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TTpwTn £ykpion Piro-opoeidoug
HovokAwVIKoU avTiowpaTto¢ othv EE 1o 2013

o = Ta péxp! CAHEPA EYKEKPIHEVA PAPHAKA
Stimulating , ’ ’ ’
Factors avagopdc aAAd kai plo-opoeldn, sivai
ETIXEIPOUUEVA avTiypaya Hiag
_ gevloyevoUg avBpwivng TTPWTEIvnG
Erythropoletin Stimulating Kdl XpNOIHOTIOI0UVTAI WG

Hormones ’ ’
oUPTTANPWUATIKA Bepameia

Biosimilars'

= Ta mpwTtn wopd eykpivovrar otnv EE
HoVOKAWVIKA Pio-opo€Idh avTiowuaTa

Human Growth Monoclonal

\ Hormone

Antibodies

European Medicines Agency. Authorized biosimilars. www.ema.europa.eu/ema/index.jsp?curl=pages%2Fmedicines%
2Flanding%2Fepar_search.jsp&mid=WC0b01ac058001d124&searchTab=searchByAuthType&alreadyl oaded=true&isNewQuery=true&status=Auth
orised&keyword=Enter+keywords&searchType=name&taxonomyPath=&treeNumber=&searchGenericType=biosimilars Accessed 9 April 2014;
Huub Schellekens & Ellen Moors, Nature Biotech, 2015;33:18-20



Bio-opoeidn - Apeoo péAAov

« Méxpi To 2018 avapévovral
Bioopo€Idn yid TOUC TPEIC TIPWTOUC
BioAoyikoUC TTapdyovTeG:

- Remicade (Infliximab)

- Enbrel (Etanercept)

* Humira (Adalimumab)

Saving money in the European healthcare systems with biosimilars
Generics and Biosimilars Initiative Journal (GaBI Journal). 2012;1(3-4).120-6.



+ Baagikoi popAnuariopoi yia Ta pio-ogoeidh oThv

KAIVIKA Ttpdén



Opiopoi - OvoparoAoyia

Bio-opocidéc: eivar £éva PloAoyiko @ApPHAKEUTIKO TTPOTOV, TO OTToi0 €ival
TTapopolo He To TPoiov avapopdc (évac NON eYKEKPIHEVOC PIOAOYIKOC

TapdyovTac)

International Nonproprietary Names (INNs): ‘Eva maykéopio
ouaThua ovopaToAoyiag dpacTIKWY ouaiwy TTou puBpileTal améd Tov

TTaykoéopio Opyavioué Yyeiag (World Health Organization, WHO)



2. Thv TTepimTWwon Twv PlroAoyIKWyY apHAKWV...

To INN mapéxer Thv mAnpogopia yia Tov TUTO, ThV TTPOEAEUON KAl TN
OepameuTikn XphHhon evoc ProAoyikoU TtapdyovTta
- T eivar (avtiowpa -mab, mpwTeivn ouvTngng -cept)

- ATo oV TtpoépxeTal (TTOVTIKI-0, XIHAIPIKO-Xi, avEpwToTIoINHEVO-2ZU,

avBpwTivo-mu)

- 2Ze& molo ouaTnpa Ba dpdoei (KUKAOWopPIKO-Ci, avoooppuUBUIaTIKO-li, veupiko-ne)

INF-li-xi-mab TOCI-li-zu-mab ADA-li-mu-mab

INN-World Health organization, www.who.int



MTtopoUv Ta yevoonua kai Ta Pio-ogoeidn va €XoUV To
i010 INN?

NAI, emitpémeral a6 tov WHO

Ta yevoonua, edpHaka HikpoU popiakoU pdpouc™ mepiéxouv Ta idia dpaoTikd
OoUOTATIKA HE TO PApHako avagopdg Toug Kai, Aapupdvouv 1o idio INN, akopa

Kdl av TTapdyovTdl He OIAPOPETIKO TPOTIO

EuropaBio Guide on Biosimilars in Europe. When Science Meets Policy, 2013, www.europabio.org



MTtopoUv Ta yevoonua kai Ta Pio-ogoeidn va €XoUV To
id10 INN?

- Ta pro-opocidn dev gival yevoohua, 0€v ival Tautoohnua He Ta gpdpHaka
avagopdc, pmopouv va Adpouv 1o idto INN. Autd opwc, umopei
- va QUOKOAEWE! Thv IXvhAQoIHOTNTA

- vd emnhpedoel Ta TpoypdupadTa @apHaKoeTTaypUTVIGNG

Small . .
Molecule Biologics
I | I
& )
Aspirin
~180 daltons
21 atoms .
Insulin
51 amino acids
~5,800 daltons
788 atoms )
Somatropin
191 amino acids
~22,000 daltons
3091 atoms

IgG1 antibody

>1000 amino acids

~150,000 daltons
>20,000 atoms

EuropaBio Guide on Biosimilars in Europe. When Science Meets Policy, 2013, www.europabio.org



Xpnon AiapopeTikoU INN umootnpileTar améd di1eOveic
opyaviopoug

O EMA ouoThvel Th XpAoN TG EPTOPIKAC ovopaaoiac yid Th d1EUKOAUVON TNG
IxvnAaoipotnrag, Adyw “the special characteristics” (European Commission's
Directive 2012/52/EU, Dec. 20, 2012)

O FDA dcv éxel akopa ekdWael oXETIKEC odNyieC

H AuatpaAia siodyer pia Tpomomoinan yia To INN Twv pio-opocidwyv sim(a)-
povadikag kKwdikoc-INN

O1 eupwmndikéC 1aTPIKEC eTAIpieg kal To ACR auoTAvouv di1akpITH ovopdadia Tou
PiroAoyikoU Kai Tou Plo-opogidoUC Tou

EuropaBio Guide on Biosimilars in Europe. When Science Meets Policy, 2013, www.europabio.org



OEMA: EYKUKAIOC Yida Ta Blo-oH0£151 PAPHAKEUTIKA TTpoidovTa (bio-similars).

1. Ta Plo-opoeldn TpolovTa dev eival yeEvOonHA QAPMAKEUTIKA TTPOIOVTA Kdl O&v
eVOEIKVUTAl N QUTOMATN UTTOKATACTACON TTPWTOTUTTWY atrd Blo-odosidn, &ite Blo-
OHOEIOWY EiTE ATTO dAAa BIo-0HOEIDH.

2. Ta Rlo-ologIdn TpoidvTd dev gival TTAVOUOIOTUTTIA 1| TAUTOCSNHA ME Ta RIOAOYIKA
TTREOIOVTA avdpopdc, Kabwe dev akoAoubeital n idla akpIfwe Siadikagia TTapdywyng.

3. ZUGTAVETAl N guvTayoypdagenon 1000 TwV BIOACYIKWY TTPOIOVTWY dvdgopds 000
Kdl TwWV Blo-OHOoEIdWY QAPHAKEUTIKWY TTPOIOVTWY Va VYIVETOl PE TNV EUTTOPIKN TOUG
OVOMOTId, TTPOKEIMEVOU VA EIVAIl EQIKTA N IXVNAASIMOTNTA KAl 0 £AEYY0C TNC ACPAAEINC
TOU agBevr) TTou AduBAvel Ta ev Adyw TTPOIOVTA.

4. 210 MN.MN.Y. LY ToUu éToug 2014 Sev £MITPETTETAI VU CUUTTEPIANPSEOUV Blo-oMo£10n
(pOpHUAKEUTIKG Trpoiovta. H idla OJleukpivion agopd Kdl Toug OJdlaywvigHoug
TTAPEABOVTWY ETWV Ol OTToiol dev E£Youv oAoKAnpwBel. Ze TEPITTTWGN TOU EK
TTAPAdPOMNNE £XEl dpodoAoynBei diaywviaTIKA dladikaoia TTou agopd o¢ BIo-oHOoEION
IDIOTKEVAOHATA, HaTdlwVeTdl. O KATAAOYOC HE TA PIO-OHOEIDN TKEUACHATA BRITKETAI
oTnv nAekTpoviknh dieuBuvan: www.eof.gr/assets/BIOSIMILARS.doc

5. Aegv guaTAVETAl N avTaAAAgIHOTNTA TWV BIOAOYIKUWY TTPOIOVTWY HETAEU TOUG EiTE
TTRPOKEITAI VIO TTPWTOTUTTA £iTE YIA BIO-OHOEIBN.

EykUkALo¢ yta ta Bloouoetdry @apuoakeutikd mpoiovra (bio-similars). (A.M1.AYr36/ 11 owk.27826, 31/3/2014)




MTtopoUv Ta yevoonua kai Ta Pio-ogoeidn va €XoUV To
i010 INN?

To pio-opocidn Aaupavouv To idio INN pe Ta gpdpuaka avagopdc. Mmopei:

- va odnyhoel o€ auTopaTh uTtokaTtdoTaon

EuropaBio Guide on Biosimilars in Europe. When Science Meets Policy, 2013, www.europabio.org



AuTopaTn umtokaTtdoTtaon (Substitution)

* H duvaroTnTa Tou pappakoTToioU KATd Thv
EKTEAEON TG OUVTAYAC, va Xophynoel 1o Pio-
OHOEI0EC aAVTi yid To PAPHAKO AvadPopdc, Xwpic Tn
oUHPwWvVN YVWwHNn Tou BepdtmovToc 1aTpou

.‘

EuropaBio Guide on Biosimilars in Europe. When Science Meets Policy, 2013,


http://www.europabio.org/

AvtaAAagipoTnta (Interchangeability)

- H aAAayn evoc pappdkou pe éva aAAo Trou
AvapEVETAl OTI ETITUYXAVE! TO i010 KAIVIKO
amoTéAeopa oe Eva 0edopévo KAIVIKO TtepipaAAov
Kdl yid oTtoloONTTIOTE doBevh, He Thv TpwToPouAia n

Th oUPPWVN YVWHN Tou BepdTmovToC 1aTPOU (Health
Regulatory Authority Designation )

EuropaBio Guide on Biosimilars in Europe. When Science Meets Policy, 2013,


http://www.europabio.org/

AvTaAAagipoTnTa - Ymokardoraon

EMA: o1 ammopdocic yia avtahAaipoTnta kai/h umokardotaon
AapupdvovTal amd TI¢ eOvIKEC appodieC AdpXEC TWV KPATWV-HEAWY
O EMA afiohoyei kai eykpivel Ta pro-opocidn, dev tpopaivel oc
ouaTdoeIg

O1 vopikéc amopdoei¢ yia avtaAAalipoTnTa Kai/fn utrokartdoraaoh

dagpAvovTal oTd KpdTn-péAn Tne EE

Questions and Answers on biosimilar medicines (similar biological medicinal products). Available at:
http://www.ema.europa.eu/docs/en_GB/document_library/Medicine_QA/2009/12/WC500020062.pdf. Accessed 29 January 2013.

@
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Mellstedt H, et al. Eur J Cancer Suppl. 2013;11(3):1-11.



OEMA: EyKUKAIOC yia Ta Blo-opoe1dn) PapHakKeuTIKd TTpoiovTa (bio-similars).

1. Ta Plo-opoeldn TpolovTa dev eival yeEvOonHA QAPMAKEUTIKA TTPOIOVTA Kdl O&v
eVOEIKVUTAl N QUTOMATN UTTOKATACTACON TTPWTOTUTTWY atrd Blo-odosidn, &ite Blo-
OHOEIOWY EiTE ATTO dAAa BIo-0HOEIDH.

2. Ta Rlo-ologIdn TpoidvTd dev gival TTAVOUOIOTUTTIA 1| TAUTOCSNHA ME Ta RIOAOYIKA
TTREOIOVTA avdpopdc, Kabwe dev akoAoubeital n idla akpIfwe Siadikagia TTapdywyng.

3. ZUGTAVETAl N guvTayoypdagenon 1000 TwV BIOACYIKWY TTPOIOVTWY dvdgopds 000
Kdl TwWV Blo-OHOoEIdWY QAPHAKEUTIKWY TTPOIOVTWY Va VYIVETOl PE TNV EUTTOPIKN TOUG
OVOMOTId, TTPOKEIMEVOU VA EIVAIl EQIKTA N IXVNAASIMOTNTA KAl 0 £AEYY0C TNC ACPAAEINC
TOU agBevr) TTou AduBAvel Ta ev Adyw TTPOIOVTA.

4. 210 MN.MN.Y. LY ToUu éToug 2014 Sev £MITPETTETAI VU CUUTTEPIANPSEOUV Blo-oMo£10n
(pOpHUAKEUTIKG Trpoiovta. H idla OJleukpivion agopd Kdl Toug OJdlaywvigHoug
TTAPEABOVTWY ETWV Ol OTToiol dev E£Youv oAoKAnpwBel. Ze TEPITTTWGN TOU EK
TTAPAdPOMNNE £XEl dpodoAoynBei diaywviaTIKA dladikaoia TTou agopd o¢ BIo-oHOoEION
IDIOTKEVAOHATA, HaTdlwVeTdl. O KATAAOYOC HE TA PIO-OHOEIDN TKEUACHATA BRITKETAI
oTnv nAekTpoviknh dieuBuvan: www.eof.gr/assets/BIOSIMILARS.doc

5. Aegv guaTAVETAl N avTaAAAgIHOTNTA TWV BIOAOYIKUWY TTPOIOVTWY HETAEU TOUG EiTE
TTRPOKEITAI VIO TTPWTOTUTTA £iTE YIA BIO-OHOEIBN.

EykUkALo¢ yta ta Bloouoetdry @apuoakeutikd mpoiovra (bio-similars). (A.M1.AYr36/ 11 owk.27826, 31/3/2014)



- KAIvIkA epTteipia amo 1a pro-opoeidn



H avaykn Umap&nc evoc auoTnpoU BeopikoU TTAaiciov yid Td
BPlo-opoeidn avadeixOnke amd Thv MPOTEPN EUTTEIpia

160,000

140,000 4

120,000 +

100,000 4

80,000 -

60,000 -

EPREX exposure, person-years
PRCA case count, in period

40,000 +

20,000 1

== PRCA =0 |V all forms - SC HSA
=o— SC polysorbate 80 uncoated stopper =&~ SC polysorbate 80 vials ~@- SC polysorbate 80 coated stopper

Xphaoh diapopeTikoU aTaBepomoinTh, 00NYnoe
g€ dVOOOYOVIKOTNTd
MeTd Thv avakdAuyn Tou aiTiou Kai Th diagopoToinon The diadikaciac mapaywyng, Heiwdnke n PRCA kara 90%



PLANETAS-EXT

CT-P13 Open Label AS Extension Trial

AVOIXTH @don TNC HEAETNC HeTd Tny epd B4 Wk. O1 aoBeveic
oc Remicade mépaoav oc Ocpameia ye CT-P13

CT-P13 Maintenance group n=88; Remicade to CT-P13
switch group n=86

CT-P13 (n=125) Continue CT-P13 (n=88)

Switch to CT-P13

Remicade (n=125) (n=86)

AITTAR TUPAR pdon

|
|
|
I ’ ’

| AVOIXTR €TTEKTAON

EpS O EpS 54 EpS102

Yoo DH, Prodanovic N, Jaworski J, Miranda P, et al, ACR 2013 Late breaking abstract, L15



PLANETAS-EXT

Safety: Comparison Between Continued CT-P13 and
Switching From Remicade to CT-P13 in AS

Aedopéva acpdAciac Tnv epdopdda 102

100 +

TEAE: Treatment Emergent Adverse Event
80 - TESAE: treatment Emergent Serious Adverse Event
71,4 ADA: Anti-drug antibody

Patients (%)

Ptswith =1 TEAE Ptswith =1 Mild Pts with =1 Pts with =1 Severe Ptswith =1 TESAE ~ Ptswith =1 ADA positive
TEAE Moderate TEAE TEAE infection

= CT-P13 maintenance (n=90) “Remicade to CT-P13 (n=84)

Yoo DH, Prodanovic N, Jaworski J, Miranda P, et al, ACR 2013 Late breaking abstract, L15



EmoTnuovikd dedopéva avapévovrai...

Norway to facilitate switch to biosimilars

with $3m Remicade study
NOR-SWITCH

Norway to facilitate biosimilar uptake with Remicade/Inflectra study




Key question in Norway
(and other parts of the world)

Can patients on treatment with Remicade be
switched/transitioned to CT-P13 (Remsima or Inflectra) to
reduce medication cost (and improve access to bDMARDs for
more patients in areas with major financial restrictions)?

Is switching from from innovator to biosimilar infliximab safe?
(efficacy, safety, immunogenicity)

Limited switch data after 52 weeks are available in the
PLANETRA and PLANETAS studies




A RANDOMIZED, DOUBLE-BLIND, PARALLEL-GROUP STUDY TO
EVALUATE THE SAFETY AND EFFICACY OF SWITCHING FROM
INNOVATOR INFLIXIMAB TO BIOSIMILAR INFLIXIMAB

COMPARED WITH CONTINUED TREATMENT WITH INNOVATOR
INFLIXIMAB IN PATIENTS WITH RHEUMATOID ARTHRITIS,
SPONDYLOARTHRITIS, PSORIATIC ARTHRITIS, ULCERATIVE

COLITIS, CROHN'S DISEASE AND CHRONIC PLAQUE PSORIASIS

THE NOR-SWITCH STUDY




> votdoeic EULAR 2013 via tn B¢pameia Tng PA: &don IIT

$aon ITI

AAAoi ProAoyikoi \n
mapdyovreg + ccDMARD AmOoTEAEOHATIKOTNTA
kai/n To€1koTNTA OTN
vaon IT AAAayn oe
tofacitinibc
(+ DMARD)

AAAayn roAoyikng Oepanciac :aAayn
oOmoIAgs:, =~ =i - 510AOYIKNG . ’
HE GAAn ProAoyikh Bepaneia E1’rlT€U§n , E1’rlT€u§n
ABA n RTX n (dcUTepo) OTOXOU O¢ OTOXOU O¢
avactoAéa TNF* n TCZ 6 pAveC 6 pnvec

Any other biologic, except
biosimilar of IFL after IFL

DMARD AvaoToAéag Kivaong + mapadooiaké DMARD

= == = EvaAAaktikn Oepaneia avti BloAoykov, peta and anotuyia (cuviBwg 2) BLoAoyLtkov
------------- Ogpaneia pe BLOAOYIKO META amo anotvyia pe tofacitinib v €xeL akoun peketnOei
------- Tofacitinib peta anotuyia AAAwV BLoAoylkwv eKTOg avtl-TNF Sev £xel peAetnOel

Smolen JS et al. Ann Rheum Dis 2014
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TToiec peAéTec amaiTouvTal amo Tov EMA
yid Thv €ykpion evocg Ppio-opoeidoug;

2. TOX0C KATA Thv avdmTtuén evoc Pio-opoecidouc dev
gival n amédeitn opéAoug yia Tov acBevn per se (autod
éxel KON vyivel amé To TPoIov avapopdc) aAAd va
kKatadeiCel UYNAN  OUYKPIOIHOTNTA HE TO TIPOIOV
avagpopdcg



EmékTaon evdeilewv
(extrapolation)

o To P10-0L0EI0EC EYROIVETAI yia OAEC TIC EVOEIEEIC Tou
PapLdroU avapopdc, TapoT! EXElI TTOAYLIATOTIOINOE! LUEAETH
pdon¢ III oe pia 1ovo Evoeién

« E oikovounon Koorou¢

INFLIXIMAB v v 4 4 v v v 4

v v
CT-P13 oaonc il daonct X X X X X X



KAivikéc peAétec: Infliximab vs. CT-P13

REMICADE CT-P13
(infliximab) (sb infliximab)
Ap10pog peretcv 134 Ap1Opog pehetov3® 30
AcOgveig AcOgveig
®aon /11 ®aon 11/1V ®aon | ®aon 11
Peopatogong
ApOpitioa
AYKVAOTOMTIKNY
YrwovovrapOpitidon
Yopwowkq opdpitida| 311 3
Nocog Crohn
(EvnLikov) 1393 4 3
Nocog Crohn
(Modwkn) 133 1 1
EAkdong koritig 647 1 3
EAk®ong koritig 60 1
(Modkn)
Yopiaon 2,496 1 4

__Tovoho - 8,718 _ 35 2




AieOvAc TTpakTikA

Date Approved RA AS PsA CD pCD UC puUcC PsO

Philippines 2Q 2013 N N N AN N AN A
Colombia 4Q 2013 A A Y e A A BN
Chile 4Q 2013 N N

Kazakhstan 3Q 2103 N W

Canada 1Q 2014 N N A \
EU 3Q 2013 N R A A
Turkey 3Q 2014 N N N N N




T1 yiveTadl oTIC AAAEC eVPWTIAIKEC XWPEC,
@é&ocic odopwviac

PRATICA CLINICA

The Portuguese Society of Rheumatology
position paper on the use of biosimilars

Jodo Eurico Fonseca, Jodo Gongalves, Filipe Aradjo, Inés Cordeiro, Filipa Teixeira, Helena Canhdo,

José Antonio Pereira da Silva, Sandra Garcés, Lufs Cunha Miranda, Sofia Ramiro, Ana Roxo,
Fernando M. Pimentel-Santos, Viviana Tavares, Adriano Neto, Alexandre Sepriano, Armando Malcata,
Augusto Faustino, Candida Silva, Catarina Ambrdsio, Cétia Duarte, Cliudia Miguel, Filipe Barcelos,
Helena Santos, Inés Cunha, Jodo Carlos Ramos, José Antdnio Melo Gomes, José Bravo Pimentéo, Licia Costa,
Luis Mauricio, Margarida Silva, Miguel Bernardes, Mdnica Bogas, Paulo Clemente Coelho, Paulo Monteiro,
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EmékTaon evdeifewy
(extrapolation)

The Portuguese Society of Rheumatology
position paper on the use of biosimilars

EXTRAPOLATION

— Extrapolation of indications approved for the origi-
nator drug to completely different diseases and age
groups that are not based on adequate pre-clinical,
safety and efticacy data (ideally phase I and phase

[1I trials) should not be performed;

ACTA REUMATOL PORT. 2014:39;60-71
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Take-home messages

 Biosimilar agents are monoclonal antibodies similar to previously
approved biologics.

* Biosimilarity for monoclonal antibodies has been investigated only in
rheumatoid arthritis and ankylosing spondylitis.

» EMA approved the use of biosimilars for all indications, including
psoriasis and inflammatory bowel disease.

» Biosimilars still need to be tested for efficacy and safety by well-
designed trials with an adequate sample size calculation, especially
for psoriasis and inflammatory bowel diseases.

» Caution is recommended for extrapolation of data across indication,
interchangeability and traceability.

» Post-marketing surveillance for safety and immunogenicity is strongly

required. Autoimmunity Reviews 13 (2014) 751-755




EmékTaon evdeif ewv
(extrapolation)

l
EAAHNIKH PEYMATOAOTITKH ETAIPEIA | EAAAAA
& EMATTEAMATIKH ENQYH PEYMATOAOTON EAAAAQY — — = = =~ .

"Etoc [dpveemc 1960

Ol ©EZEIZ THZ EPE-ENEPE IN'A TH XPHzH
TQN BIOOMOEIAQN ODAPMAKQN (BIOSIMILARS)
2TIZ PEYMATIKEZ NAGOHZEIZ
4. ENEKTAZH ENAEIZEQN
Aev Ba mpEmeL va ylveTal EMEKTACN XPAONCE ToU Blooposldouc og OAEC TLC
AMoOeKTEC eVOELEELC TOU MPWTOTUTIOU R 0 AAAC VOO HLATA KOl NALKLOKEC

opadeg, sav Ssv UMAPXOUV EMOPKN TIPOKALVLKA Kol KAwLlKa Ssdopsva

aoPAAELAC KOl ATIOTEASOHOTIKOTNTOC ToU Bloopostdouc (peAetec daoncg

, 1l kot ).

H moAumAokotnTta Twv BLOAOYIKWY GUOTNHATWY Kol ol aAANASTUKAAUTI-
TOMEVOL PNXOVLIOMOL TTaBoyEveLac TWV aQUTOAVOOWY VOO HMATWY HIopouV
VO KATAOTNOOUV HLIKPEC Sladopec otn BloAoyilkn cupmepldopa Twv po-
plwV aUTWV TTOAU ONUOVTLKEC yia T dpaon Toug os KAWLKO sminmedo.



AvAdykn Hakpoxpoviag
PappakoemTaypuUTTVNONG

Important Issues in Pharmacovigilance for Biosimilars

e Biosimilars need a stringent pharmacovigilance system due to'
— Immunogenicity

— Issues of dissimilarity that may not have appeared during the development
phase (eg, in an indication that was extrapolated)

— Possibly unforeseen issues in switching from originator to biosimilar

e European Union, USA, and several countries in Asia have very stringent
pharmacovigilance systems?®+

— However, emerging countries in Latin America, Southeast Asia, Africa,
and Eastern Europe have a lot of variability in their systems?+

In all countries, independent registries should monitor and collect biosimilar
data for as long as possible

— Professional and scientific societies could assist in this regard

Biosimilars should have additional monitoring (beyond the originator) to
ensure safety

http://www.peervoice.com/o1/pve32 PeerVO|Ce
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AMI =acute myocardial infarction.

J Manag Care Pharm. 2015;21(1):23-34
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O1 B¢ocic Tng EPE-ETTEPE via Tn xphon Twv pio-
opoEIdWY PAPUAKWY OTIC PEVHATIKEC TTADAHOEIC

@éon 1: EmAoyn Tng Bepameiag e pdon Thv ATOTEAEOUATIKOTNTA, ThV
aopdAcid, Ta XdpAKTNPIOTIKA Kdl ThV TTPOTIUNON ToU doBevh, Kail OX|
ATTOKAEIOTIKA 0TO KOOTOG

Oéon 2: H autépartn umokaTtdoTaon dev cival amodeKTh
©éon 3: H avraAAalipoTnTa dev givar amodekTh

Oéon 4: H emékTaon Twy evdeifewv e dAAa voonpata A NAIKIAKEC OPAdEC
dcv eival amodekT av dev uttdpxouv KAIVIKEG HeAéETeC pdong I, ITT

@éon 5: EkTipnon Tng avoooyovikoTNTAC T KAIVIKWY evOEif swy
(avemOuunTEC evépyeleg UTtepeuaiabnaiag Kai deUTEPOYEVAG aoToxia aThv
ATTOTEAEOPATIKOTNTA) KAl evNUEPWON Tou €BVIKOU apxeiou PloAoyikwv
Oepameiwyv kai E.O.®.

Oéon 6: Kataypagn Tou eumopikoU ovouaTog, dpiBpoU mapTidag Kai
nUepopnviag XopAynong yia Thv mapakoAouBnon Twv AE

EPE-EIIEPE, 2/3/2015, Ap.npwr.:438



2.upttepdopara

Ta Pro-opocidn amoTeAoUv Hid véd KaAThyopid @ApPUAKWY TOU €lgdyovTal
TPoodEUTIKA 0TV KAIVIKA Ttpdln

Ta Pro-opoeidn pmopei va cuupdAAouv oTn cuykpdTnon TWV QAPHAKEUTIKWY
damavwy Kai emopévwe oTnv Tipoapaocn peyaAUTepou apiBuoU aoOevwy oOTIC
véeg Bepameieg

H vopoOeoia oTa TeplocdTepa KpdTh amaiTei PeAéETeC oUYKpIoONG HE TO
PApHaKko avapopdc TpIv Thv EyKpion ToUg

H emékTaon tng évdeiénc oe dAAec maBhoeic [I®NE (+ maidid), ywpiaon,
ywplaoikR apBpiTida] £xer yvivel amodekTh amdé Tov EMA aAAd ox!I kai oe
aAe¢ xwpec (Kavaddag, Ianmwvia)

ATtaITeiTal pakpoxpovia oTevh emaypumvhon yia Th didmiotwon ThG
ATTOTEAEOUATIKOTNTAC KAl ACQAAEIAC AUTWY TWV GApHAKWY



2.upttepdopara

e Baoiko kpiTApio emAoYAG n aopdAcia

e H aurtéparn umokatdoTtaon/avralAalipdéTnta dev  eivar  amodeKTA,
evhuépwon 1aTpou-acBOevolcg, Xxphon eUTTopikoU ovOHATOoC

e EkTignon TnC  avoooyovikoTnTag, 10iw¢ otc  aoBevei¢c e
aoToxia/mapevépyeieg

. [Teprodikh avaBewpnon dpXIKAC EKTiHNONG :
! AvdAoya pe Ta 0edopéva Kal Ty eUTTEIpia !



