Tomol EpBoAiwv

Yndpyxovv euBOAla ylia TNV TPOANYN HMOAUCHOTIKWY QOOEVELWY TOVL
nMpokKaAovvTal oamnd PaktAplta (6nMw¢ o0 KOKKDING, O
MVEVMOV1OKOKKOG), 100C (Omw¢ n tAapd, n mnopwtitida, n €pvbpd,
n ypimnn) kot mapdoirta (6nwg n €Aovoola). Ta e€uBoéAra
avamntvoocovtal eniong oe O6A0 Kal HEYAAVTEPN £€KTAON yla TNV
nmpoAnyn. Ta mpoAnmtikd €pPfoéAla dilrakpivovial 6€ TEGOEP1LC
KOploug TUMOVLG:

» Zwvtavd e&acOsvnuéva egufoAraypnoildomnolovy Mgl T10
advvaun («eEacBevnuévn») MopeA TOL MPikpoBiov ToOUV
npokaAel pla aocBévera.

= Abpavormoinuéva suPBoAra ypnoipomolovv tTn €€ovdeTeEpPWUEVN
ekboxn Touv moBoydvovmov mMpPokKaAel Pl acBEvelra.

» Ta emavaAnntikd cufBoAira mnopoackevdalovial HE ovvduaoud
avtlyévwy amd didgopouvg 100¢ f amnd di1dgopa OTEAEXN TOUL
161ov 100.

» Ta euBoAra andé vmouovddec, ta avaovvbvacuéva suforia, ta
EuPBOoAta andé moAvoakxapitec¢ Kat ta ovlevyuéva euBoria
XPNO1MOTIO 100V OUYKEKPIUEVA KOMMATIA TOL TaBoyovou — OTwG
n mpwteivn, TO odkYapo [ To Koyidlo (mepi{PAnua yOpw améd
To moBoybévo) .

Multiple types of antigen presentations m
have been developed for use in vaccines EUPAT'

on Therapeutic Innovation
www.eupati.eu
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Choice of antigen is

What provides optimal outcomes in terms of safety and immunogenicity?
determined by:

What is achievable using the avaibable technology?


https://toolbox.eupati.eu/resources/%cf%84%cf%8d%cf%80%ce%bf%ce%b9-%ce%b5%ce%bc%ce%b2%ce%bf%ce%bb%ce%af%cf%89%ce%bd/?lang=el
https://toolbox.eupati.eu/glossary/pathogen/

Ta eyfoOAra MPEMEL va TOPAYOVTAl OATMOTEAECUATIKA KAl va UMOPOUV
va yopnyovvtal o€ popen amodekTth amd TO ATOMO TIOUL
eUBoALdleTtal. Ta mpwta €uBOAila ypnoipomotlovoav OAOKANPOUC
opyaviopovg, e€ite Cwvtavoig (eEaocBevnuéeéveg e€kboxeg Tov
nadoydvov A ovyyeveig¢ aAAd Airydtepo royeveig opyavicpol mov
MTTOPOVOOV VO TIPOKAAEGOULYV H1a0TAVPOVUEVN OVOGlOKA amdkplon
XwplG¢ va mpokaAécovv voonon) eite veKpPoULG.

01 oAdkAnpolr opyavicuyol €xovv TO0 mMAgovEKTNUa OT1 elvat
16raitepa avoooydévolr — eival oeg B€éon va direyeipouvv pla
QVOOOAOY 1K amdékpilon mopdéuola UYe €kelvn mov dnuiovpyeitatl amd
t™n @Quolkh pOAuvvon. Avotuvxwg, umnopel emiong va TPOKAAECOULV
avtidpdoel¢ mapduoleg ME TN QULGLKNA HMOAvvon. Eva €uBbéAio e
OAGKANPO opyaviopd pumopel va €lval aAVATOTEAEOUATIKO OEF
MEPLMTWOELC OOV N QUOKA MOAuvvon dev dnuiovpyel MPOOTATEVLTIKA
avooia. Evag dAAoC meplopilopydc e€ival 0Tl o1 OAOKAnpot
opyavicpoi €ivatl moAvmAoka peiypata mpwteiviv, Almidiwv Kot
vOATAVOPAKWY, YEYOVOC TOL MEPIMAEKEL ONUMOVIIKA TNV MAPAYWYHA
KOl TOV TO10T1KO €AgyX0 TOL TEALKOU €uBoAiov.
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Tolerability™

‘Immunogenicity is the ability of a particular substance, such as an antigen or epitope, to provoke an immune response in the body of
a human and other animal (https://en.wikipedia.org/wiki/immunogenicity)

*Tolerability refers to the degree to which overt adverse effects of a drug can be tolerated by a patient (Ton, Nu Thanh Huyen; Hartstra,
Jan; Persiani, Stefano; Beckert, Michael. "Safety - Tolerability". PharmPK Discussion. David W.A. Bourne. Retrieved 13 November 2013)

lllustrative figure based on Strugnell R et al. 2011, Gargon N et al. 2011
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https://www. researchgate.net/figure/Life-cycle-of-modern-vacci
ne-development-comprising-iteration-of-basic-
research figl 260374753(4 July, 2021)


https://www.researchgate.net/figure/Life-cycle-of-modern-vaccine-development-comprising-iteration-of-basic-research_fig1_260374753
https://www.researchgate.net/figure/Life-cycle-of-modern-vaccine-development-comprising-iteration-of-basic-research_fig1_260374753
https://www.researchgate.net/figure/Life-cycle-of-modern-vaccine-development-comprising-iteration-of-basic-research_fig1_260374753

H onpacia tov £pPoAracpov yla acOeveic pe
Xpoviec madRoerg

OAo kol meproocdtepeC acBEVELEG UMOPOUYV va TPOANEOOUY A/Kal va
QVTIUETWMLIOTOUY HEOW TOL €PBOAlacpol. 01 €VAALKEG ouvlcTATAl
va KA&vouvv epBoAilacupovc¢ pe Bdon Tnv nAlkia TOULG, T1(C
vnoke{ueEveEG 1aTplkKEC maboelg, Tov TtTpoémo CwAG, TOULC
mponyovUEVOLC €EPBOALOAOMOVC Kol AAAEC eKTlpAocelgc. Eivat
101taitepa onuavtikd va €uBoAirdlovtatl ol aocBeveic pe XpOVEC
noabnoeilc, emeld TO avooomoinTikd TOUC ovoTnua e€ilvat
aocbevéeéoTteEPo Kol e€ivatl mio miBavd va eppavicovy €MIMAOKEC TNG
nddnof¢ tovg, ol omoileg pmopel va meplAauBdvouvv poakpoxpovia
voonon, voonAseia o&e voocokopeio, akéun kKol Odvato, amod
OPLOMEVEG O0BEVELEC TIOV UMOPOUV va TPOANPOOVY Pe €uPOALO.

Noapadeiyuyatogc yapn, ovupwva PE TO Evpwnaikd Kévipo MpdAnyng
Kalt EA€yyxouv Noonudtwv (ECDC), n avdAvon tng BiBAloypagioac
beiyver 611 vmdpyouvv dV0 opddec KivdvOvov yla T1¢ omoileg n
ouvAONG €tfola avoocomoinon pe €uBOA10 Katd tTng €moXlkAC ypimng
d1katoAoyeital yia €mioTnUOvV1KOUC Adyouc Kat Adyovg dnubdorag
vyelag otnv Evpwnn.

Avtd sivat:

* LEYQAVTEPEC NALKLAKEG OMADEC, OLVABWGC 65 €TV KAl dvw,
Kol
= dTopo ME XpOviec maBAocelg, 1061wg acBéverec Twv akOAoOLOWV
KOTNYOP 1@V :
* XPOV1EC QVATIVEVOTIKEC TaBoELC,
= XpOV1EC KopdlayyelakéG madnoerg,
= XpOV1EC METABOALKEC Olatopayéc,
= XPOV1EC VEPPLKEC KAl NMATIKEC TMAOACELC,
= dtopa pe avenopkd avooia (ovyyevA i eniktnIn),
= VEQPA dTopa TOL AauBdvouvv pakpoxpdévia Bepamneia HE
OOATKVDA1KA @APUOKO KOl — ATOUO ME TOONOCELC TOU
eEtovv oe kivduvo TNV avamvevoTik Asitovpyia.


https://www.ecdc.europa.eu/en

Tpomol YopRynong Kat analTAOE1C ylia Th ovvOeon

Ta eyfOAra xopnyovvTal HE TOAAOUG H10@OPETIKOUC TPOMOLG, OTWC
and to otdéua  pe €veon (egvdoupvikn, vmododpra, evbodepuikn). H
eNM1Aoyf Ttou TpPOmov Ba e€aptnbel amd H1dpopoug TMAPAYOVTIEG, OTWG
EVa QAPUOKEVLT1KO TPOioV.

Arapopywon eppoAiov
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lllustrative figure based on Strugnell R et al. 2011; Leroux-Roets G et al. 2011
Strugnell, R., et al. "L 1ding Modern Vaccines: Perspectit in Vaccinology." (2011): 61-88.
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lllustrative figure based on Strugnell R et al. 2011; Leroux-Roets G et al. 2011
Strugnell, R., et al. "Understanding Modern Vaccines: Perspectives in Vaccinology.” (2011): 61-88.
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( Bovine rotavirus Human/Bovine )
reassortant
Reassortant vaccines are Co-infection of cell culture 1
a subtype of attenuated with both strains P
vacqnes coptammg > A
genetic material from at I
least two different strains
of the same pathOgen' Genetic material from Genetic material from
bovine rotavirus human rotavirus
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lllustrative figure based on Strugnell R et al. 2011; Leroux-Roets G et al. 2011
Strugnell, R., et al. "Understanding Modern Vaccines: Perspectives in Vaccinology.” (2011): 61-88.
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lllustrative figure based on Strugnell R et al. 2011; Leroux-Roets G et al. 2011
Strugnell, R., et al. "Understanding Modern Vaccines: Perspectives in Vaccinology." (2011): 61-88.
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g
(" Viral surface )

We isolate and repli- antigen Recombinant protein purified
Antigen DNA and mixed with adjuvant

cate proteins that are (desoxyribonucleic A'zi?e’;gszzt:in o

located at the surface acid) P \\)I {

of the pathogen using — > \ 3ol
300000G \

culture cell or yeast.
The purified proteins \ "
are mixed with an Insert gene into Py
adjuvant to make the D DY expression system N
. genome*
vaccine. Recombinant protein
Sequence gene " N .
. N delivered in vector (plasmid)
\_ 'eastorinsect cell encoding antigen

lllustrative figure based on Strugnell R et al. 2011; Leroux-Roets G et al. 2011
Strugnell, R., et al. "Understanding Modern Vaccines: Perspectives in Vaccinology." (2011): 61-88.

What do vaccines contain?
What are these other ingredients used for?

Now that you know that vaccines contain antigenes, let’s have a look at the other

ingredients.

Enhance the immune response?
Stabilise and protect the vaccine during storage.?
Prevent contamination with bacteria or fungi’

Residuals from the manufacturing process?

All ingredients are used in very small quantities and are
suspended in water’

A complete list of a vaccine ingredients can be found in the vaccine’s package leaflet

and summary of product characteristics.

1 University of Oxford. Vaccine Knowledge Project. Vaccine Ingredients: 2016. Available at http://ww-

w.ovg.ox.ac.uk/vaccine-ingredients (February 2016)

2 CDC: Ingredients of vaccines fact sheet. 2011. Available at http://www.cdc.gouvivac-

cines/vac-gen/additives.htm (February 2016) EU PATI
3 Offit and Jew. Peadiatrics 2003; 112: 1394-1401. curopean atients* Academy

on Therapeutic Innovation

www.eupati.eu

Napaywyn €pBoAiwv

Onwg ol BloAoylkKEC Kal TMOAAEC AAAeC véeg TexvoAoyieg, Ta
EMBOA1La €ival moOAD mio TMOAUMAOKX OTNV Tapaywyn amnd Ta
noapadoolakd @ApuaKka UIKPWY popiwv. Avtd Tto yeEyovég amattel
aQUVENUEVO TO10T1KO E€AgyXo o€ OANn tn dradikacia mopaywyng Kat
™Tv oAvoida €podracuov.

Ta €ufoéAia €ival BroAoyilkéC ovoiegc mov upmopeil va Ydoovv



YPAYOPA TNV AMOTEAEOUATIKOTNTA TOUC [ va KATACTOUV duvntikd
emikivdbuveg av Ceotabolv 1 Kpvwoovv vMEPPBOAIKE avd mndoa
oTtlyud, 101{wg kKatd TN METAPOPA KAl TNV amoOAkevorn Toug. H
«YUKT1KA aAvoiba» €ivatl €vag O6pog mouv ypnotugomoteitatl ylia va
MEPLYPAYEL T1C OLVOAKEC YLYPAC Oepuokpaciag oT1g omoieg mpémet
va diratnpouvvtal oplopéva mpoidvta KATd TNV AMOOAKELON KAl TN
6iavoun Ttovug.

The cold chain Manufacturer
am II
Request for supply
w e
Annual statistics and 2228,
estimates /
il Airport
Analysis / A/
Monthly report/ / S e Contral store
checking
@
Daily record / dg @ Distric/regional
N / store
= iy
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ODAa T gpuBoAra mpémel va diratnpolvvIal oTO0 Yvyeio KAl va
npootatevovtal and TOo QWG. Agvmpémnelr va katayvyovtal. H
QMOTEAEOMATIKOTNTA TWV £uPOAiwv €€aptdtatl amd tn diratApnon TNng
Bepuokpaciag Toug €vidg TOU €VpPoULC 2-8°C amd TOV KATACKELAGTH
€wc tov aoBevr). H xpron €vdg suBoAiov mov dev €xel amobnkevtel
owotd e€ivatl miBavd va eival avamoTeEAEOPATIKA f akéun Kot
emikivdovn.

Avté pmopel va amodeiryxBeil mpdkAnon oe meploXEC TOL KOOGHOUL OTOL
n 6epuokpacia Tov mepilBAAAovTOC gupavilel €EA1PETIKA WEYAAEC
O1aAKVMAVOELG, KOl AMAITOUVTOl O1UPOPETIKA OKELACUATA Y1ld Va
QVTIUETWIMTLOTOUY aLTEC 01 O1aAKLPAVOELC Kal va peEwwBel n avdykn
Y10 YUKT1K aAvoida.

Av BéAete va dloBdoete mMeEPLoOOTEPA Yl TG TMPOKAAGELG TOVL
oxetiCovtal PE TNV YPULKT1KA aAvoida twv epPoAiwv, avatpé€te otn
6dievbuvvon



http://www.who.int/immunization/documents/IIP2015 Module2.pdf?
ua=1

Taxeia avamntvgn

ta €uPBOALa LVMAPYOUV KATOGTACELC TOUL QmMAlTOUV TNV Tayela
avaTTLVEN Kol mpounBela €voC €uBoAiov yla TNV KATAMOAEWNON VEWV
A enavoaAouBavopevwy [HoAlvoswv]. To mio ocvvnOlopévo mopPade Lyl
gelvalr n emnoxikf ypinn. Mia véa €kbdboon Touv €uPfoAtiov
avantvooetal 600 @opéC TO XpOvo, KOOBWGC 0 160G TNG ypimng
METABAAAETAl ypryopa. Avtd TO oUvVIOUO YXpovodidypauua amatltel
Ml Ol1a@QopET1IKA MPOOCEYY1lon yla TNV €yKplon plag véac £kdoong
eVvOC eupoAiov, ywpic va mopoafirdlovtal 0ol OLVABELC AMALTACELG
QOQAAE1AC KOl amoTteAeopatikoTnTag. Evidc tng EE, n d6iradikaocia
neptAauBavetr tnv vmnoBoAn kat €ykpion €vO¢ PBacikoU QAKEAOUL
navdnuiag¢ katd tn d6ldpkeila TNG e€vdomavdbnuikAg mepiddbov, o
onolo¢ PBaciletal oe €va mnpdédtumo e€pPOAro. MOALg knpuybBel
novdnuia, n dradikacia emitpénetr tnv Taxeia €ykpion Hlag
movdnuikAG mapaAAaync¢ mov umopel va kataotel avaykaia yia tnv
avTlkatdotaon tovu 100 TtoL €UPoAiov oTto OOK1UOOT1KO €uBOA1O pE
TOVv TEA1KO 16 Ttovu movdnuikoL eufoAiov ypinng.

MNMa mneprocdtepec mAnpogopieg avatpé€te otn Oi1evOuvvon
https://www.ema.europa.eu/documents/scientific-quideline/guide
line-dossier-structure-content-pandemic-influenza-vaccine-
marketing-authorisation-application en.pdf

Ebola 2014 — Eva véo MOVTEAO Yyla TNV
Taxela avamntvén epBoAiwv

H emidnuia tov 100 EumoAa otn Avtikf AgplkA Ttov Mdptio TOUL
2014 ATtav n MEYAAVTEPN Kol Tio mepimAokn emidnuia mouv €xet
eKONAwBel péxpl onuepa. Emnpéace meprocdtepo tn loviveEw, 1IN
MBepla kot TN Z1épa Aedve Kol O1APKECE QPKETOVC MNAVEC.

Aev vmnApyxav €yKeKpluéva @dpuaka N €uBéAla yla tnv mpootacia
TWY avepwrnwv amd Ttov EumoAa A yia 1tn Oepamneia tng véoov,
wotdéoo, PBpilokovtav o€ @dAcn avantuvEnc @Aapuako Kol €UfOAla Koatd


https://iris.who.int/bitstream/handle/10665/193412/9789241549097_eng.pdf?sequence=1
https://iris.who.int/bitstream/handle/10665/193412/9789241549097_eng.pdf?sequence=1
https://www.ema.europa.eu/documents/scientific-guideline/guideline-dossier-structure-content-pandemic-influenza-vaccine-marketing-authorisation-application_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-dossier-structure-content-pandemic-influenza-vaccine-marketing-authorisation-application_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-dossier-structure-content-pandemic-influenza-vaccine-marketing-authorisation-application_en.pdf

™G voéoov. Exel avagepbel 6Tl OPlOUEVEC TELPOUATIKEC Bepaneie(g
Katd touv EumoAa €xouvv dei€el €vBAPPLVTIKA AMOTEAEGUATA GTO
epyootAplo f oe peAEteg o€ Cwa Kal, mapOAo mov dev €xovv aKOUN
neAetnBel mMAApPwg otov dvOpwro, VMAPXE emeilyovoa avdykn va
61ateBolV TO ovvTOHdTEPO duvaTd OTO ATOMX TOUL €1Xav VOONGCEl.

w EUROPEAN MEDICINES AGENCY
SCIENCE MEDICINES HEALTH

Discussions with companies developing treatments and vaccines

92%% several rapid scientific advice procedures offered to companies
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https://www.ema.europa.eu/documents/other/european-medicines-a
gency-ebola-timeline en.pdf (4 July, 2021)

H enibnuia tov EumoAa to 2014 mupoddtnoe €vIATIKEC TPOOTIABELEC
oc maykéopla kKA{paka, ol omoiec meplAduBavav tn ouvvepyoaoia
METAED KATONOKEVLAOTWY, PLOUICTIKEOY apyxwv kol MNO0Y yia 1N
6poupoAdynon KalvotOHwvy Oladikaciwv mov Ba kKabiotovoav duvaTth
Tnv Ttaxela avdmtvEn evdg véovu euBoAiov. g mnepintwon
MEAAOVT LKWV mavdnuiwv, TOo MOVTEAO ovtd pmopel va egapuootet
yla va draogpaAiotel taxela avrtamdkpion.

dappakoemaypvmvnon

Onwg Ta @dpuaka, €tol Kal Ta €uPOAra vmdékelvtal oce dpdoerg
popuakoemaypvnvnong. AlaBdoTe yia TN QUPUOKOEMOypLMVNon £0W.

JUMHETOX] TWV aocBevwv otnv avdamtvén


https://www.ema.europa.eu/documents/other/european-medicines-agency-ebola-timeline_en.pdf
https://www.ema.europa.eu/documents/other/european-medicines-agency-ebola-timeline_en.pdf
https://www.ema.europa.eu/documents/other/european-medicines-agency-ebola-timeline_en.pdf
https://toolbox.eupati.eu/glossary/routine-pharmacovigilance-activities/
https://toolbox.eupati.eu/glossary/routine-pharmacovigilance-activities/
https://toolbox.eupati.eu/resources/%cf%86%ce%b1%cf%81%ce%bc%ce%b1%ce%ba%ce%bf%ce%b5%cf%80%ce%b1%ce%b3%cf%81%cf%8d%cf%80%ce%bd%ce%b7%cf%83%ce%b7-%cf%80%ce%b1%cf%81%ce%b1%ce%ba%ce%bf%ce%bb%ce%bf%cf%8d%ce%b8%ce%b7%cf%83%ce%b7-%cf%84/?lang=el

EMBOoAiwv

Aedopévov 6t1 n dradikacia avdntvEng eupoAiwv €ivalr mapduora
Mue tTn OHlradikacia avamtvEng @APUAKWY, VTAPYXOLY TAPOUOLEC
EVKA1P1EC Yl1o TN OULUMETOXA TWV KCOEVWY 0 OAOUG TOUC KUKAOULG
NG avdntvEng. Al1aQOopEC TMOPATNPOUVTIAL OTNV apPXlKA @don TNG
avamntuvEng, OmMov dHlamMIcTWVETAL N aVAYKN Yl AVvATTUEN QoPUAKWY
MPOKETUEVOL va dpopoAoynbel n avdmtvEn PE TN OCUVPUETOXN OTOV
KaBoployd TwWvV EPELVNTIKWY TPoTEPALOTATWY. Avtifeta, oTQ
EUBOALA, n avdmTtuEn ovyvd £xel w¢ agetnpia T1C avdykeg NG
dnuéorac vyeiag. H ovppetoxn tng kowvétntag amoteAel 16raitepn
MPOKANGN 6TNV avdmnTvEn TMPOANMTIKOV €UBoAiwv, KaBWC ocvvBwg dev
LVTTAPXOLVY OPYOAVWHUHEVEG OMADEC OBLUVNTIKWY aoBevdv Yyia va
OVMPETAOYOVY. Mo mapddeiyua, n KOpla oudda-oTdYX0C TOU TPEMEL
va AauBdvetatl vmoéyn yla tov ovven €uBoAilacud Katd TOL 100 TWV
avlpumivwy BnAwpdtwv (HPV) e€ival ta kopitola otnv nAikia Atlyo
nmplv and tnv €vap&n tnG o0€E0VLAAIKAC HpactnploTNTOC.

Patient involvement in medicines R&D
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EuBOA1a Kal TOALTIKAR vyeilag

Eav evdragpépeote yira tn ovlATnon OXETLKA WE TNV TOALTLKA
vyelac yla ta guBOAra umopeite va AdBete mAnpogopiec amd T1¢
TOTMKEC apXEC Kol Ta vrmovpyeila vyelag | o€ MEPLPEPELAKO Kl
noaykéouro emninedo amd opyavicuovC OMWG:

=0 NoayKOOU10G Opyaviouodg Yyeiacg —
https://www.who.int/topics/vaccines/en/
=To Evpwnaiko dbdpovyu AcBeviv —

https://www.eu-patient.eu/policy/Policy/vaccination/
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