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Maplévag Zaumovpa, Avoiktn

ayomnroi @idot xau pEAn g EAE®I,

Me v mtemoifnon ot evioyVovpe otabepd v emKovovia padl oag agp’evog Kat n
Suvaukr] eEmoTpEPeIag pe vEoLUg ETAIPOLE YUP® artd TNV acbBevokevipikn £pevva
KAl avautTugn) VEwV Bepammelmv agQ’eTeEPov, EMYEIPOVLE VA EVEUVAUMOOVLLE, |IE TTEPLO-
o0tepeg Siebveig ovvepyaoieg peow IFAPP & IFAPP Academy - King'sCollege, EU
PharmaTrain & SIMEF, mepaitépw 10 2020 TOUG EKPPACTES TNG APLOTEING OTO EAAN-

VIKO TTEPIPANNOV LE TO TTAYKOOUL0 yiyveoDal, 0To TAAio10 NG SIEMOTUOVIKNIG eEet-
Sikevong oy @appakevtikn Iatpikr.

Me 11g Sraovvdetikeg mpoomabeleg pag wg A.X. va mapéyovpe Pripa Stardyov, kKukho-
POoPLag I8EMV, KAVOTOUWYV - BEATIOTOV TTPAKTIKOV KAl avadel&ng veémv talavtovywy
ouvadedpwv oty e€e1dikevon pag, ato To dnUooio & W1 TIKO EMOTNUOVIKO TOHEA
R&D, mpookalovpe to Slevpuvouevo kowvo pag e Stapkr alMniemidpaon pe yvo-
pHova v aAAnAoekTiunon kot v @uododia va ylvoupe mo amoTeAeoUATIKOL 0TO
£pYO pag.

EE ovopatog oAwv twv MeAamv touv Alotkntikov Tupfoviiov Ba nbeia va oag svya-
PLOTIO® YA TNV ONUAVTIKT] VITOOTNPLEN KAl CUUUETOXT) 0AG OTIG ETIOTNUOVIKEG HAC
ekONAQOELg, TOL pag eppuyOVeL va ouveyidovpe, Paoet tng Bepung amtodoyng oag,
oty katevBuvon ov ot aloAoynoelg vTodelkviouy.

Me auteg TIg OKEWPELG ELYOUAOTE

EAAnviIkA Etaipeia @appokeuTikig larpikig (EA.E.O.1.)* oe Oheg kar Olovg Xpovia
MéAog Tng AieBvolg OpooTtrovdiag ZuAoywv PapuakeuTikig latpikAg (IFAPP) IloMd pe Yyela, "Epmvevon kat

Maigvdpou 23, ABriva 11528 Atoo0d0&ia.
TnA.: 2107211845, 2107243161 (latpik ETaipeia ABnvav)

Fax: 2107226100

email

Evtuyiopév  kat  Anuiouvpykn
Xpovia !
Ex uépovg tov A.X. EAE®I

* v EA.E.®.I. oUPPETEXOUV WG PEAN 1ATPOI, UPUAKOTIONOF A TITUXIOUXO! BIOAOYIKGIV ETTIGTNHWYV, Ol OTIOIO! Bappdapa Mrapovtoov
aoxoAoUvTal PE KAIVIKEG HEAETEG (EpEUVA), PAPUAKOETTAYPUTTVNGN, EYKPIOEIG PAPUAKWY Kal uE GAAOUG

TOopEIG TNG PAPUOKEUTIKAG lATPIKAG.
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In Vivo 16 Dec 2019

Imyn: https://invivo.phar-
maintelligence.informa.com/
1Vi24402/Regenerative-Med-
icines-And-Advanced-Thera-
pies-Progress-Problems-And-
Promise

2.

Regenerative Medicines And Advanced
Therapies: Progress, Problems And
Promise

16 Dec 2019 = ANALYSIS

The Alliance for Regenerative Medicine’s Q3 report illustrates just how far
the sector has come in the 10 years since the organization’s founding. The
number of therapies in the pipeline has ballooned, in parallel with financing
for development activities.

Queries around the viability of cell, gene and tissue engineering technologies
have been mostly put to rest, now the focus is on how best to harness the huge
potential these therapies offer.

The Alliance for Regenerative Medicines (ARM) was founded in 2009 with
just 25 members.

Its goal is to foster the development of regenerative and advanced therapies..
At the time of the group’s founding there were just 14 products approved in
the field. Today there are 54 approved therapies, 1,052 clinical trials under-
way and almost 1,000 companies active in R&D. ARM itself has grown to 350
members from 25 countries around the globe.

Pink sheet, 6 Dec 2019

Imyn: https://pink.phar-
maintelligence.informa.com/
PS141319/Patient-Voice-
Makes-Impact-In-Scientific-
Advice-From-EU-HTA-Net-
work

Patient Voice Makes Impact In Scientific
Advice From EU HTA Network

Noticeable Effect On Advice For Endpoints, Exclusion/Inclusion Criteria

06 Dec 2019 = NEWS

The EU network of health technology assessment bodies says it is seeing the
benefit of systematically involving patients when companies approach it for
early scientific advice on evidence generation.


https://invivo.pharmaintelligence.informa.com/IV124402/Regenerative-Medicines-And-Advanced-Therapies-Progress-Problems-And-Promise
https://invivo.pharmaintelligence.informa.com/IV124402/Regenerative-Medicines-And-Advanced-Therapies-Progress-Problems-And-Promise
https://invivo.pharmaintelligence.informa.com/IV124402/Regenerative-Medicines-And-Advanced-Therapies-Progress-Problems-And-Promise
https://invivo.pharmaintelligence.informa.com/IV124402/Regenerative-Medicines-And-Advanced-Therapies-Progress-Problems-And-Promise
https://invivo.pharmaintelligence.informa.com/IV124402/Regenerative-Medicines-And-Advanced-Therapies-Progress-Problems-And-Promise
https://invivo.pharmaintelligence.informa.com/IV124402/Regenerative-Medicines-And-Advanced-Therapies-Progress-Problems-And-Promise
https://pink.pharmaintelligence.informa.com/PS141319/Patient-Voice-Makes-Impact-In-Scientific-Advice-From-EU-HTA-Network
https://pink.pharmaintelligence.informa.com/PS141319/Patient-Voice-Makes-Impact-In-Scientific-Advice-From-EU-HTA-Network
https://pink.pharmaintelligence.informa.com/PS141319/Patient-Voice-Makes-Impact-In-Scientific-Advice-From-EU-HTA-Network
https://pink.pharmaintelligence.informa.com/PS141319/Patient-Voice-Makes-Impact-In-Scientific-Advice-From-EU-HTA-Network
https://pink.pharmaintelligence.informa.com/PS141319/Patient-Voice-Makes-Impact-In-Scientific-Advice-From-EU-HTA-Network
https://pink.pharmaintelligence.informa.com/PS141319/Patient-Voice-Makes-Impact-In-Scientific-Advice-From-EU-HTA-Network

BIBAIOTPAPIKH ANAZKOMHZH

3.

HMA &EMA , Dec 4, 2019

IImyn: https://www.
ema.europa.eu/en/docu-
ments/scientific-guideline/
draft-guideline-good-phar-
macovigilance-practices-
product-population-specific-
considerations-iii_en.pdf

4.

H MA EUROPEAN MEDICINES AGENCY

Heads of Medicines Agencies SCIENCE MEDICINES HEALTH

EMA/653036/2019 DRAFT FOR PUBLIC CONSULTATION
4 December 2019

Guideline on good pharmacovigilance practices (GVP)
Product- or Population-Specific Considerations III: Pregnant and
breastfeeding women

European Commission 2019

IInyn:  https://ec.europa.eu/
health/sites/health/files/files/
documents/qa_ clinicaltrials_

gdpr_en.pdf

Question and Answers on the interplay between the Clinical Trials
Regulation and the General Data Protection Regulation

EUROPEAN COMMISSION
*a DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY

Health systems and products
Medical products — quality, safety and innovation

This document aims to explain the interplay between the Clinical trials Reg-
ulation (EU) 536/20141 and the General data protection Regulation (EU)
2016/6792, hereinafter the GDPR.

It will be relevant only when the clinical trials Regulation becomes applicable
except for question 11 which explains the current situation under the Clinical
Trials Directive.

This document is provided by the Commission services for information pur-
poses only. It does not contain any authoritative interpretation of EU law, in
particular EU acts referred to in it, and it does not constitute a decision or
position of the Commission. It is without prejudice to any such decision or
position of the Commission and to the powers of the Court of Justice of the
EU to interpret EU law in accordance with the EU Treaties.

5. Clinical Pharmacology & Therapeutics,
October 13,2019 doi:10.1002/cpt.1678

;?'W'Zfb h{?s://a%%m}; Improving the Safety of Medicines in the

odf10.1008 ot 1608 | European Union: From Signals to Action

Joanne Pultsl". Georgy Gcnovl. Andn:j chccl,_]unc R:’lincl. Sabine Srrﬂus""‘ and Peter Arlclr]

Pharmacovigilance and risk minimization must be planned during drug de-
velopment and forms a critical part of the regulator’s decision on whether
a medicinal product can be authorized. Pharmacovigilance systems should
ensure proactive monitoring of all authorized medicines throughout their
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6.

lifecycle in clinical use. Signal detection and management are core activities
in pharmacovigilance, rapidly delivering new information on the safety of
medicines in real-world use which helps to fill knowledge gaps. The first 6
years of the European Union (EU) signal management system resulted in 453
recommendations issued by the Pharmacovigilance Risk Assessment Com-
mittee (PRAC), of which more than half were for drug labeling changes. The
EU pharmacovigilance network has demonstrated its ability to detect and
evaluate new drug safety signals. This has resulted in new warnings to guide

the safe and effective use of medicines in Europe.

Clinical Pharmacology & Therapeutics,
September 2, 2019. doi:10.1002/cpt.1638

Imyn: https://ascpt.on-
linelibrary.wiley.com/doi/
epdf/10.1002/cpt.1638
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Are Novel, Nonrandomized Analytic Methods
Fit for Decision Making? The Need for

Prospective, Controlled,
Validation

and Transparent

Hans-Georg Eichler"l“, Franz Knenigz, Peter Ar[ert', Harald Enzmann"‘i, Anthony Humphreys',
Frank Pél:‘.wyl, Brigitre Schwarzer’l)aumz'q, Bruno Sepndes“’(’, Spiras Vamvakas' and Guido Rasi'”

Real-world data and patient-level data from completed randomized controlled trials are becoming available for

secondary

on an unprecedented scale. A range of novel methodologies and study designs have been

proposed for their analysis or combination. However, to make novel analytical methods acceptable for regulators and
other decision makers will require their testing and validation in broadly the same way one would evaluate a new
drug: prospectively, well-controlled, and according to a pre-agreed plan. From a European regulators’ perspective, the
established methods qualification advice procedure with active participation of patient groups and other decision
makers is an efficient and transparent platform for the development and validation of novel study designs.

The opportunities for learning fast about drugs’ benefits and
harms have never heen greater. The past decade has seen impres-
sive changes in the generacion and availabilicy of healch-relaced
dara. The majority of patient-provider interactions in developed
healtheare environments are now recorded electronically and
electronic health records (EHRs) have been made available for
secondary use ro answer research questions, On anorher frontier,
patient-level data from completed randomized controlled erials
(RCT) are now being shared on an unprecedented and growing
scale, This enables cross-trial analyses and, although more chal-
lenging, combining RCT data with different types of “real world
dara” (RWD), including EHRs and insurance claims, Last, new
dara sources, including the medical internet of things, wearables,
social placforms, or smart phone apps, might possibly be mined in
the future for healtheare-relevane informarion.

A number of obstacles will have to be overcome before the full
potential of these dara sources can be brought to bear on pharma-
ceutical research and care. The obstacles have been broadly grouped
in two domains'; (i) technical /operational readiness, which relates
o factors like extent of EHR coverage, use of structured daca, in-
teroperability of databases, and data quality; and (i) data gover-
nance readiness, which addresses legal issues impeding secondary
data analysis, including dara privacy concerns, level of consent re-
quired, and clarity on who has legal access to health data for research
purposes. A recent Organisation for Economic Co-operation and
Development (OECD) report highlighted that all OECD coun-
tries still face challenges in both domains, Applicabilicy of RWD
across healtheare systems remains an addirional issue.

Yet, we are optimistic. As the ecosystem for e-health develops,
so will daca quanricy, Issues of dara qualiry, including missing dara,
and differences in terminologies and daea formars will be more
challenging to resolve.” However, the need for qualicy assurance
and control procedures has been recognized and a range of iniria-
tives are aiming to bring RWD quality to a level of regulatory ac-
ceprabiliry. Collaborarions among srakeholders and opporruniries
for data processing and quality improvement are constantly grow-
ing.** Progress will likely happen in fits and stares but we foresee
a future where healtheare dara from different sources and of suf-
ficient quantity and, eventually, quality will be available for rapid
secondary analysis by researchers. Some secondary use of RWD is
well established® [c,g.. drug uilizarion, discase rpldcml:}lng)u or
safety evaluation).” However, if fully exploited, RWD could also
contribute to, for example, demonstrating efficacy and treacment
stratification to inform regulatory, reimbursement, and personal-
ized treatment” decisions. The broad range of research questions
that might be addressed with the help of new dara sources have
been described elsewhere. "

METHODOLOGY AVERSION

Alas, data, even of good quality, do not necessarily translare into
credible evidence in the absence of aduzluarc (searistical) methods
to extract, analyze, and interpret them.”” Addressing this obvious
borelencck, a range of relatively novel methodologies have been
proposed or refined over the past decade to enable the analysis
of RWD or to combine RWD with RCT data, Unsurprisingly,
proponents of these methodologies argue char they can address

*European Medicines Agency (EMA). Amsterdam, The Netherlands: “Medical University of Vienna, Vienna, Austria; *Federal Institute for Drugs and

; JEMA's © ittee far

Medical Devices (BfarM), Bonn,
Committee for Orphan Medicinal P (COMP), A
Rome, Italy. *C Hi g Eichler (H
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New England Journal of Medicine, 381;5 nejm.

org August 1, 2019

Imyn: https://www.nej
org/doi/full/10.1056/NEJ]
rai706910

The NEW ENGLAND JOURNAL of MEDICINE

|| REVIEW ARTICLE ||

FRONTIERS IN MEDICINE

Gene Therapy

Katherine A. High, M.D., and Maria G. Roncarolo, M.D.

are beyond the reach of traditional approaches. Since 2016, between the

European Medicines Agency (EMA) and the U.S. Food and Drug Adminis-
tration (FDA), six gene therapy products have been approved: two chimeric antigen
receptor T-cell products for B-cell cancers and four additional products for serious
monogenic disorders, including B-thalassemia, a rare form of vision loss, spinal
muscular arrophy, and a rare form of primary immunodeficiency. The first proofs
of gene therapy are thus now marker-approved pharmaceuticals. With more than
800 cell- and gene-therapy programs mow in clinical development, including for
previously untr ble di such as Duch e's muscular dystrophy and Hun-
ringron’s disease, it seems likely that more therapies will follow. Here, we review
the field as it stands today, with a focus on monogenic diseases (see the interactive
graphic, available at NEIM.org).

G ENE THERAPY HAS PROVIDED TREATMENT OPTIONS FOR DISEASES THAT

From Spark Therapeutics, Philadelphia
{K-A.H.); and Stanford University, Stanford,
CA (M.G.R). Address reprint requests
ta Dr. High at Spark Therapeutics, 3737
Market St.. Suite 1300. Philadelphia. PA
19104, or at kathy.high@sparktx.com

This article was updated on August 1, 2019,
at NEJM.org.

N Engl ] Med 2019;381:455-64.

DOI: 10.1056/NEJMra1706910
Copyright & 2019 Massachurserts Medical Society.
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0 poAog tou MSL péoa and ta pdtia
Twv KAlvikov Iatpwv*

EniyéAela: ‘EAeva
Niwtakn, N. ©eopavidng,
A. Xavintng &

I. Bao1Aeiadou

Opyavwtikn Enitponn
ExkénAwong EN.E.9.1.

Yvvoyn / Baowa cvpmtepacuata

Svdmon pe EmayyeApatieg Yyeiag Khvikog Iatpolg oxetikd pe :

A. d8avika yapaktmmprotka»MSL:

AoBevo kal Tatpo- KEVIPIKT) TTPOCEYYIOT) EMAPDV, VPNAT] ETOTNUOVIKOTNTA
LLE TKAVOTITA EVIOYVOTG TNG LITAPYOLOAS YVMOTG KAl S1EVPUVOT) AUTHG HECK
eCe1ldikevpevng TANPOPOPNONG, KATAPTIONG KAl OQAIPIKNG YVOONG TWV
Bepatwv mov kaAgital va oudntnoet.

ISiaitepa avemtuypevn (Epeun 1 KAAAEpYNUEVT) CLUVAIGONUATIKT VON|LOO-
Vv, EVELIA, PHEPAKL KAL PIAOTILO.

Eukpvig, aflomotn kal auepOANIITN JTPOCEYYION T®WV ETMOTIUOVIKMV
Bepatwv.

AevOg oL TNTIG LLE KPLTIKT) OKEWT) KA1 S1ATUNOOT) EPWTIOEMV EMOTIULOVIKOD
Sltaldyov, pe wavotnta Swayeipiong Beoewv - avribéoewv, ev tw Pabet
avalvong kat avadelng akaALTTwV NTNUATOV, AVATTAVTNTOV EPWTHNOEMV
KOl eVOTACEWV, YVMOOTIG NG OXETIKNG Vopobeoiag.

B. A&ia tov poiov tov MSL kat cupufoAn otnv kAwvikn
padn ka épevva:

TrovdadTnTa POAOL OV eUmVEEL 0eBACUO OTOUG CUVOLIANTEG LE oA
OUVEIOPOPA YVOOEWV, IKAVOTNTAS SIAAOYOL IOV TIPOAYEL TNV £PELVA KAL TNV
£PAPUOYT TNG OTNV KAVIKT| TPAgD).

Amotelel Tov TOpPovro/ TUvOeopo pe v e€eildikevuévn €mMOTNUOVIKN
TIANPOPOPNON IOV £XEL KADOPIOTIKT) CUVEIGPOPA OTNV EVPVTEPT] YVOOT Yl
TIg peAovTikeg eCeiter.

Sa@ng S1axkplon amd pOAOUS AAA®Y TUNUATOV TOV ETALPEIDV, AVTAVAKAQDVTAC
TI GUVOAIKT] E1KOVA U10¢ TTPMTOMOPOV KAL TIPOTVITOL £Tanpeiag mov Srabetel
TOV POAO CUYKPLITIKA LLE AUTEG IOV BEV TOV EXOLV AKOUA.

H ovvelto@opd tov poiov tov MSL éxet ovufarret kabopiotixka otnv
eufabvvon g Néag yvwong-karvotouiag mov Ba mpémer ovvexws va
evoUVaU@VETal ®OTE Ol EMOTNUOVIKEG eKONAWMOEIS KAl AAANAemSpaocelg
va &xovv VYNAOTATO EMOTNUOVIKO emebo avTaAAayTg ammoOpewmwy yia va
OULVTEAELTAL TPOOBOG V1A TNV TEKUNPLOUEVT] PEATIOTN KAIVIKT| TIPAKTIKT).

TNUAvVTIKOG TOUEAG TEPATEP® EGTLACTG YLA TO pOAO ToV MSL amoteel
n euPfabuvon oy SaTunUATIK oVVEPYADIA TV 1ATPIKAOV EISTKOTHTOV OTA
mAaiola ovvel{OUEVNC 1ATPIKNG eKTaiSevong Twv etaipwv dnuootag vyeiag
yia ta {nmuata OepasmevTikng Kavotopiag, kKabwg Kal oTtnv CUUUETOYN —
oLvvdpour TV eVHOEOV & CLAAOYWYV A0DEVGOV 0TV eLPVTEPT] EVIUEPWOT) KAL
evaloOnTomoinon yia tig Bepastevtikeg avaykeg kat eEeAifels.

* ITapovoldotnke otnv Emotuovikn Ex6fiwon EA.E.®.1., ABnva 28 Maptiov 2019,
Movoeio Iotopiag ITavemotuiov ABnvaov



Huepidba Pappakoenaypinvnong

EniyéAela: Zogia Znon,
Abapavtia Maviatdkou,

EAeovwpa Zapikou,
Avaotaocia Z16épn,
Eipnvn XatzonouAou,
Bipyivia Makpuyidvvn,
Mapia NoAudwpou,
BapBdapa Mnapoutoou

EA.E.®.l1. ABriva , lvoTitouTo MNaoTép ,10-05-2019

EO®: T veotepo ot Papuakoenayplavnor)

EAévn IHamaioavvov
Tatpog, Tunua Avembountwv Evepyeiwv, A/von ®@app/xov Meletov &
‘Epevvag, EOvikog Opyaviopog @appaknv

« Kepahawwdovg onuaciag n taxktkn ovvavinon EO®-mapaydviwv
dappakoemaypvmvnong (PE) kabog vmdapyel avaykn Umaping kowvng
YA®OOoAG / KOvoU epunvevTtikoL Ae€hoyiov ot @E.

« O oxondg g OE Sievpivetar oy vmootnpiEn e acpaielag twv
a00evav pe 0oPEG DePATTEVTIKEG ETTIAOYEG LIE TN XPTIOT) PAPUAK®YV.

Ayvr Kastov
@appakomolog, I[poiotauévn Tunuatog Avembvuntwv Evepyeiwv, A/on
Dapp/xkov Meretov & 'Epevvag, EBvikog Opyaviopog @apuaxwv

1. Kaumavieg eviueépnong:

o Méoa amo Tig Kaumavieg evnuepwong tov Evpwiaikot Opyaviopol dap-
pakwv (EMA) ka1 tov EO®, mpowbeitan  evnuépwon Kat 1) CUUUETOYT
Twv acBevov kal twv EnayyeApatiov Yyeiag otn @E péow g Anyng mo
TTOL0TIKMY AVAPOPQV.

« Ipoopatwg (05/2019), 0 EMA gykawviaoe v KQuUIavia Tov ot xpron
Twv social media.

o Alvetar£u@aon oTny eviuEpmon Twv acevmv yia avapopd avembbuntwy
evepyelmv (AE) asto toug iG1oug (Avorypa otovg aoBeveilg mote va katabe-
TOVV TNV gUITEIPiA TOUG AITO T1 YPTOT TOV PAPUAK®DV).

2, Ytoyot g véag vopodeoiag PE tov 2012

SuAMoyr| kaATepwV dedoutvav aopaieiag, o moloTikd dedopéva (.. HEow
KAUITTAVIOG EVI|UEPWONG)

Tay\tepn KAt ATOTEAEOHATIKOTEPT] AE10AOYNOT) JNTUAT®WY ACPAAEIAS
ATOTEAEOUATIKOTEPES PUOLIOTIKEG EVEPYELEG

Alapavela otny eMKOVOVIA YOP® aIT0 TNV ACPAAEIN TV PAPUAK®DY

3. Svuuetoyn oe Stafovievoeg:

Avvatotnta evepyolg CULUETOXNG OTO KOWVO O avolyteg SiaffovAevoelg yia
TIC ATTOPACELG OYETIKA LIE TNV EYKPLOT] KA1 AGPAAT XPT|0T) TWV PAPUAK®DV (TT.X.
evpela StaPfovievon petald emotnuovikev kAadwv, Emayyehpatiov Yyeiag,
YUVAIKGOV aoBevmVv Kal TV O1IKOYEVEIMY TOUG KAl 0PYAVOCEDY aoBevav yia

Tov kiviuvo BAafwv mov tpokaiel oto Eufpuo n xpnon Paisrpoikol katd v

£yKuuoovvn-09/2017: EMA public hearing on valproate in pregnancy.

4. New Eudra vigilance live kat emikaipomnoinon tov GVP Module
IX (11/2017)

5. Ilpoofaon o0Awv (aoBevov kou Enayyedpanov Yyelag) oe avagopeg

avemBvuNTwV evepyelwv avd 0po peow Tng evpelag Paong Sedopevwv
avapopav mbavoroyovuevaov AE tov papudkmv.
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6. O EO® stapaxkoiovdei kat mpocapuodetatl t0o0 otig Spaceirg tov
EMA 000 kat ota edopéva mov stpokirrovv amto to Brexit peow:

«  Emkaipomoinong tov GuoTHUATOg OO TNTAG TOV

o AVAmTuEnNgNAEKTPOVIKMV EPAPLOYDV YA TNV S1AXEIPIOT) TWV VTTOYPEDTEDY
OV

«  Tvupetoyng oe evpomaikeg kaunavieg ®E (SCOPE 2016-2018)

o AlaBeo1puoTNTAG VEAG NAEKTPOVIKNC KITPIVIG KAPTAG

«  Avadnyng mepocotepwv Evpomaikov Siadikaciwv aflohoynong oe
ToTKO emimedo

o ZTEAEXWONG UE EMUTAEOV TIPOCWITIKO LE OTOXO TN PeATiwon Tov xpovou Si-
eKITEPAIWOTC

H &wyeipon dedopevov aopdielag maldlatpikev acbevov, Kupimg un
avapevopevmv Baoet IIXTI, anotelel mpoteparotnta yia tov EOD.

H ®E ka1 tpofAnuata mowotntag (quality defects) eival vpiotng onpaociag
Kkal avagpepovtal oto Zyedio Emyepnuatikng Tvveyelag (Business Continu-
ity Plan) tov EMA.

Yopia Tpavtia
Dappakomolog, Tunua Avembountwv Evepyeiwv, A/von @app/kov Meretov
& 'Epevvag, EBvikog Opyaviopnog ®appakwnv

Enopeva Pripata, eidikotepa evidg tov 2019:

Avapévovtatl va tebolv oe dnuooia StafovAevon ol katevBuvnpieg onyieg
yia v kunon-yarovyia (Q1/Q2 2019) kat 1o ynpratpikd mAnbvoud (Ba ava-
kowwbel).

Aiepedvnon ovAoyng 8eSopévwv ac@aielag yia pubpiotiko\g 0Komovg HECW
unTpwwv acbevav, 1 omoia pmopeli va eyeipel kal vopobetikeg pvbuioerg.

EmotoAn «Ayarmte ErayyeApatia Yyesiag» (DHPC)

Bipywia Maxpvywavvn,
YrevOuvn @appakoemaypvmvnong, Bayer EMag ABEE

ITapovoiaon case study: joint DHPC, cvvtoviouog rorratieov KAK:

ITapovoiaon evog Case study stov agpopovoe TNV ATTOOTOAT] GUVOVACUEVTG
(joint) DHPC £moToAr|g ek pépoug peyaiov apifpot Katoywv Adeiag KukAo-
popiag (KAK) mov eiyav okevaopata pe v idia Spactikn. O atoxog eival va
avadeifel ) onpaocia mg ovvepyaoiag AvVALETA OTIG EUTAEKONEVEG ETALPELES
OTIWG AVTI Tpaypatomoteital peoa amd v avabeon tov poOAOL TOV GUVTO-
viot oe pia etaipeia/KAK, n omola avahapfavel va ekmpoowitnoel OAOUG
toug KAK. O poAog ToU GUVTOVIOTH| OTO VA TIPOTEIVEL LETAPPAOT), VA AAPeL Tig
QUTAITOVUEVEG EYKPLOEIC ATTO TIC AMAEG ETAIPELEC, TNV ETKOVOVIA UE TIg APXES
ka1 Toug Aowovg KAK, v T11pnon Tov 0TeEVOV XPOVIK®OV TAAICI®V EYKPLoNG,
m Swayeipton g Stavoung tov VAKoOU kaBag kat v katdbeon otig Apyeg
TWV ATTAPAITNTOV ATOSEKTIKMV ETUXOVG Slavour|c.

Kieomatpa Attha
Senior PV Officer, Sanofi-Aventis AEBE

Eowtepikr Alayeipilon kat emAekopeva Hepn:

H ovykekpiuevn mapovoiaon eixe wg okomo va avadei&el m onuacia tng
oLVEPYAOIOAG AVALESA OTA EUTTAEKOUEVA TUNUATA AAAA KAl TIG TIPOKANOELG
IOV AVTILETWINLOVHE OTNV KAONUEPIVI] TTPAKTIKT): ATTALTOVUEVEG ECWTEPIKES
EYKPLOELG, EMKOIVOVIA LE TIC APYES, OTEVA XPOVIKA TAAIOIA MG Kot Stayel-
p1OT KOOTOUG, e 0TOX0 T Stao@daiion g anotedeopatikotntag g Sadi-
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Kaolag Kot kat eeKTaoT g 0pO1Ng KAl EyKalpng EVIUEPWOTG TWV ETAYYEA-
paTi®v vyeiag.

Eévia Miyani
Senior Manager Pharmacovigilance/ LSO GR, CY & MT, Teva Pharmaceuticals
Tpomot Stavour)g: in house vs outsourcing:

Eotiaoe oto koppdtt tng emhoyng evog external 37 party vendor yia v Sia-
S1kaoia TNg POETOLACIAg KAl QTOOTOATG TOU VAIKOD.

IMapéBeoe ta Betikd kal apvnTIKA 0TO va yivel n oxetikn Siayeiplon ano eEw-
TEPIKO OLVEPYATI O OUYKPIOT) LLE TO VA YIVEL E0WTEPIKA €lTe o To TUnua PE
elte og ovvepyaoia pe AAAa Tunuata g etatpeiag (sty medical /sales & mar-
keting), kabwg kal Ta kprInpla Aoy Tov ouvepyatn (000 ALTA HITOPOLY
va Stapoppwbovv amod ta GVPs).

Tredha Kopovin
Drug Safety Manager/ Local Safety Responsible, Roche (Hellas) SA
WYneuakn Stavoun DHCPs:

AUynon oto Kowo yid To mwg TPoLKupe 1 10€a yia ynelakeg Stavoueg DH-
PCs, moleg ouvepyaoieg ¥pelaoTnKay yio va oxeblaotel n aAAayr) Kal ;oleg
elvan o1 Paoikég mapapetpol/ mpodiaypapeg yia tnyv vAomoinon evog TETolov
gpyov. Méoa asto ) duynon avtn embupode va TapoTPUVOULE KAt AAEG
(PAPUAKEVTIKEG ETAIPIEG TTPOG 1A TETOLA AAAAYT), AAAL KA VA ETTITUYOVLLE TN
peyaiUtepn duvatn deouevon amd v mAevpd tov EOD.

Yo@ia Tpavtia
Dapuakomolog, Tunua AvermnBvuntwv Evepyeiwv, A/von @apu/kwov Meretwv
& 'Epevvag, EBvikog Opyaviopog @apuakwv

SVUTEPACUATAL:

« H DHPC emoToAn maidel onpavtikd poAo 0TV ETKOIVOVIA AN POPOPIOV
aopaielag (safety concern)

o TIIpénerva Staopaiifetar 6Tt n DHPC emotoAn tapaiapufavetal amo toug
TIPO-KADOPIOEVOUC ATTOOEKTES

« H ovvepyaoia petald twv etaipov (EMA, PRAC, CMDh, CHMP, Kdtoyog
Aderag kukhogopiag, Tomkeg Apyeg Yyeiag) eivan peyiotng onuaciag pe
OTOYO TNV TAEOV ATOTEAEOUATIKT) S1ayeipion

e Ye meplntwon onuavtikoy Kivdvvov, To ypovodiaypappa eival akoun
HkpOTEPO (2 NUEPEC)

« H B¢omon péowv a&loddynong g Angdeioag Anpogopiag and toug Emay-
yveAuatieg Yyeiag amotelel emiong mpokAnon kat edio mpog PeAtioon.

E€etaletar amd tov EO®, £merta amd aitnua @apuakevTiKng eTaipeiag, n
SuvatomnTa Pnelakng 1 WKg (Wneuakng kat pn) amooToANg EMOTOADV
«Ayasnte EmayyeApatia Yyeiag» vmo avotnpd kabopiopevo mhaioto.

YAwko-emaypuvmvnor)

EAévn HHamaioavvovu

Iatpog, Tunua Avemubvuntwv Evepyeiwv, A/von @app/xov Meletov & Epev-
vag, EOvikog Opyaviopog @appakmnv

Ynapyel otadiaxn avénon otov aplBud TV 1aTpoTEXVOAOYIKGOV TIPOTOVTGDV
70V KataAnyovv otov EO® amo 1o 2015.

To vouko mAaioto otnv Evpwmnn aAladet
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EnavakaBopidovtat:

«  KatevBuvnpieg O8nyieg(MEDDEV series)

« CE Marks (Competent Authorities, Notified Bodies)

« Harmonized standards (EN series)

«  Meteykpruika SeSopéva ao@dielag (Postauthorization surveillance /vigi-
lance)

Mapia Katoyumovia
Xnukog, Tunua AvemBvuntwv Evepyeiov, A/von @apu/xev Meletov &
‘Epevvag, EOvikog Opyaviopog @appakmnv

'Eyypag@o kafBodnynong MEDDEV 2.12/1 rev.8 (Guidelines on a
medical devices vigilance system, January 2013)

1. Poiog Kataokevaot Iatpoteyvoroywov IIpoiovrog (I/11)

H Siepetivnon yivetal and tov Kataokevaotr) kat 0t amo v Apuoddia Apyr,
emiong o vmostto I/11 ev mpémel va amooteMeTat otnv Apuddia Apyry. O po-
Aog g Appodiag Apyng meptapfavet v aloAoynon twv HETpwv diepetivi-
ong mov exel epapuodoet o Kataokevaotng kat fefaing vitapyet n Suvatdtta
emkowvwviag g Appodiag Apyng pe tovg Kowvomompuévoug ®opeig (Notified
Bodies) 11/xa1 o Post-Market Surveillance Working Group tov EMA.

H avagopd and xproteg otov EO® meprotatikov mov agopovv I/IT &xet
TAPOVOIACEL AVOOIKT TTOPELA, EVTOVTOIC OUKC HOVO TO 20% TV MEPIOTATI-
kv I/IT omv EAAGSa avagpepetar otov EO® peow g Aevkng kaptag. Ot
EnayyeApatieg Yyeiag kahovvtal va avagpépovv atov EO® ta meplotatika
I/IT péow tng Aevkng kaptag. IIpog v katevBLVOT AVTN ATOCKOEL KAl N
AvAITTUEN NG NAEKTPOVIKIG EQAPUOYNG TNG AEVKNG KAPTAG artd Tov EOD.

2. Néa Evponaikrn faon §edopévev yia ta I/I1 (EUDAMED):

»  Kevipd polo onv e@apuoyrn TV KAVOVIGHMV

e 7 NAEKTPOVIKA OUOTILATA

o HAekTpovikO CLOTNUA YA TNV ETTAYPVITVI|OT] KA TNV ETOITELA UETA T1) S1a-
Beon oty ayopa (apBpo 92). YroPoAr, avrumapafoAn kal eneEepyaoia
TIAN POPOPLOV

AwaAe€n

Tewpyrog Iastadnong
Avasiinpwtng Kadnyntg Khivikng @appaxkoioyiag AIIO

Aviyvevovtag onuata ac@aieiag pe Baon to @apuakodSuvvapuko
TPOPIA: T0 apaderypa plag HEAETNG PAPUAKOETAYPVITIVIIONG - (PAPUAKO-
Suvauikng otn Paon avagopav tov FDA (FAERS pharmacovigilance — phar-
macodynamic study).

D AP LAKOETTAY PVITVI|OT] KAL TPOTTAGLA TTPOTOINK@DV
dedopevov

YreaMa Kopovin
Drug Safety Manager/ Local Safety Responsible, Roche (Hellas) S.A.

Evtuyia AvyokAiovpn
Healthcare Compliance Contact/ Data Privacy Coordinator, Roche (Hellas) S.A.

Kovotavtiva ITatein
Awknyopog LLM, Legal Advisor, Zeincro Hellas A.E.

H e@appoyr) tov Kavoviouot yia v Ilpootaocia twv [Ipoowmikmv AsSoué-
vov ennpeadet:
e Tnv amooTolr) emotoA®v «Ayamnnté EnayyeApatia Yyeiag», avag@opika pe
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TN ouvaiveon ot Xpnon twv otolxeiwv Twv ErayyeApanwmv Yyeiag.

« TnSuayeipion kat vitoxpewon evnuépwong twv acbevav otn OE. Evtovtolg,
n ©E amotelel vouobetikn voypéwon tov Katdyov Adeiag Kukhogopiag
(KAK), ka1 ovvermog Sev armatteltal 1 £YKploT) TOL LITOKEIUEVOL/acBevoig
Y1 TO KOO TG emeEepyaciag avbopUnT®my avapopay.

« Yvvepyaoieg tov KAK. Ze mepintwon avabeong epyaciov ®E tov KAK oe
popea (11.x. CRO), o1 vmoypewoelg Tov Extedovvtog kan YaevBuvov emnegep-
yaoiag Stagpopomoovvtar. H etaipeia CRO vmoypeovtal va ouvEpapel tov
KAK o1t Satrpnon mpoowmmkmy Seopévay.

o Tnv maykoouia Spaon tov KAK oe tpiteg ywpeg (extog EE).

Eowtepikoi eéAeyyol (Audits) & EmOswpnoeig (Inspections)
o PapuakoemaypvIvnon

Eppiétta Owovopuov
Head of Pharmacovigilance, Creative Pharma Services

«  NopoBeoia (GVP) ywa eAéyyovg
GVP Module I: Pharmacovigilance systems and their quality systems
GVP Module II: Pharmacovigilance system master file
GVP Module IV: Pharmacovigilance audits

o TUmot eAéyXwV
System or process audit
Internal/External
Routine audit/For-cause audits (triggered)/Verification audit

Eleovapa Tapikov
YrevOuvn @appakoemaypvmvnong, Glaxo Smith Kline A.E.B.E.

Eowtepikoi éAeyyot (Audits) ot @appakoenaypvmvnon. Tt amarteiton yia va
givan og etolpotnta va Sexdel eéva audit éva turjpua @apuakoeraypvTvnong;

Avagopda oty mpoetouaocia, tig Sradikaocieg kata T S1apkela Kat 10 KAeIo-
po evog audit, kat TEA0Gg, avapopd oTa o oLVXVA evprjpata evog audit.

Avdpeag KovpBetapng
Senior Safety Manager, Zeincro Hellas A.E.

H tomoB&mnon apopooe 0To OYESIAOUO TWV EOWTEPIKMV EAEYXWV 0TI Pap-
LAKOETAypLITVNOT, OOV oLdTNONKAV: TA KPP YiA TNV EKTIUNOT KIv-
SUVoOUL uUn-ovUUOPP®OTC, TIPOKAT|OEIC TTOV AVTIUETWITOVIAL UE OLVEPYA-
TeC-TTPOUNOEVTEE, 1 TAKTIKT V1A TOV TIPOYPAUUATIONO KOl TA Prjpata yia v
ETTITUYT] OAOKAT PWOT] TOV ECWTEPIKWV EAEYXWV.

Ayvr Kamtov

@Dapuakomoldg, Ilpoiotapevn Tunuatog AvemBountwv Evepyeiwv,A/von
Dapp/kov Meretov & 'Epevvag, EBvikog Opyaviopog apuakwv

EO®: Nouo0Oeoia kat op0eg tpaktikeg

1. AMayn onTikng
- Evkaipia yia empefainon g amoteAeopaTIKOTNTAG TG EPYATiAg HAg
- Avayvapion medimv mtpog feAtinon kat Ayn HETPwYV, OT0V astatteital
2. XKOmog
- Mpoodiopiopog g ovpHOpPwong Tov KAK e Tig ammaitoelg OXETIKA pe
™ ®E ka1 avaykng vapéng S1opbwtikmv Kivrioewv
- ISwaitepo evdiagepov Sivetar ota GVPModulesI-IV
3. Ilapayovteg kabBopiopov mpoypaupatog embewpnoewv (Tpoypapuat-
OUEV®V T EKTAKTWV):
- IIponyovuevn emBempnon Kal ATOTEAECLATA AVTNG
- Iotopko ovupdppwong tov KAK otig vtoypenoeig OE
- Ap1Buog Adeiwv Kukhogopiag / KAK
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- IIpoiov (7t e1dikol eviiagpepovtog)
- AMayn QPPV

4. KbOpua onpeia emBewpnong

- Tripnon kat emkaipostoinon tov PSMF

- QPPV ka1 emomteia

- ZVOTNUA TTOLOTNTAC KAl EOOTEPIKOL EAEYYOL

- Alayelp1oT avapopmV ATOUIKMV TIEPIOTATIKMV

- Alayeipion onuatog

- Alapkng a&loAoynon g ao@aielag

- ZUUUOPP®OT LLE TIG VITOYXPEMOELS TTPOG TIC APXES

Avag@opa AvemmOuuntev Evepyeiov & Kapmavieg
eviuEP®OTG yia TN Papuakoemxaypvavnorn)

EAévn Ianaioavvov,
Iatpog, Tunua AvemBvuntwv Evepyeiwv, A/von @app/kov Meletov &
‘Epevvag, EOvikog Opyaviopog @Pappakwnv

Avagopa AvernOopuntov Evepyewov:

1.

Avagopa AvemuBountwv Evepyeimv
H nlextpovikn epapuoyr g kitpvng kaptag eivar StaBéoun ano tov
11/2017
T1 avapepovye;
Yroxpewtikeg mAnpopopieg:
-'Yrtomnto pappako
-Ileprypa@r| g Tapevepyelag
-Xroryela aoBevovg (st nhikia, fapog, pvAo)
-X1otyeia avagépovta
SNUAVTIKES AN POPOPieg:
-Adon & evder€n tov LtorTov PapUAkoL & Nuepounvieg Bepateiag
-Hpuepounvia évapéng & Anéng g vstommg avtidpaong
-'ExBaon g avtidpaong
-AMA @apuaka mov AauBavovtav Katd Toug TeAevTaiovg 3 Unveg mpv
™mv évapén g avtidpaong
EmumpdoBeteg mAnpogopiec:
-ZXETIKO 1ATPIKO 10TOPIKO
Epyaotnplaka amoteAéopata

SCOPE: Strengthening Collaborations for Operating Pharmacovigilance
in Europe

3etég project (11/2013-11/2016) 10 omoio xpnuatodotnOnke and v Ev-
pwitaikn Emtpornn kal GUYKEVTpwaoe AN popopieg g ot Apyeg EQapUo-
Jovv Tig Aetrtovpyieg OF (reports Sitabeopa oto site tov SCOPE)

Kapmavieg eviuépmong yua t ®apuakosmraypiavnon:

1.

2.

Sopmepaopata Iavevpwmaikng Kapmaviag

-OUULETOYT 21 apuOSInV apywv

-13% av&non twv avapopwv (1.056 avagopég) evtog g efdopddag g
TAVEVPWITATKTG KAUTTAVIAG

-TO UNVLUA EPTAOCE O 2.562 avOp®ITOUg

-337.781 avBpwrot eidav ta ypapikda

-22.584 likes, clicks, retweets & shares oto Twitter, Facebook, LinkedIn &
YouTube

-OA01 01 oLppETEYOVTEG ame@avOnoav 0Tt A&lle Tov KOO

-88% Oa vootnp1lav €k VEOoL pid vEa KAUITAvia

Ol kaumavieg evnuéPWONg TOL Kotvov amo tov EO® yia mm OE oe
avtioTolya 11 enmépepav:
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-350 avagopég AE 10 2016
-525 avagpopeg AE 1o 2017
-661 avagopég AE 10 2018
3. H xvpua myn avagopav AE eivatl ot watpoi, kat &movtal o1 acBeveig.
Ot Aowteg katmyopieg Emayyeduatiov Yyeiag (.X. @appakomolol)
ouuBaA oLV edaylota otnv powbnon avapopav AE. H vmo-avagopd
Qo 1aTPOVG TTapATHpelTal Kupimg (01 Hovo) Aoyw:
-ABepaung crtidtnTag
-Avnovyiag yia ) S1dppnén Tov 1aTpikov aropprTov yia Tov achevn
-Avnovyiag vopikmv evbuvev
-Evoywkotntag
-Amotuyiag va avayvwpicovv v AE
-AE mov eivan 161 yvwoti)
4. Zvumepaopata amo Siebveig peAéteg KataAryovyv ota e&ng:
-Oetikn ovumeprpopd EmayyeApatiov Yyeiag
-XaunAo eninedo yvwong nepi OF
-Ot EntayyeApartieg Yyeiag potipotv ouvhBwg éva Stadiktuvako epyaleio
avagopdag AE & £mdntolv kAol avatpo@odoTnor LETA TNV avapopa
pag AEQ
5. Tevikd Aeimet...
-IIA\npogpopnon
-Kaheg @oppueg avagpopag
-Povutiva
-KovAtovpa avagpopag
-Kivntpo
(H mtieon xpovov avaykadouvv Toug 1aTpovg va JTIPOTEPALOTOIOVYV HETAED
g @povtidag Tov aobevoig kat g xaptoSovAeldg)

Ot aoBevelg Sev mpoTiHOLY VA CUUITANPOVOUV TNV KITPWVI] KAPTA, OAAA
avtalacovv mAnpogopieg yia AE kuplwg pEowm TAATPOPUGOV KOIVWVIKIG
Siktvwong.

'OAO1 01 EKITPOOMITOL THV POPEWYV TTOL CLHUETELYAV 0T ovdnon [1 IIpoedpog
'Evwong AcBeviov EAEANA xa AO. ITammd, n Ap EAévn IMamaiodavvou
—tunua ®E, EOD, n IIpoedpog IlaveAnviag 'Evwong ®appakomoliwv
Noonievtikov ISpvpatwv (ITEONI) ka A. MakpiSakn kat o I1pdedpog g
IMaveAnviag 'Evoong @appakomoiov (ITED) k. N. KoAuav] cvpgovnoay ot
astarteitanl aAAayT) TG VOoTpomiag Kot GUVEXTC EVIUEPWOT] TV acBevmv kat
EnayyeApatiov Yyeiag yia myv avagopd towv avembiuntwy eVEPYEIDV.




ANAPTHMENEZ ANAKOINQZEIZ NMPOFPAMMATQN YNOZTHPIZHZ AZOENQN, ENIZTHMONIKH EKAHAQZH EAE®I

Aquatic Exercise as Therapeutic
Intervention in Patients with Hemophilia

Marina Economou!,
Alkistis Adramerina!,
Aikaterini Teli!,
Simeon Simeonidis!,
Ioannis Gelsis!,
Ioannis Tsalavoutas?,
Sofia Vakalopoulou?

AQUATIC
EXERCISE

1. 1%t Pediatric Department

2. 2nd Propedeutic Department
of Internal Medicine, Medical
School of Aristotle University
of Thessaloniki, Hippokration
General Hospital of Thessa-
loniki, Greece

ACG, Deree, 10-12-2019

Background

Regular supervised exercise is known to be beneficial in patients with hemophilia
(PWH), improving range of motion and muscle strength, while decreasing chronic
pain. However, the particular effects of aquatic exercise have not been well studied.

Methods

Aim of the present study was to evaluate effects of aquatic exercise in pediatric and
adult PWH followed at a single center. Adult patients were offered a specially designed
hydrotherapy program at the center’s pertained pool, while children were offered spe-
cific supervised aquatic programs in their neighborhood swimming pools. Joint func-
tion, as assessed by the Hemophilia Joint Health Score 2.1 (HJHS) and performed by
an experienced hemophilia physiotherapist, was recorded at the beginning and end of
study.

Results

Ten male patients with hemophilia A participated in the study, with a median age of 15
years (4-46 years). Out of 10 patients, 7 (70%) were children and 3 (30%) were adults.
With regards to disease severity, 7/10 (70%) had severe hemophilia, 2/10 (20%) mod-
erate hemophilia and 1/10 (10%) mild hemophilia. All patients with severe hemophilia
were on regular prophylaxis.

Participation time in aquatic exercise ranged from 8 to 48 weeks (median 31 weeks),
with a participation rate of 1-3 times per week. Abnormal baseline HJHS was found
in 3/7 children (42%), with a mean score of 3 (range 1-4), and in 3/3 adults (100%),
with a mean score of 19 (range 10-28). At follow up, complete improvement of HJHS
(0) was reported in children with abnormal baseline score, and retention of baseline
perfect score in the rest. Adult patients showed an improvement in their score, with a
mean HJHS of 14 (range 5-24).

Overall, a statistically significant reduction in HJHS 2.1 after participation in the
aquatic exercise program was reported (P 0.03).

Conclusion

Aquatic activities proved beneficial in both pediatric and adult PWH. Through the
physiological effect of buoyancy, exercising in water has the extra benefit of low con-
tact stresses, unloading of the joints and liberation of articular mobility; thus, aquatic
exercise may help maintain good joint health when present and improve joint function
when impaired.

Acknowledgements
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program available to all hemophilia patients of Northern Greece.
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Coaching in Patient Centric Healthcare

Barbara Asimakopoulou
MBA, PCC ICF & Marshall
Goldsmith, HRE Founder

Dr med Eleni Vlachou
Spec. Gyn.& Obstetrics,
Certified Coach, Consultant
Human Resources Expertise
Consulting | Training | Coaching

ACG, Deree, 10-12-2019

Our team at HRE: “Coaching in Healthcare”, was created to contribute to a
Person Centric Leadership Model in Healthcare using the Coaching dynamics
through its expertise and experience.

We believe mass behavioural change in the healthcare system is needed. Fo-
cusing on patient safety & quality of care to create trust. Through coaching
and promoting behavior that instills trust, it is possible to overcome inter-
nal and external obstacles, improve communication and strengthen personal
leadership. Our vision is to respond to this challenge of patient-centricity and
contribute by cultivating a person centric leadership model in Healthcare in
Greece.

“Extensive research has shown that no matter how knowledgeable a clinician
might be, if they are not able to open good communication with the patient,
they may be of no help.”

Acknowledge self awareness - Activate - Change

Building Trust among the pharmaceutical industry, healthcare providers, in-
surance companies and patients. Coaching is widely accepted in the business
world as the most effective in behavioral changes and in leadership. Shifting
from the business world to healthcare

« Coaching is widely accepted in the business world as the most effective in
behavioral changes and in leadership

« Shifting from the business world to healthcare

« Targeting the HCP — what model is best?

« Start of by using Skills and Techniques from Performance & Development
Coaching

Leading & Communicating with a coaching mindset
in Patient-centric Healthcare

Pharmaceutiez
4 Broad and profot
knowledge of the™
Pharmaceutical Industry;
strengths and weakn:

| opportunities and th
% needed to ensure prog
% despite the presence of
-extremely complex regul

k. environment

i

........................
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COACHING IN PATIENT CENTRIC HEALTHCARE

Human Holistic Approach

Capability to think Capability to feel Capability to enjoy

Leadership Mindset for Healthcare

PHYSICIAN
Shared
Decision
Making
paternalistic

Passive —_— Active
PATIENT

Our Training Model: Patient-Centric Healthcare

Coaching Skills Resilience Skills Team Dynamic Leadership

Summary

In the past decade, the roles of patients, as well as of all involved stakeholders
of the Healthcare System, has evolved drastically. A mass behavioral change
is deemed necessary. Within the Healthcare System, the focus is on patient
safety and quality of care, through a holistic approach and individual patient
engagement and supporting physician leadership behavior.

Coaching leadership and communication are at the heart of the Patient - Cen-
tric Model influencing the type of leadership being implemented. Strength-
ening and improving the quality of communication between patients and
physicians play a central role in normalizing and rationalizing the Healthcare
System and in gaining trust among its Stakeholders.

Our team at HRE: “Coaching in Healthcare”, was created to contribute to this
Person Centric Leadership Model in Healthcare using the Coaching dynamics
through its expertise and experience.
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Patient Support Program for MS Patients

George Manolakos
Medical affairs officer, Bayer Hellas

AUTOMATIC
MOTOR

INSERTION/RETRACTION

ELECTRONIC  ~=r
o,

END-OF-DOSE

INDICATOR

)

SAFETY
RELEASE FUNCTION

Betaplus® Program

ACG, Deree, 10-12-2019

Worldwide, medication non-adherence has been a major obstacle to the ef-
fective delivery of healthcare. estimates from the world health organisation
(2003) indicate that only about 50% of patients with chronic diseases living
in developed countries follow treatment recommendations®.

Factors which may contribute to non-adherence include?:

 Confusion about fulfillment process

« High out of pocket costs

« Lack of disease education

« Lack of understanding of the proper use, purpose, and benefit of therapy

» Lower perceived necessity by the patient for taking the drug, specifically
when asymptomatic

 Belief that missing a dose makes no difference

« Loss or lack of response

« Disease Progression

« Side effects management

« Treatment fatigue

Objectives of Betaplus® Program

« Provide training and technical support on the proper use of the treatment
and the auto injectors

« Highlight the importance of patient’s compliance to the treatment

« Deliver auto injectors and psdmp supportive materials free of charge

« Non-adherence reduces the effectiveness of prescribed medicines and may
lead the prescriber to escalate treatment unnecessarily and potentially
dangerously3.

Patients using injectable ms therapies wish to
have an easy injection process and an easy to

INJECTION .
/ da\ use device*.
REMINDER
FUNCTION Betaplus® covers: home visits, call center, pre-

scribing reminder, titration reminder, sms /
email, medical devices.

ADJUSTABLE
INJECTION

SPEED AND DEPTH

=
Q ERGONOMIC

DESIGN

References:

1. Adherence to long-term therapies, Evidence for
action — World Health Organisation 2003
2. Verbrugghe M, Verhaeghe S, et al: Determinants
and associated factors influencing medication
. Tim Usherwood, Aust Prescr 2017;40:147-50
4. Bayas A et al. Nervenheilkunde. 2010;29(1-
2):57-62.

w



ANAPTHMENEZ ANAKOINQZEIZ MPOrPAMMATQN YNOXZTHPIZHZ AZOENQN, ENIZTHMONIKH EKAHAQZH EAE®I
‘Epeuva EpwthpatoAoyiou NMpoypappdtwy
Ynootnpi§ng AcBevov EAEPI

Iwavvng Nétpopag,
NikOAaog Tookavdg,
NMAdtwv Nepiotépng,
Napig MnookonouAog,
Maipn XpiotodouAonouiou,
ABavdoiog Xavintng,
BapBdpa Mnapoultoou
Opdéa Epyaciag NYA EA.E.9.1.

YKEMTIKO:

H ovA\oyr| 8eSopévav yopm amo v vAomoinon Ipoypaupdtwv Ymootpi-
&tng AoBevav (ITYA) oty EAM\aSa, pokegvov va:

Kataypag@el 1 mopovoa KATAOTAON 7POS GULJNTNON OTNV Tapovod
exbnAwon: apBuog ITYA, Bepamevtikég katnyopileg e@apuoyng, TOTOL,
oxedlaopog kat Stadkaoieg,

SiepevvnBel 1 Bedtiotomoinon g vitootnPEng mpog Tov acbevn kat o
nep1BAAAOV TOL OTNV eMTEVEN TWV DEPATIEVTIKMDY TOV OTOXWV .

MeOoSoroyia:

IMoTikn gpevva péow epmwtnuatoroyiov g EAE.®.1. mpog etaipeieg mov
Stevepyolv kat' avabeon amd toug KAK 1y tpitovg, ITYA

H avadnmon twv etaipeiov diefaywyng ITYA éyve peéow touv Stadiktov

To epwTNUATOAOY10 NG Epevvag S1elixOn nAekTpovika

e 25 EPWTNOEWV ETMAOYNG 1] KA1 AVOIKTMV

e KATOMIV EVNUEPMONG KAl CUUPHOVNG YVOUNG TWV OUUUETEXOVIWV ETAL-
PEIDV

e 0TNV £pevva ovUpETEYAV Ol 5 amo Tig 6 etapeieg IIYA mov édafav to
£PWTNUATOAOY10

AnoteAcopata 'Epevvag Epomuartoioyiov EAE.®.1.

Noonuata yia ta osmoia epapudletal ITYA
Avtoavooa voorjpata

Noornuata KNX

Alpatoloyikd

Oykoloyika

Aepuatoloyika

MetafoAikot ouvdpopov
Ev8okpivoloyikda

Taotpevtepoloyika

Yuvvoikog Ap1Ouog ITYA ywa to Staompa 2018 ITYA pe call center yua Q & As kot patient
— 2019 (0UvoAo 79)

training (ovvolo 74)

25

ETAIPEIA M1 ETAIFEIA M2 ETAIFEIA M2

20
20
18
15
10
10
| I I 5 l I
0 0

ETAIPEIA M4 ETAIPEIA M5 ETAIPEIA M1 ETAIPEIA M2 ETAIPEIA M3 ETAIPEIA M4 ETAIPEIA M5
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EPEYNA EPQTHMATOAIOY MPOrPAMMATQN YNOZTHPIEHZ AZOENQN EAEPIL

ITYA vrevObpiong ya emavainmaukeg Stayvm- ITYA pe kat 0iKOV VOOT|ALUTIKT] ETOKEWPT)
oTkeEg e€eTaoelg kat ovvrayoypa@ia (oUvoro 63) (ovolo 61)
20
25
18
16
20
14
12
15
10
8
10
L]
5 4
2
i} ]
ETAIPEIA M1 ETAIFEIA M2 ETAIPEIA M3 ETAIFEIA M4 ETAIPEIA M5 ETAIPEIA M1 ETAIFEIA M2 ETAIPEIA M3 ETAIPEIA M4 ETAIPEIA M&
IIYA pe Stavoun @appakov oto ottt ITYA pe digital training & web-based support
(oVvoho 20) (oVvoho 17)

ES

w

-

5
B
5
4
3
2
2
1 l
o o

ETAIPEIA M1 ETAIFEIA M2 ETAIFEIA M2 ETAIPEIA M4 ETAIPEIA M5 ETAIFEIA M1 ETAIFEIA M2 ETAIFEIA M2 ETAIPEIA M4 ETAIPEIA M5

IIooo evepya ovppeteyete oto oxedraouo ITYA;

o IToAV evepya (2)

« IToAU ka1 kaBoproTika

« ‘000 emTpemovy o1 eowTePIkES Sradikaoieg.

+ TV ouvePYadOUeEVOV PAPUAKEVTIK®VY ETALPLOV.
* 100%

dopeig ovvepyaoiag yla to oyedraouo evog ITYA

= EKMA

= EONYY

= ETILOTNUOVIKI ETaLpEia
= laTpikn KowoTnTa

= JYAAOTOI AZOENON

m QaPUAKEUTIKEC ETALPELEC

ITowo eival 1o «kAeld1» yia v emmvyia evog ITYA;

o H kdAvyn tov avaykov tov acBevn (3)

« ZOoTN Kataypa@r) kat avaivon g epmeipiag twv aobevav — 1o ta&idt tov
aoBevoig «patient journey».

o Ywoteg S1ad1Kkaoieg PP TNV VAOIOINOT) TOV TTPOYPAUUATOG.
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EPEYNA EPQTHMATOAIOY MPOrPAMMATQN YNOZTHPIEHZ AZOENQN EAEPI

«  O10epdmovteg 1atpoi va aviin@Bovv tn onpaocia tov ITYA yia tovg acBe-
Veig Tovg.

'OAeg o1 eTapieg mov £Aafav HEPOG OTO EPOTIUATOAOYLO:

« 'Exovv Sextel emBewpnon (audit) ano dapupakevtikn Etaipeia.

o Al0BETOVV E0WTEPIKO TIPOYPAULA GLVEXOVS EKTTAIGEVOTG TWV VOO AEUTQV.

«  AlaB&Touv opyavoypappa.

« Egpapuolovv Siadikaoieg apuakoemaypumvnong kat ITodtntag.
« AkolovBovv ISO enayyeApatika tpoTLIA.

Kvpwa ovuepaopata

Amauteitan epaitepw Epeguva
« Baoel twv mpokaTapKTIKOV Sedopévav.
« Baoel twv ouNmoewy /amopeny 0To mAaiolo g nuepidag.

Anuovpyia Think Tank /Opada Epyaciag yia v épevva.

AleLPUVUEVO EPWTNUATOAOYIO0 TTPOG OAOVE TOUC ETAIPOUC
« OFE, EY, Evooeig AoBevav.
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EL.E.F.l. established in 1991 as a
EA_E_d._1. nonprofit Medical Scientific Society in

EANAHNIKEH ETAIPELA

DA MAISEY TH<H Athens ,Greece

LAT PIHE

EL.E.FI. Quarterly e Scientific
Journal

Attracted 47
new members

*  Keynote event
*+ 3 workshops

APXEIAE“E‘E‘.

EIDURMAL

XEIA i

MSL,HTA,PSP
3 ’ z:nsfzit:ce Active EL.E.F.l. members :161
*  A4rth Clinical HCPs- MDs,PharmD,Scientists,PhDs
Research& Public,Academic,NHS,Pharma,CROs
PhMedCongress

Scientific Event Satisfaction 2019 Attended by 493 participants,

Digital surveys on Scientific Events Evaluation

24/1 28/3  9/5 10/5 20-22/6 10/12 systematically used and analyzed
* Findings shared with the 7 Working groups in

charge of the events
@ @ » Satisfaction of attendees give us the courage
&funds to sustain/grow our activities

Communication & Public Activities 2019

Renewed EL.E.Fl website —news, events material, ELEFI Achievements /Challenges

Active & reliable stakeholder
APXIKH  EAE®]  APANEIL  LYNEAPIA | MEAH BIBAIOGH in Public dialogue in /with
I

e o =
I ' 110 Flleraie cientific
Exel avaveweet! o _— dialogue for

Empepueire )
yatic CME in Greece

ERBNMUTE!
bos Research dialogue Adding
J with Medical value
- Schools & dialogue

Bpeire eviuno uhid o
XL TOgoUCIBOEIE Ond Institutions

porpyolyeves exbhioeg : .
Innovation dialogue
M Press Releases in with start ups

2019:2

Pre congress
meeting with
Healthcare
Journalists
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