AVTA-
mokpBel pe apecdTTA 0ToVG aoBeveig-ovppetexovteg Twv Ipoypappatwy
Yoot pi€ng asto kabe meproyn g EAAaSac.

Me 1t ovvepyaoia OAwv ToV epmAekopevav @opeéwv AoBevav, Emayyeiua-
Twv Yyeiag, ®apuakevtikov Etapeiwv, Etapewwv IMapoyng Ymnpeoiwv
Yyeiag kar Apxwv 1 tpoondBeia ya Bedtioon tov oxediaouon kat vAoroi-
NoNG TWV TPOYPAUNATOV LITOCTNPIENG aobevav ouveyiletal e oToXo TNV
€EATOUIKEVOT] TWV TIPOYPAUUATOV CUUPOVA UE TIC AVAYKES TV aoDevmv,
Vv eviuvaumaon tov poAoL TV AoBevav Kal TNV HEYAADTEPT] E0TIAOT] OTIC
amtotedeopaTikeég Bepamevtikeg ekfaocelg aohevmv kal Ox1 ATAd TNV TApPoxN
VTN PECIOV.

ISlaitepa ONUAVTIKT KPIVETAL ) EVIUEPWOT] A0 TOVG ETMOTIUOVES VYEIAG
oXeTIKA Le Ta Stabeopa mpoypappata aocdevaov kabmg kat 1 peyaidtepn ye-
WYPAPIKN eUPEAEIA TWV TIPOYPAUUATOV KAAVTITOVTAG TOGO TNV NITEIPWTIKN
000 KAl T VIOLWTIKT] XOPA.

H at&non twv otoxevpevav Bepasteidv kat n aflomoinon tng teyxvoloyiag
LUITOPOVY VA GLVEIGPEPOVY 0TIV KAADTEPT] 0PYAV®OT] KAl astd800T TV JIpo-
YPAUUATWYV, TIPOKANOT] OU®G TTAPAUEVEL ] AELOAOYNOT] TOUG A0 AVEEAPTN TN
apymn N EMOTNUOVIKO @opéa kabmg kat 1 a&loAdyNon TOUg KAl 0 ETAVATIPOO-
510p1oU0¢ TV OTOXWV ToVg WG Suvapkn dtadikaoia.

IMapa Tig ovveyeig mpoomabeieg avaPfabuiong Twv TPOcEPEPOUEV®Y LI
PECIMOV KA TNG EPAPUOYTS VPNAGDV TTPOdIAYpaP®V TTOI0TNTAC KA1 THPNONG
KAVOVIOU®V (PAPUAKOETAYPVITTVIONG, TPOCTACIAS TTPOCTMOITIK®OV Sedouevmv ,
Stapavelag kal Seovroloyiag,to vopoBetiko ,puBuiotikd kal avtopuvbiot-
KO Beopikd TAAIO10 TOV TPOYPALUATOV LITOOTNPIENG aobevav vToAeimeTan
TWV TEXVOAOYIK®V KAl EMOTNUOVIKGQV eEeAifewv kat Sev ouyypovidetal ue Tig
QUITALTN OIS TV aoDevmY .

Ev mpokeipuévm o §10A0yog Twv eTaipwVv KAl TV POPEWV TOUG ATTOTEAEL Eva
KUPo e€eMKTIKO PrjUa yia TV KAvVoIoinon Ty avayKaiwy TPoItoso|oewy
LLE OTOYO TNV OLOIAOTIKT LITOOTIPIEN TwV aobevav. H Eonepida g EA.E..1.
£dwoe Vv evkapia eNKPIVOLG KAl AVOIKTOU S1aA0YOoL 0TOVG evilapepolLe-
VOUG Y10l VA OUVEXIOOUV ETTOIKOSOUNTIKA KAl GUOTNUATIKA TIG TTPooadeieg
TOUG .

Tvumepacuata

Svumepaopatik@ o Sitdhoyog ota mAaiola g eomnepidag e EA.E.®.1. avé-

6e1€e g kOpla onueia mepatEpw Spaoewv:

e TNV EMKAIPOTOINOT TOV SEOVTOAOYIK®V APYOV TTAPAAANAA LE TIG
EMOTNUOVIKEG KA YNPLAKES TEXVOAOYiEG

o Vv kataption Ocoewv Opopwviag / KatevBuvtipiwv Odnyiov ek uépoug
oLVAPQOV DECUIK®V KAl EMOTNUOVIK®OV (POPEMV LLE OTOXO TNV eEA0PANIOT
g Stapavelag,a&lohoynong kat dnpooiomoinong OAwv twv Stabeoiuwy
TPOYPALUATOV A0DEVDV

o NV HeEAETN TV SeSopévwy aItd TV LAOIIOINOT TWV TTPOYPAUUAT®Y
LITOOTNPIENG A0BEV®OVY WG TTPOG TNV TTO1OTNTA, TIG eKPACELS TOVE KAl TV
1KAVO7Toinomn Twv acbevav

o kaBmg kat Wavika tn 0£0mion evog 0a@ovg TAAICIO Y1 TA TTPOYPALUATA
vrootnpPi&ng acbevmv ek HEPOLE TV eTaipwv Kal Twv Apywv Yyeiag

H EA.E.®.1. w¢ emotnuovikn etaipeia Seouevtnke oTny GUVTOVIOUO TG LITO-
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OTNPIENG TWV AVOTEP® EVEPYELMV LIE TNV CUVEPYAOLA KAl GUVAIVEDT) TWV OXE-
TIKOV (POPEDV KAL OPYAVIOUGMV.

EvSewtikr) Biphoypagia

H ntpotewvopevn PiAoypagpia eivar evSektikr kat mpogkuye amo avaditnon
oTIg 30-10-2018.
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Npaktikég HUOKOALEG otnv ulonoinon
TWV NPOYPAPHATWYV unootnpi§ng aclevav

TzoUA1a BaoiAeiradou,
M edical Director GSK,
Avtinpdéedpog EA.E.9.1.

Yta mAaiowa g ekdnAmong «O polog Tov
[Tpoypaupatwv YnootnpiEng AcBevmv otnv kaAuvyn
TV AVAYK®OV ToV aobevav», 1 omoila EAafe xwpa tnv
11 Noeuppiov 2018 oto Deree -The American College
of Greece vntd v aryida g EA.E.®.1, cu¢nbnkav
01 TIPAKTIKEG GLUOKOALEG OTNV LAOTTOINON TWV
[Tpoypaupdatwv Yoot piEng AcBevav.

e jmilm el n e e ja =
e e e e

> ov{imon ovppeteiyav N ka A. IHasweda, [IpoeSpog Hellenic League
Against Rheumatism (EMnvikn) Etaipia Avtipevpatikov Ayova — EAEA-
NA), n ka E. Mwapkayiavvr), Bloynukog & Mopiakog BioAdyog PhD, Cross
Sector Country Safety Team Leader, Janssen, o kog I'. Madapakng, Founder
& Senior Strategist, Etaipia PCC ka1 n ka A. Avaotaciov, Head of Integrity
& Compliance, Novartis. To cuvtoviouo g ovdorng eixe n ka T Baot-
Aewadov, Avmpoedpog EA.E.@.1.

Tn ovdijtnon avoi&e n ka A. Iasnmd n omoia TOVIOE:

a) TV avaykaomta eao@Aaiiong Tng CLVVOUNGS Kat aopaiolg Siefaywyng
evog Ipoypaupatog Yoot piEng AcBevav , vitd tov éAeyyo tov EOD
G TO POV vitevBuvo pLOUIOTIKO opyaviouo yia v EAAGda,

) T0 pOAO TOV 1ATPOD KAl TOV PAPHAKOITIO0D OTH Sie€aywyr| Tov
Ipoypappatwv YrootnpiEng AcBevav, wg ot povot ov nfkmg kat
5e0VTOAOYIK®MG elval LITIEVOUVVOL Y1 TI CUUHOPPWOT] Kat TV 0pO1) ¥pron
TOV PAPUAKOL O€ OAA TA OTAS1A.

>mv eponon: IHoteg katd ) dikn oag epmepia kat uéoa amxo T ovu-
HETOXT) TOV OVAAOYOV O poypauuata vaootmpi&ng acbevov, eivat
oL UEYAAVTEPES TPAKTIKES BVOKOAieg TNV VAOTOIN O TV TPOYPALL-
HATOV AUTOV;
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\IEZ ZTHN YAONOIHZH TQN MPOrPAMMATQN

H xa Iommd emonuave mmg éva peyaio popAnua eivat n diayeipion kat n
StapLAAgn twv mpoowiikwy Sedopévwv twv acbevav, kabwng kat n un ov-
UTTAT)p®OT) TNG KITPIVNE KAPTAG TTOV €XEL VA KAVEL UE TIC avemOUUnNTeg eveEp-
YEIEG TV PAPUAK®V. ETUTAE0V TOVIOE TG EVQD TA TPOYPAUUATA VITOOTHP1-
&ng aoBevav Ba mepipeve kaveig va oyediadovtat padi e Tovg aoheveig kat va
vAostolovvTal BACEL TV AVAYK®DV TOUG, auto dev oupPaivet. «Ymdpyet aduva-
pia 0wOoTrg VAOTIOINONG TV TTPOYPAUUAT®V, OTAV TA TIPOYPAUUATA AUTA Sev
KAAUTTITOUV TIg avaykeg tov aoBevn) yiat Sev £xovv oxediaotel pe tn cupPoAr
KO TN YV®OUI TOV OVAOYOL TV aobevav. Astotéleoua: eplopiopév CUUE-
oYX aoBevmv amd TV TEPLPEPELA T| TIG ATTOUAKPUOUEVES TIEPIOYES, EANUITNG
YVQOT] Y1d TO Xe1P1oUd onpavTikev dtadikaoimv (petapopd @apudakov, ava-
POPA AVETIOVUNTWV EVEPYELDV, KATT).»

TeAog, N ka ITasmd TOVioe OTL 01 PAPUAKEVTIKEG eTApieg Oa PETMEL va OKV-
PYOLV OTA TPAYUATIKA TTPofAIHaTa Twv acevay kat 8n Twv Xpoving Taoyo-
VI®V KAl [Ee KIVITIKA TpofANuata, Sivovtag 0uolaoTikeG AVOEIS KAl AuTavTo-
VTOG OTIG OUVEXMG AVEAVOUEVEG AVAYKES TOVG.

>V epwtnon: Ioteg eivat ot HeydAVTEPEG TPAKTIKES JVoKOAieg oV
viosoinon twv apoypauudtowv Yaroompi&ng AcOevov axo myv aiev-
PA TV ETAIPLOV TAPOXTIS VAT)PECLOV VYEIAG;

O kog Malapdaxng tOVioe T onuacia g Katavonong Twv IPOKANTE®V, TV
AVAYK®OV OAAA KA1 TNG ETOHOTNTAG £VOS aoBevn) va AdBet v peoieg vITOOTH-
piEng peoa amo eva Ipoypappa YroompiEng AcBevav. EmutAéov, oOp@o-
va e tov K. Madapdakn, 1 OUVEKTIUNOT TAPAYOVIWY OO TO UOPPHTIKO/
KOWmVKO eminedo twv acBevav (Mote va LTAPYEL AVTIOTOIKO eKTTASEVTL-
KO/EVNUEPWTIKO VAIKO), TA SNUOYPAPIKA XApaKTNPoTIKA (madid/ nAikin-
pévot), n duvatotnta mpoofacng oTig HoVASES TAPOYTS VINPECIOV LYELAg
(owovopIKn KATAoTaoT)/ TOTOC SIALOVIG: ATTOUAKPVOUEVEG TTEPLOYES/VI|O1AL),
o mep1BdAAov otnpiEng tov aobevoig (OKoyEVELd, KOVOTITA KATL.), 1] OXE0T
1aTpoV-a00evog, TUXOV TPONYOVUUEVT) EUITTEIPIA AoDevoDg arto TpoypaupaTa
vrootn pigng acBevmv, 1o €idog aobevelag (.. N vOOOG ATtd HOVT TNG WITO-
pel va ennpedoel TIg YVWOTIKEG 1KAVOTNTEG 1) Hvnun aoBevolg) kabopidouvv
o€ peyaho Pabud v emtuyr) vAomoinon evog Ipoypaupatog Yoot piEng
AoBevov.

Svupwva pe tov k. Madapakn, o emayyelpatiag vyeiag/Oepdmwy 1atpog ei-
VAl 0 TIPWTOG TTOL DA TIPETTEL VA TIELOTEL YA TA OPEAT] EVOC TIPOYPALUATOC VITO-
ompEng acbevav. «Zvxvad cvvavtaue asmpobupia kAl avTiotacn amd Toug
ETTAYYEALATIEG LYELAG T) VOOOKOUELN/KAIVIKEG YEVIKOTEPA 1) EXOVUE VA AVTIUE-
TWITLOOVLE OPYAVOTIKA eUTTOSIA (EMEWPT) TTOP®V — XPOVOU - EANEWPT) YpALLA-
TELAKNG VITOOTNPIENG), TA OTTOIA CAPMG EMNPEALOVV TNV ETTUXT] KAl EYKA1PT
vloroinon evog Ipoypaupatog Yoot pEng Aobevav».

Tt eivat onuavTxo va yvwpidovue otav dievepyovue Ipoypauuata
Yrootnpi&ng AoOevwv oyetikd e tov yeiptoud dedouévwv aopa-
Aswag;

Svu@ova pe v ka Mmapkaylavvn, sipv Eekivioet 1 vhomoinon evog Ilpo-
ypappatog Yoot piEng AoBevav, Ba mpemet va vapyet pia ovpfaon (Pitpa
dappakoemaypvmvnong) petald tov Katdyov Adeiag Kuvkhogopiag (KAK)
kau tov ITapodyov mov Sie€ayet ta Ipoypappata YrnootpiEng AcBevav. «Me
aUTO TOV TPOTO eEA0@ANIeTAl 1 TTATPNC YVWOT] KAl CUUUOP@P®ON LE TIG TO-
mkeg vopobetikeg astantnoelg kal Evpwmaikeég katevbuvinpleg ypaupeg, n
TNPNOT TOV WIATOVUEVOV S1a81KA010MV eKTaidevong Tov TPOCWITIKOY TOV
TapOYoV, KaBmg KAl 1] avaTnpt THPNOoN TOV SSIKACIOV EyKAIPNG GLANO-
VTG TTANPOPOPIDY TTOL ATTALTOVVTAL YIA T YVWOOTOOINGOT Hag avemuuntng
EVEPYELAG TIPOG TNV AVTIOTOLYT] (PAPUAKEVTIKT) ETALPIA».
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NPAKTIKEZ AYZKOAIEZ ZTHN YAONOIHZH TQN NPOrPAMMATQN
YNOZTHPIEHZ AZOENQN

IToteg eivatl ot ueyaivtepeg apaxtikég dSvoxolieg otnv viomoinon
Twv Ipoypauuarwv Ymoompi&ne AoOevwv aro v mAevpa tov
compliance officer puag papuaxevtxng etatpiag;

Shupova pe v ka Avaotaoiov, oAa ta Ipoypauppata YnootpiEng AobBe-
VOV TIPETEL va oxed1adovTal KAl va VAOTIOI0UVTAL AKOAOLO®VTAG TOVG Kavo-
veg N0k g kaw Seovtoroylag, Statnpwvrag v avefaptnoia tov acbevn kat
ta Sikaiopatd tov. O otoyog evog Ipoypaupatog YmoothpiEng AoBevav
npémel va eival Eekabapa amoTLMIWHEVOS Kal astdAvTa artiodoynuevog. Ta
Ipoypaupata YnootpiEng AcBevav Sev etval KAIVIKEG peAEteg aAAA €XouV
QUTOKAEIOTIKA EKTTASEVTIKO KA1 VITOOTNPIKTIKO POAO, YW Pig va emnpeddovv Tig
amopaocelg tov Emayyedpatia Yyeiag. Ta 1atpikd KAl VOUIKA TUARATA TV
Dappakevtikmv ETaiptov €(ouv vmoyxpewaon eAEYXOoU TV aVTIOTOLY®WV VAL
kv kat Stadikaoimv evog Ipoypaupatog Yoot piEng AoBevmv kat sapo-
XNG TeEMK®V eykpioewv mptv v vhormoinon evog Ipoypappatog YrnootnpiEng
AoBevov.

ENUavTIKN TapApeTpog Katd v vAomoinon evog Ipoypappatog Yoot pl-
&ng AobBevav eivan ) emmhoyn twv Setktav mov Ba kabopicovy av éva IIpo-
ypappa Yoot pi€ng AoBevav rtav emrtuynuévo. Ot Seikteg avtol Ba mpémet
va siepriapfavouy kat o fabuo wavostoinong tov idiov Tov acbevoig amtod o
IIpOypapLa OTO 0TT010 GUUETELYE.

H ovveyrig empnon tov mpoypappatog eival emi-
Traditional services Beyond the pill O1¢ [ TPOKANOT), WOTE va eEA0@AAIfeTal OTL I} eTAl-
pia mapoyng vrnpeoiov Ipoypappdtwv YmootnpiEng
AoBevav, Tnpel MANPWS TIC QWITALTNOELS (PAPUAKOETA-
ypumvnong kat StapvAaing twv mpoownmkov Sedoue-
VoV TV aofevov.

TéAog, 1 peyaAlTepn TPOKANOT] TTAPAUEVEL TTOG OAA
avta ta Ipoypaupata YmoothpiEng AcBevav Ba e€e-
AxOolv Aaufavovtag viroyw TG petaBarlopeveg
AvVAYKEG TV aoDevaV 1e To Xpovo, TV eEeAEn kat Tig
QITALTIOELS TV CLOTNUAT®WY LYELAG.
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