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A - Masterclass
O IMFINZI on Immuno-Oncology 2022

¥ durvalumab

Injection for Intravenous Use 50 ma/mL

H MTPOTH KAl MONH ETKEKPIMENH*

@ ANOZOGEPATEIA T1A AZBENEIL ME TOMIKA NPOX(PHMEND, @ 09.15-09.30
ANETXEIPHTO MMKIT' :

ENEPTOMIOIHEE TH AYNAMH TOY ANOEONIOIHTIKOY?
LTOXEYZELTHN EMIBINZH

11.30-12.00

>50% twv aoBeviv Bpiokoval ev Zwi ota 5 xpovia
Me 1o IMFINZI évavui tou eikovikol pappdkou eni ékppaang PD-L1>1% otov dyko™

>35% wv aoBevwv napapévouv eAedBepot unotponiic ota 5 xpévia 13.00-14.00
Me 1o IMFINZI évavti tou etkovikol pappdkou eni ékppaang PD-L1>1% otov dyko™

* I¢ aoBeveic nou eivar katdAAnhot va AdBouv piziki xnpeto-aktvoBepaneia.

| AEAOMENA ATOAAEIAL
s 0t mio ouxvé avemiBUpnteg evépyeleg (>20%) ato akéhog tou IMFINZI fitav: Bixag kdnwan, duanvola, nveupovitida and v aktvoBepaneia®.

EYTIKEL ENAEIZEIL
ovoBepaneia evbeikvutar yia t Bepaneia tou tonika npoxwpnpévou, aveyxeipntou pn pikpokuttapikou kapkivou tou nvedpova (MMKI) og eviike, Twv onoiwv ol
uy PD-L1 & =1% twv kapkIvIK@V KuTtdpwy Kat twv onoiwv n véoog bev e§ehixBnke petd and xnpeto-aktivoBepaneia pe Pdon v nhativa.

15.30-16.00

vart R, Morrow M, Hammond SA, et al. Identification and characterization of MEDI4736, an antagonistic anti-PD-L1 monoclonal antibody. Cancer Immunol Res.
al. Five-Year Survival Outcomes From the PACIFIC Trial: Durvalumab After Chemoradiotherapy in Stage |1l Non-Small-Cell Lung Cancer. J Clin Oncol. 2022 Feb

6 B empéyet Tov ypfiyopo npoabiopiopé véwv nhnpopopiav
pyeteg otov EBvikd Opyaviops , Meooyeit

Nepiypugi Npoidvrog Maviki Tipi Xovbpikii Tip Noooxopetaki Tiph

AstraZeneca<:2

AynatAdou 6-8, 151 23 Mapouat, ABriva

TnA.: 210 6871500, Fax: 210 6859195

TnA. tapayyehwv: 216 2000000, Fax: 210 5596973
www.astrazeneca.gr

BonBrote va yivouv ta pdppaka nio acgai kat
avagépete OAEE i aveniBupntes evépyeies yia OAA ta
@dppaka gupnAnp@vovtag tn KITPINH KAPTA

IMF/00049/1/0522

[Tépmtn 30 Iovviov 2022

HYBRID EVENT

Xalpetiopdg

Session 1: The interplay among Cancer, Immunity and
signal transduction

[Tpoebdpeio: I. ITatépag

09.30-10.00 Historical retrospection in the research

of the genetic basis of cancer B. ZovpurovpAng
10.00-10.30 Investigation of signaling pathways
involved in cancer A. HMiémmovAog

10.30-11.00 Epigenetic modifications in respiratory

tract cancer. Diagnostic and therapeutic

approaches 0. Papmiag
11.00-11.30 Cancer Immunology ¥. ®éptng

Coffee Break

Session 2: Tumor-associated macrophages

in the tumor microenvironment (TME)
[poedpeio: . ®6ptng

12.00-12.30 Interactions between tumor-associated

macrophages (TAMs) and cancer I. Matépag
12.30-13.00 Hypoxia and angiogenesis in tumor
microenvironment I1. Aidkog

Lunch Break

Session 3: Clinical I

[Tpoedpeio: A. Eayapa

14.00-14.30 Lung Cancer and novel therapeutic approaches A. I'pipag
14.30-15.00 Melanoma and squamous cell carcinoma

and their therapeutic approaches B. ITarta8émovAog
15.00-15.30 Head and Neck IT. O1kovoporovAoL

Coffee Break

Session 4: Immunotherapeutics and cancer
[Tpoedpeio: . doptng
16.00-16.30 Neoantigen vaccines: long-term responses and

combination with PD-1 inhibition N. IIotaApatdiav
16.30-17.00 Peptide-based vaccines N. IHanaiwavvovu
17.00-17.30 Mechanisms of action of Immune

Checkpoint Inhibitors E. Avactacomoviov
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(denosumab)
[Tapaoxkevn 1 IovAiov 2022

GR-XGT-0521-00001

12.00-12.30

14.00-15.00

16.30-17.00

Tpomnog AwaBeang: Mepiopiopiévy ATPIKT GuvTayn.
H Siayvwon kavi n évapén e Bepareiag yivetat o€ vogokopeio kat
|mopei va auvexiETal EKTOC VOGOKOIEIOU UTTO VOJOKOHEIKr TrapakoAolBnan.

[Maviki) Ty XGEVA INJ.SOL 120MG/1,7ML (7OMG/ML) BTx1VIAL: 284,90 €
Bon@rioTe va yivouv Ta @dppaka mo ao@aAr Kai AVaQEPETE

OAEZ TIC QVEMIBUUNTES EVEPYEIES Yia OAA T0 QapRIKD
oupmAnpwvovrag Tnv “KITPINH KAPTA™

Ay. Kwvortavtivou 59-61
Green Plaza, ktipio I, 15 124 Mapouol
Tni: 210 3447000 - Fax: 210 3447050
Email: info@amgen.gr, www.amgen.gr

Avagépete kaBe Urorm averuBopnm evépyea opguva pE 1o €Bvikd olompa
avagopic ato Tyipa AvemAimray Fvepyeiav Tou FBvikoi Opyaviajiod Gappidkav.

(E00) Tr. 2132040380, Fax 2106549585, e  yerion s Kirpumg Kaprag BiaBoum
xau_omy 0t00ekGa Tou EO0: www.col.gr yia évum i Aextpovec unook
evahharrwd omy AMGEN ENd Oopuareud EMLE. Tk +30 2103447000,

Mpw 0 cuvtayoypadnon oupPoulevdeite
v MepiAnyn XapakmpiaTikav Tou Mpoiovrog.

HYBRID EVENT

Session 5: Immuno-Oncology Cross Talk
[Tpoedpeio: K. Mmaefavng
09.30-10.00 Mechanisms for immune resistance
during immunotherapies
10.00-10.30 Cancer biomarkers in the era
of precision oncology
10.30-11.00 Recent advances in targeted

Y. ®6png

M. Adapdkn

radioimmunotherapy and theragnostics for
the treatment of metastatic prostate cancer

11.00-11.30 Systemic immune activation
during radiotherapy

M. Kovkovpdxng

11.30-12.00 Cellular antitumor pre-existing immunity
as prognostic and predictive biomarker

for immunotherapy
Coffee Break

Session 6: Clinical II

[Tpoedpeio: B. T'ewpyovAlag

12.30-13.00 Recent advances in the therapeutic
targeting of Kidney cancer

13.00-13.30 Recent advances in the therapeutic
targeting of Urothelial cancer

13.30-14.00 Recent advances in the therapeutic
targeting of Gynecological cancer

Lunch Break

Session 7: Cellular Therapy
[Tpoedpeio: A. Kwtodrng

A. Zayapa

M. Towatdg

15.00-15.30 Adoptive cell therapies for hematological/solid
cancers: TCR and CAR engineered lymphocytes M. Themeli

15.30-16.00 Bispecific T-Cell Engagers for
Immunotherapy of Cancer
16.00-16.30 Oncolytic virus therapy in cancer

Coffee Break

M. Klinger
N. QpoAoyadg

Session 8: Basic aspects of antitumor cellular immunity

[poedpeio: A. Eayapa

17.00-17.30 T cells for adaptive antitumor responses M. T'ovAieApdrn

17.30-18.00 NK cells as major players for innate
antitumor immunity

X. ITamriota

18.00-18.30 Macrophage-based cancer immunotherapy



N TevaGrastinT

somu, gm0
L 4
KAK: TEVA GmbH, GERMANY
Tponog diabeong: Mepiopiopevn iatpik cuvtayn. H Sidyvwon kai/f n evapén
NG Bepaneiag yiveTal oe voookopeio kai prnopsi va ouveyieTal ekTdg
VOOOKOUEIOU Und vOoOKOUEIaKn NnapakolouBnan.

Myocet liposomal

2mg/ml(50 mg) (liposomal doxorubicin)

KAK: TEVA B.V., THE NETHERLANDS
Tponog 8iabeong: Me nepiopiopévn IaTpIKn cuvTayn.

KAK: ACTAVIS GROUP PTC EHF,, ICELAND
Tponog Siabeong: Me nepiopiopévn IaTpIK ouvTayn.
MOovo yia vVOoOKOUEIakr) Xpron.

Acti ﬂ@

(fentanyl ci
200 mcg, 400 mcg, 600 mcg, 800 mcg, 1.200 mcg

KAK: TEVA PHARMA B.V., HAARLEM, THE NETHERLANDS
Tponog diaBesong: Eidikr cuvTayr yia pappaka nou
unayovTai oTig diatageig Tou N.1729/87, Mivakag I'.

www.teva.gr

Ze nepintwon £kdoong véou AgAtiou Tipcwv Papudkwy, 1I0XU0OUV 01 VEOTEPEG TILEG.

Noookopsiakég Tipgg: ® TEVAGRASTIM INJ.SO.INF 30MIU BTx 5PF.SYR: 122,83€. » TEVAGRASTIM INJ.SO.INF 48MIU BTx 5PF.SYR: 198,23€.

® PAZENIR PD.SUS.INF 5SMG/ML BTx1 vial x100 mg: 123,14€ « MYOCET P.D.S.CD.| 2MG/ML BT x 2: 698,45€
* ARMISARTE C/S.SOL.IN 25MG/ML BTx1VIALx20ML: 712,92€ ¢ ACTIO LOZ 200MCG/LOZEN BTx30: 126,65€
* ACTIQ LOZ 400MCG/LOZEN BTx30: 135,51€ ® ACTIQ LOZ 600MCG/LOZEN: 136,35€
* ACTIQ LOZ 800MCG/LOZEN BTx30: 136,35€ * ACTIQ LOZ 1200MCG/LOZ BTx30: 136,35€
Neparrépw nAnpogopieg Siati@evrai and Tn Specifar A.B.E.E., katoénmv arrosws.
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Session 9: Immune Suppressor cells in the TME

[Tpoedpeio: . Pdptng

09.30-10.00 Basic mechanisms Crosstalk between
MDSCs and other immune cells

10.00-10.30 The role of Tregs in tumor and
immunotherapy

10.30-11.00 Tumor microenvironment Tregs and
cancer immunometabolomics

E. K. Bétoika

II. Bepyivng

A. Rep&18avn

y Movo yia voookopeiakn Xpron. 11.00-11.30 Coffee Break
' . Session 10: Clinical III
P aze n | r® [Tpoedpeio: B. T'ewpyovAlag
5 mg/ml 11.30-12.00 Tumor agnostic biomarkers for
aclitaxel formulated as albumin . 2
o e opacg, = immunotherapy M. A1évtog
KAK: RATIOPHARM GmbH, DEUTSCHLAND 12.00-12.30 Recent advances in the therapeutic
TronogBidPsen: MsnspopiolE/TRIaKyNTE; targeting of Breast cancer P. ZaxomovAov
Movo yia vocokopsiakn Xpron.
' ® 12.30-13.00 Recent advances in the therapeutic
Arl I l I Sa rte targeting of Gastrointestinal
25 mg/ml BTx1VIALx20ML cancer I1. ITamavaoctacomovAog
(pemetrexed as pemetrexed diacid) 13.00-14.00 Lunch Break

Session 11: High-throughput methodologies and
technologies in Immuno-Oncology
[Tpoedpeio: B. TovAleApaxrn

14.00-14.30 siRNA-miRNA, stem cells and cancer = B. ZovpmovpAnig
14.30-15.00 CRISPR screening data uncovers

new opportunities for optimizing

cancer immunotherapy ¥. Maykoota
15.00-15.30 NGS-based innovative diagnostic approaches

in cancer M. Zapavakov
15.30-16.00 miRNAs and epigenetics X. Ba§epavng

Closing Remarks

Suv-npocBnon: Specifar AB.E.E.,
Bondijete va yivooy Ta ¢appaxa mo ac@ain kau ‘Edpa/EpyooTacio:
Avooépete 28ng OkTwPpiou 1, Ay. BapPapa, 123 51
OAEZX g avem@opnteg evépysieg Yo I'pageia Epnopikol Tpfparog:
OAA 7o gappoxa Newep. Knepioiag 44, Mapouor, 151 25
Zopmdpdvovrog Ty «KITPINH KAPTA» TnA: 211 8805000 Fax: 211 8805120
Ap.E.MH.: 000228201000

ONC-GR-00020 TEVAG-MYOC-PAZ- ARM-ACT-PROMO- JULY 2021
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TitAdo1 OpiAntwv & Ipoédpwv

Klinger Matthias Research and Development, Amgen Research (Munich) GmbH,
Munich, Germany

M. Themeli MD, PhD, Hematologist, Assistant Professor, CCA - Cancer biology and
immunology, Assistant Professor, VU University medical center

M. A8apdxkn Mopiakdg BioAdyog, PhD, Metadibaktopikdg Zuvepydrng,

Movdada Iatpofioroyikwv E@appoywyv, Ivotitovto Xnpikig Biodoyiag, EBvikd I6pupa
Epevvwv, ABhiva

E. AvactacomoVAov BioAéyog MSc, PhD, Medical Manager Oncology, AstraZeneca
X. Bagepavng Yropneiog AiSdktopag - Epevvntnig, Carl Gustav Carus Faculty of
Medicine - Technical Univeristy of Dresden, Institute of Medical Immunology -
Martin-Luther-University Halle-Wittenberg

I1. Bepyivng Av. Kabnyntng Bioxnpefag-Avoooloyiag, Iatpikn ExoAn,

[Mavemotapio Kphtng, HpdxkAelo

E.K. Bétoika MPhil, PhD, Bioxnuikég, Emotnpovikna vriebfuvn tng Movddag
Kuttapopetpiag Mddag, Kévipo Néwv Biotexvoloyiwv kat latpikng AxpiBeiag
(KeNeBIA), Iatpikii ZxoAn, EOviké kat KamoSiotpiaké IMavemotipio ABnvayv, Abhva
B. l'ewpyoVAirag [TaBoAdyog - OyroAdyogs, Opdtipog Kabnyntig

[TaBolroyiag - OykoAoyiag, Iatpikii £xoAn, [Tavemotnpio Kphitng

M. I'ovAreApdkn BioAdyog, MSc, PhD, MetadiSaxtopikin Epevvitpia, Kévipo
Avoooloyiag kat AvoooBepanieiag tov Kapkivov, LAO.N.A «O Ayilog Zdappag», Abhva
A. I'pipag ITaBoAdyog - OyroAGyog, EmpeAnting A’, B’ ITaBoloyikh - OYKoAoYIKA
KAwvikn, - Movada Metapdoxevong, I'A.O.N.A. «O Ayiog 24ppag», Abhva

K. Afipag Avaminpwting Kabnynthg ®appakoloyiag, Tpnpa latpikig,

[Mavemotapio Becoaiiag, Adpioa

P. ZaxomoVAov MD, PhD, [TaBoAdyog - OykoAdyos, Akadnpaikdg Yndtpo@og,

B’ IITK, I'N.ATTIKON, Abnva

M. Zapavakov BioAdyog, MSc, PhD, YriebBuvn mmo1otikod €AéyxXou Kal avamtugng
epyaotnplakwv diepyaociwv, CeMIA SA, Adpioa

B. ZovprmniovpAng BioAdyog, Alevbuving Epsuvay, Institute of Biology, Medical
Chemistry and Biotechnology, ABhva

A. HAMiémovAog PhD, Kabnyntng Bioloyiag, Atevbuviiig Tunpatog BioAoyiag,
Latpikn ZxoAn, EBvikd kat Kamodiotpiakd [Tavemotnpio ABnvwv

A. Kep818avn BioAéyog, MSc, PhD, Post-Doctoral Researcher, IIBEAA, ABriva
®. Koivng Enikovpog Kabnyntig ITaBoAoyiag - OyroAoyiag, Iatpikii LxoAn,
[Mavemotapio Oeooaiiag, OykoAoyikn Kawvikn, ILTN. Adpioag

M. Kovkovpdrng Kabnyntig Aktivofepamevtikiig Oyroloyiag, Iatpiki ZxoAn,
AILO., AAe€avdpovmoAn
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HYBRID EVENT |
nbndeieicindieb iy

A. Kwtodxrng Avaminpwting Kabnynthg ITaboAoyiag - Oykoloyiag, Iatpikh ZxoAn,
Mavemothplo Osooaliag, AtevBuving Oykoloyikng KAwvikng, ILEN. Adpioag

II. Avarog Avaminpwtig Kabnynthg latpikig Bioxnpeiag, Tpnpa latpikig,
IMavemothplo Osooaiiag, Adpioa

M. Awévtog MD, PhD, [TaBoAdyog - OykoAdyog, Emikovpog Kabnyntig EKIIA,
Oykohoyikh Movdda, I'N.A. «AAe§avopar, ABhva

Y. Maykoota BioAdyog, MSc, PhD, Metadidaktopikh epevvitpla, Epyactipio
Mopiaxng Kapkivoyéveong, Topéag Iotohoyiag kar Epppuodoyiag, Iatpikn oxoAn,
EKIIA, ABhva

K. Mrna§epavng Atievbuviniig Tunpatog Avoooloyiag, Kévipo Avoooloyiag kat
AvoooBepanieiag tov Kapxkivov, Noookopeio «Ayiog Zappag», ABhva

A. Eayapa PhD, Mopiakds BioAdyog, Epyaotipio Oykoloyiag, Iatpiki ZxoAn,
[Mavemothpio Oecoaliag, Adpioa

I1. OwkovopomovAov ITaBoAdyos - OykoAdyog, EmpeAitpia B’, B, [Tpomaidevtikn -
ITaBoloyikn KAwviki, ILTN. «Attikdv», ABnhva

B. ITantadémovAog ITaboAdyog - OykoAdyog, Emrovpirdg EmpeAntng, OyKoAoyiki
KAwikn, ITLN. Adpiroag

N. Hanaiwavvou BioAéyog, MSc, PhD, Metadi8aktopikég Epsvvning, Epyactipio
Avoooloyikniig POOniong, Kévipo KAvikng, [eipapatiking Xelpovpyikng xat
Metagpaotikng ‘Epevvag, I§p0pa Iatpofioroyikwv Epevvwv tng Akadnpiag ABnvav
(IIBEAA)

II. ManavactacémovAog MSc, PgDip (Onc), MRCP, CCT (UK), EmpeAntiig
OykoAéyog, Movasa XnperoBeparneiag I'N. ITatpwv «O Ayiog Avpéacy

X. Iamiota PhD, Medical Science Liaison Oncology Lung, AstraZeneca

I. MMatépag ITaBoAoyoavatépog, Enikovpog Kabnyntig, 2° Epyactipio ITaBoAoyikig
Avaropikng, ITavemotnpiakéd Feviké Noookopeio «Attikévy, Iatpiki 2xoAn, EKITA
N. IIetaApatdiav MD, PhD, ITaBoAéyog - OykoAdyog, EmpeAntig, OykoAoyikn
KAwvikn, Noookopeio « MHTEPA», ABhva

0. Papmag PhD, Mopiakdg BioAdyog, Epevvntng I, I6puna Iatpopioloyikwv
Epevvv Akadnpiag ABnvav (IIBEAA)

E. Xepétn BioAdyog, M.Sc., PhD, Metadibaxtopikii Epevvitpia, Iatpiki XxoAn,
[Mavemothpio Lund, Yovndia

M. Towatdg MD, PhD, BSc, ITaBoAdyog - OyroAdyog, Iatpikéd Kévipo ABnvwv,
Zuvroviotiig Opdadag Avoco-Oykoloyiag HeCOG

Q. ®1oté MD, MSc, Eiikevopévn ITaboloyikng OykoAoyiag, Ospamevtiki KAvikni
I'NA AAe€avdpa, ABAva

X. dépng BioAdyog, MSc, PhD, Metadibaxtopikdg Epsvvniiig, Kévipo Avoooloyiag
kat AvoooBeparneiag tov Kapkivov, ILAO.N.A «O Ayiog ZdBpag», Abnva
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30 Iovviov - 2 IovAiov 2022

Témog Are§aywyng

Zevodoxeio Golden Age
MixaAaxoroviov 57, ABnva, 115 28
https://hotelgoldenage.com/el

Eyypaen

H eyypapni ka1 n mapakoAovBnon eival Swpedv. H mipoeyypaepn eival anapaitntn xat npay-
patoroteital pévo péow tng 1otooeAidag www.livetime.gr, péow tng omoiag, 6a poBAndei
Sradiktuakd to ovvédpio. H dnpiovpyia Aoyapiacpon xphotn eival Swpedv kat anapaitn-
. Edv éxete Adn Aoyapiaopd, emAé€te 1o ouvédplo kal mtatnote oto nedio mov epgavide-
tat «Eyypageite otnv ExénAwony. EGv eiote véog xpnotng, maparalovje 6mwg poxwpn-
OETE OTNV £YYPAPN OCG.

Iwooa
H emionpn yAwooa tov Zuvedpiov eival n EAAnvika.

IIotomointiké ITapakoAovOnong

To Zuvédpio poprodoteital pe 19 pépra (Credits) Tuvexigdpevng latpiking ExnaiSevong.
Anapaitntn mpodnéBeon yia tnv xopiiynon ITiotomointikov eival n ocvpnAnpwon eAdxi-
0TtoV 110000ToV 60% eTIi TWV CLVOMKW®OV WPV TOL EMOTNPOVIKOV TTPOYPARNATOG KAl N OVL-
EIMAfipwon tng @dppag agioAdynong. O oVvSecog APNG TOL IoToIoINTiKov oag Ba epga-
viotel apéows petd tn Angn tng ekSnAwong kat Ba mapapeivel evepyds yia pia efdopdda.

Ipappateia Opydvwong uvedpiov

M SC " Scientific | Cultural Events & Publications

T +30 210 7240039 E info@scep.gr www.scep.gr

H ypauuareia 6a Aeitovpyei xatd th Sidpkeia tov ovvedpiov oUU@WVA UE TO EMOTNUOVIKS TIPOYPAUUA.
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MEPIAHWH TON XAPAKTHPIZTIKQN TOY MPOIONTOX

¥ To pappako autd tedel und oupnAnpwpatiki nnpnko}mu(-innn Autd Ba enitpéwper Tov ypayopo

6 vEwV N aA

uyelag va avapépouv onoteadnnote niavoloyoup:

7nteitat and toug enayyeAparieg
evépyeleg. BA. napdypapo 4.8 yia tov 1péno avagopdg aveniBupntwy evepyelwv.

O IMFINZI’

durvalumab

Injection fo ntravenous Us 50 mg/mL

1. ONOMAEIA TOY ®APMAKEYTIKOY MPOIONTOE: IMFINZI 50 mg/ml nukvd SiéAupa yia napaokeun Tponougingn Bepaneia e
B1aApatog npog éyxuon. 2. MOIOTIKH KAI MOZOTIKH IYNGEIH:KdBe ml nukvou SiaAdpatog yia AvemBipnteg e 8 B 8 exrdg cdv
napaokeun laAdpatog npog éyxuon nepiéxel 50 mg durvalumabEva @iakibio twv 2,4 ml nukvol evépyeteg ue IMFINZI opiZerar Biapopenika
Siahdpatog nepiéxer 120 mg durvalumab. Eva giakiSio wwv 10 ml nukvod SiaAdpatog nepiéxer 500 mg
durvalumab. To durvalumab napdyetar o kUttapa BnAaotikiv (woBhkeg and Kivedikoig kpikntoug) All{IJWO)\GBDl'JHEVOC Madon g
pe texvohoyia avacuvbuaopévou DNA. Tia tov nAdpn katdhoyo twv ekoxwv, BX. napdypago 6.1. 3. ano avooonoInTKG ., Boonc péxpt Supmtwpaukh Bepareia, BA.
©®APMAKOTEXNIKH MOP®H: Mukvo Siahupa yia napaokeun SiaAdpatog npog éyxuon (oteipo nukvo ouotnua BaBpot 2-4 v KAVIKR napdypago 4.8 !
Siahupa). Aauyég éwg 1pibidov, dxpwpio £wg eAappi kitpivo Sidhupa, ekedBepo and opatd owpariia. un:pBup§u:lSwp6q, otaBeponoinan )
To 6laAupu £xel pH nepinou 6,0 Kal 00PWUKGTNTA Nepinou 400 mUsmlkg 4. KAINIKEE TAHPO®OPIEE: Bupeoeibiuba
Seifeig: To IMFINZI wg povoBep yia m Bepaneia tou tonika MapeoohaBobpevog Evapén Bspuns(uq
pn 0 kapkivou Tou "VEUPDVU (MMKI) ge eviikes, Twv and 10 avooomnoINTIKG , Xwpic unoKummuonc Bupeoeibikwy
onolmv ol OVKOI r:mppulouv 10 PD-L1 0 = 1% TV KIpKIVIKWV KUTIGpWY Kal Twv onoiwv n vooog Gev olomnpa BoByiov 2-4 petaBorég Ooppovdv onwg evbelkvutal
Ew and xnp paneia pe Baon v nhativa (ﬂ}\ napaypago 5.1). To IMFINZI oe unoBupeoeibiopse KAIVIKG
6 pe i6n kau gite kapBonA site A yia ™ Bepaneia npng ; ; ; ;
YPapHNG oe cvn)\u(ec e tK(smu:vou otabiou PIKPOKUTIAPIKO KapKivo Tou nvr:uuova (EZ-MK). 4.2 A'“PWD)‘"BO"”W" . . Evaptn 1 E'”c,z mg{kg/npspu
Aoooloyia kat Tpénog xopiiynong: H évapén g Bepaneiag kat n eniBAeyn mg npénel va yiveta and 0o o avooonointiko ﬂf:uan me npeﬁw(ﬂvry\q n |uoﬁly:vu].|ou
1atpo pe epneipia on Hepunzlu U KOpKlVOU "EAeyxog tou PD-L1 oe aoBeveic pe tonika npoxwpnpévo OUoTnHa VEndpkela BaBloy 2-4 86ang HEXpL GKS)AOUSOUuwn ano Bueulu(a'
(MMK): Ot anewe(c pe Tonmkd npoxwpnpévo MMKI npénet va uﬁlo)\ovouvml yia i An\pn Bepanelag v smm?malmv m K)"V'K", Helwon kat Hzpu‘nsm OPHOVIKNG
ano 1 unoguoiuda/ otaBeponoinon | unokatdotaong dnwg
He Buun v ékgpaon tou PD-L1 nou E pia P peBobo (BA. - , Bei i
ipaypago 5.1).: Acgohoyia: H bpevn doon yia 1o IMFINZI wg povoszunsm Kul m IMFINZI 3 Unounoguatgos Evoevutal Kvika
6 e i d otov Mivaka 1. To IMFINZI wg €éyxuon
e Gidotnpa 1 dpa. Mivakag 1. Zuviordpevn §6on tou IMFINZI ano 1o aVogonoINTKY BaBuod 2-4 Xwplg "Evap§n Bepaneiag pe wooukivn
- - " " ’ atotnpa winou 1 H petaBolég onwg evBeikvutal kAivika
Evéei§n Zuviotwpevn §6on IMFINZI Awdpkea tng Ogpansing SiaBhme
Tonua . 10 mg/kg kdBe 2 eBBopddeg h 1500 mg kiBe M‘”“," v eGéhgn TG Vooou, T BaBpod 2 pe
MPOXOPIEVO, | 4 s ipeco epigévion pn anobextig K?EIKOIm‘ﬂq Kpeatvivn opol Madon g
MMKIN N yla éva péyioto 12 pnvav® >15-3x (ULN A b6anc
1.500 mg' o€ ouvuaopd pe apxik extiunon)
xnpetoBepaneia® kaBe 3 eBoopddes (21 Mexpl v e§ehign e vooou n mwv N N BaBuod 3 pe “Evap€n 1 éwg 2 mg/kg/npépa
EZ-MKN npEpeg) yia 4 kUkhoug, akolouBolpevn EAvION pn 1o§ikomtag v ¥ , Kpeauvivn opod npebwigovng h 1aobivapiou
and 1.500 mg kaBe 4 eBBopiabe wg anoto avogonoiio | 7 3 X apxikn akoAouBolpevn and BaBpiaia
povoBepancia obotpa vegpina extipnon f Optotki peicwon
. . - . , el o , >3-6 X ULN, diakonn
©AdBeveic pe owpatiké Bdpog 30 kg i Aiydtepo npénet va AapBdvouv Sogodoyia Baoer Bapoug, ioobuvapn BaBjoi &
e IMFINZI 10 mg/kg kaBe 2 eBGopabes n 20 mg/kg kaBe 4 efbopabeg wg povoBepania £wg Gtou 10 Kpeauvivn 0pos
Bapog augnBei oe peyakitepo and 30 kg. * Tuviotdrar n ouvéxion g Bepaneiag yia khvika otaBepoug > 6xULN
aoBeveic pe apxikn évﬁelEn e§MENG tng vooou éwc dtou eniBeBatwBel n e§ENEN T vooou. ¥ AcBeveic pe
owpatké Bdpog 30 kg f f Mvo(epo npénet va hapBavouv Soooloyia Baoet Bapoug, 1obuvapn pe IMFINZI AapecohaBoupevo BaBol 2 yia >1 ,
20 mglkg o paneia kaBe 3 e 1 abeg (21 npépe) ya & kikhoug, uxo}\auﬂoupzvn an 1o avooonoinukd eBbopdba glfluun e ‘Evapén 1 éwg 2 mg/kg/nuépa
and 20 mg/kg KaBe 4 EBﬁopuésc wg povoBepaneia éwg 6tou T0 Bupoc au€nBel oe peyaAutepo and 30 kg. ‘?ﬁmnﬂﬂ e€avBnya Babyou 3 oang "PlﬁVlZ"V""C n lﬂﬂﬁ“VﬂPDU
¢ Na xopnvzm: w0 IMFINZI nplv ané m xnueloﬂspunam nv l5|0 npépa. < Otav 1o IMFINZI {tat oe n ! b 1 " ¢ B ané BaBpaia
6 He xnpietoBep va avatpéxete otg Mnpogop Yoypdgnon yia v i6 ¥ BaBol 4 Opiomicd pelwon
Kat tv kapBomAativn A fvn yia n fec oxetke pe T Sogohoyia. Aev dral ad§non A tou neppiyoeibodc) Buakonf
peiwon tng 66ong. H nadon A n Giakonn xopnvnanc g Goang pnom:l va anainBodv pe Baon v atopikh , Mavon g
aopdhewa kat 6 o pLeg Dﬁnv(sq yla v Twv b Poly ané X BaBjiol 2 660nc? Evapén 1w 2 ma/kg/nuépa
w© 6 m'J'mnua 0 . pye a otov Mivaka Z’(ﬁh. a 4.4). A Ip AaBouy: X BaBoG 314, mpebviZovnG h gobivapou
Nivakag 2. g ue IMFINZI kat sgg{;"pg":g::;;gﬁrgu f onowoubiinote Opuoukh axohouospevn ané BaBuaia
. Tpononolmm Ocpaneia pe BaBpol pe Benkn Buakonn pelwon
AveniBipnteg N == Bloyla
evipyeies p ™ G p eKt6G €4V
He IMFINZI npl(ml Swapopetikd N N BBt 243 Maton e Fuapén 1 éeoc 2 mglkg/npéoa
‘Evapgn 1 éwg 2 mg/kg/npépa ané 1o 0 ! 6dang npebvigdvng N 10060
, Naven mg npebviZovng h 1oBlvapiou alotpa puoaiuba/ i akohouBoupevn and BaBpaia
A‘C"PWU}‘"BWPE"" X BaBuos 2 Goong uﬂu)\ul.lzeulﬁlpsvn and ﬁuuepluia noAUpTJoSl'Ilf)u BaBpol 4 grulgl:r? peiwon * .
ano 1o avooonoINTKG Jeicoon
olompa . - L. Mniopei va e€etaotei 10
nveupoviuda/ didpean i 1 éwc 2 mg/kg/npépa Amé( D':'g " evBexdpievo nponyoUjevwy
nveupovondBela Bayiod 314 Ovlmlkp I'IPl'35VlZ0V[ICn lGOﬁleHIJOU ) , BaBpol 1h2 enidpdduvan (PAPHAKEVTIKWV Qywywv yia
Biakonn akohouBolpevn and PaBpiaia IXEUOHEVEG HE TNV Tou puBpoy g npogiAagn and avuGpdveig
peiwon €éyxuon avubpaoelg Eyxuang éyxuang
BaBpou 2 pe ALT .
fHAST>3-5x ULN BoBpod 3h14 2{},‘;’;‘:,,"
kai/i oMk -
xohepuBpivn ﬂfiUUn me
>1,5-3xULN !'Im'mn e NoipwEn BaBpoi 304 f::?(iltfx‘
BaBuol 3 e B6ang ataBeponofnon
ASTh ALT P
>5-¢ . ladon tng
N 2o a)ixn 8x‘ULNnn ‘Evapn 1 émqZ mg/kg/npépa Bafpol 2 Soang
and o 6 >3=5xUN npeévtlgvnc iy wg::‘s,uuaﬁm OnotoubAnote ‘Evapgn 1 éwg 2 mg/kg/nuépa
abotnpa nnatiuda 9 ., BaBpou pe onpeia npedviZovng f 1oodivapiou
"’ ,?:BGP: g :j EG‘? h peicoon MuaoBéveta gravis avultljveu(};nkhzJ Oplotkd GED)\OUZSOL'JUEVn ané Bupeulu(a
oMikn xohepuBpivn f GU‘éVUPHC Blakonn peiwon
>5xULN avendpkelag
Taipon AT Spowet Babpou 3614
>3x ULN kat 4 o
ok xohepuBpivn Qr:;o)\aﬂadpevec BaBpou 3 2;::? e ‘Evaptn 1 mg/kg/npépa éwg
> 2 x ULN xawpic and 1 aVoUonoINTIKY 2mg/kg/népa npe&vgovnc "
kapia aMn artia otomya avenBopntes | Bagpo 4 Opumkyn hﬂ:ﬂﬁuv?}lou‘uko)\oueoup:vn and
) . , ) , evépyeieq Glakonn Hiala pelwon
Alu’pzuo}\uﬂoupsvn | BaBpou 2113 2?”"” e ‘Evaptn 1 smq'2 9/kg/npiép:
anoto e oone npeévl(ovpc 10000 . °Kowa Kprnpia MpooGiopiopod AvemiBupntwy Evepyeiddv, éxboon 4.03. ALT: apvotpavogepdon mg
ovompa kokiuba i , Opiotikh akohouBolpevn and BaBpaia Aavi AST A don. ULN: aviote oviké & SFav 6 i
idppota BaBpot 4 Snkont peicwon ahavivng, AST: aonaprik apwotpavaepdon, ULN: aviepo guatodoyud dpio. *Edv bev Elnup&l
BeAtiwon eviog 2 €wg 3 nuepv napd T XopAynon Kop dpeon évap€n

avoookataotahukng thunziuc Mea mv unoxtbpnan (BaByoag 0), évupEn BaBpiaiag peiwong v
KopTikoatepoelv Kal va cuvéxion yia toukdxiatov 1 piva, didotpa petd and to onoio pnopei va leEl

0_obomnpa e§avBnpa: AapegohaBolpevo and 1o 0 obompa e§avBnpa

Tou ic), ta onoia and v anamoipevn xphan

enavevupEn Tou IMFINZI pe Bdon tv kKAvikn eK((unun 'Opllen Giakonn tou Imfinzi edv n
EVEPVEIU Gev unoxu)pnazl o s Bquu 1 zv(ot; 30 npzpwv 1 edv undpxouv onpslu QVanveuotikng

Kal xwplc oapn evaMakukn armoloyla, avékuyav oe aoBevel nou
4.8). Exouv Bei oupBavia opou Stevens-Johnson i w§kng

£AaBav IMFINZI (B)..

la yoUp o and 1o 6 auotnpa ae aoBeveic nou é\aBav Bepaneia pe PD-1 avactoleic. Ot aoBeveic npénet va
evepvr:l:c, npenu va pynBei EnupKnc ey wote va eniBeBaiwBel n A ,' 0 va AouB Y oneia kat EEuanuu(ocn i Kalva iZovial onwg
aMeg evalk £ hoyies. Me Bdon  coBapétnta g B0pning evépyelag, omv napaypago 4.2. AMeg A ané 6 olgtnpa 80
npénet va yiveral nadan tou IMFINZI kat xopnvnnn Knpnmmzpazmmv Na zEzm(zml w0 zvﬁexapevn cgye zg Aebopévou tou pnxaviapou Spdong tou IMFINZI, evbéxetal va avuKulpouv aMeg mBavég
avgnong g 6Donc wv Kopukom:pm:lﬁwv Ka/n  xpnong o and 1 6 ovotnya svcpvelec 01 ak6houBeg
glv b: h Gev Betiwon. Me m Bektiwon ve [ A and 6 obutnpa EVEPYEIEG g aoBeveig
< BaBpé 1, npéner va dpxetar BaBpiaia peiwan twv koprikootepoedv Kat va cuvexiatei yia Sidotnpa nou é)\aﬂnv povoB: ia pe IMFINZI Be gravis puoaiuda, b
Touhdxiotov 1 pfiva. Metd tv nadon, pnopei va yiver enavévapgn tou IMFINZI evidg 12 eB6opddwv, edv ot b ouvépopo Guillain-Barré, dvoon pn Aop@dng kuotiuda Ka
aveniBopnteg evépyeies BehuwBoly ve < BaBuo 1 kat n Goon twv kopukootepoelbidv Exel pewwbel oe nuvat:mmEu (BAéne nupuvpuwo 4.8). Or aoBeveis npénel va napakolouBolvial yia onpeia Kat
<10 mg npedviZovng i 10o8lvapiou ava npépa. To IMFINZI npénet va Siakonei opiotika oe unotponiaZouceg Katva ovtal onwg arat y1a GMeg 6 AaBolpeveg and to
BaByou 3 (coBapéc) b AaBou and 0 olotnpa EVEPYEIEC Kal OE olotnya o EVEPYEIEG OV 42. melou:vr:c He Tv_éyxuon avuépdaelc 0
n BaBpol 4 Anukég yia m Zwn) 6 Bol and 0 olutnya aoBevei npéner va napakohouBodvial yia onpelc kat oupntpaTa oxeuddpevwy pE TV €yxuon
uvsanumeq EVEpYEILEG, EKTOG and TiG evBokpivond nou ehéy pe oppovev. la bpd . ToPapég Zop pe v éyxuon avubpd éxouv avagepBei oe aoBeveic nou
pn & AaBou and to 6 oUotnpa evépyeleg, va yivetal navon tou AapBd IMFINZI (BA. a 48). 0t e v éyxuon avudpdoelc mpéner va
IMFINZI yia BaByol 2 kat 3 o evépyEleS Ewg a og < BaBpd 1 A apxikng iZovial 6nwg Grar oty 4.2. AdBeveic_nou_anokAeiomkav and kAIKEG
extipnong. To IMFINZI npénet va Siakonei eni BaBou 4 avemBOpnteg evépyeteg (e e§aipean ta BaBou & okipéc: AoBeveic pe ta akohouBa EEulpaﬂnxuv and ug kKAVIKEG ﬁoKlpeq Buﬂpo)\avlu )\slmupleng
Hn QuolohoyiKd epyaoTnplakd eupApata,_yla ta onoia n andpaon Giakonng npénel va Baciletar ota lKuvo(nmc Katd ECOG Katd tv apxik eKtipnon > 2, evepyn n nponyouUp
ouvoda Khvikd onpeia/oupntipata Kat ty KAWIKh ektipnon). Eibikol nAnBuayot: Matbiatpikds mAnfuopde: V600G evtog 2 ewov and v évapfn me peNéng, lU’(OleO aV000QVENGPKELTG, 10TOPIKO ooﬁupwv
H aogakea ka n anoteAeopaukémia tou IMFINZI oe naiia kat epinBoug nhikiag katw twv 18 etdv Sev AaBolp ané aucr(npu p PYEIDV, 10TPIKEG nou
éxouv TekpunpiwBel. Aev undpxouv SlaBéoipa Gebopéva. HA : Aev anareital A g sxpnluv aumnpu(mnc avoooKammoAnc, emoc ané  Quatohoyikn Gon Twv A
66ang yia Toug nhikiwpévoug aoBeveic (265 etdv) (BA. napdypago 5. 1) Ta Eeéopevu e aoBeveig nAlKluc (< 10 mg/npépa npebwigovn A o un eheyxd 6 naBnoelg,

75 ewv f peyohitepwy eival éva. Negpurj Guak Aev pHoyn g
86ang tou IMFINZI ae nuﬂevzlq JiE Ana A pétpla VeQpikn 6ua)\z|mupylu Ta ﬁeﬁopzvu and aoBeveic pe

PY finnatiuba B C A HIV Aoipw§n n aoBeveig nou éNaBav epfokio Jhviwv EEuueolnpévu)v
1 evidg 30 npepv npv A petd v évapgn tou IMFINZI F)\).zllpel Bzﬁapzvmv 10 durvalumab npcnzl va

Bapidg popnc veppikh Guoertoupyia eival oAy neptopiopéva yia va e§axBolv Yia autév LiE MPOCOXN O€ QUTOUG TOUG petd ané 1 a§loAdynan tou 6
tov nhnBuopd (BA. napaypago 5.2). Hnaukij Guok ia: Ta SeSopéva and aoBeveis pe pétpia kat ogéhoud/ivBivou e atopikn Baon. H aopaleta tg puA NG KpaVIaKNG Bohiag
goaph nnaukn Guoertoupyia eival neplopiopéva. Adyw TG PIKPAG GUPHETOXAG TWV NNATIKWV (PC])pz IMFINZIazaanvclcpeEZ MK Bev eival yvwarn. 4. 5““ AeniBpé ptéMn d
Biepyaoiidv ot kdBapon tou durvalumab, Sev ouviotérar npocappoyn te 56ong tou IMFINZI oe aoBevelc npoiévia kat dAAeg noplpzc AAnAenid, H xphon v A
pe nnaukn Suoertoupyia, kaBig Sev avapéveral Siagopd omv éxBeon (BA. napdypago 5.2). Tpdnog uvoouxumcr(u)mkwv npwv ané mv Evup{n o durvalumab, ektog lpumo).uvmwv Boueu)v v
xopnynang: To IMFINZI npoopiZetai yia evbophéBia xphan. Mpénet va g Bidhupa evbopAép Badv (< 10 mg/npép npaﬁw(nvnq n ivapiou), bev Aoyw g
£yxuong oe 6idotnpa 1 dypac (BX. napdypago 6.6). Tia 0dnyleg oxetkd pe mv apalwon tou 6 BoAig toug otn 6 Kat 0 Tou
npoidviog npwv and t xopnynon, BA. a 6.6. 4.3 eif; Bnofa own(og) durvalumab. Notéoo, petd v évapén Tou durvalumab pnopodv va xpnoponoinBolv uumnpuuxu
Spacukn(éc) ouaialeg) h ae kanolo and ta ékboxa nou uvuq)epnv(m amnv nnpnvputpo 6.1. 4.4 Erbikég 6n n aAa a ya t Bepaneia 5 Aapou ané 1o
npouﬂonnlnuﬂg Kl'll npolpuhi:lc Katd xpmm )} va B n alotnya o pyetv (BA. 44). Aev £xouv Blzﬁnxee( €n{ONYES (PAPHAKOKIVTIKES
v B poidvTwv, npénel va 0agws 1 Epl‘lOleO (PK) pehétes aknhenil @appdkwv pe To durval Bopévou Gt ot £ uuununnﬂu}\nq
ovopia kat o apiBydg nuptl’ﬁuc T0U XopnyoUj npoidvrog. A Aapou and 10 tou durvalumab eival o Bohapog twv npwreiva péuu) tou b 50BnA Ap n
obotnpa nveupoviua: A AaBou ané to 0 olotnpa n Siapeon SlapecohaBoupevng and To OToxX0 0 dev ué BoAkés aMnhenibpd
nveupovonaBeia, n onoia opiZetar and mv xphon fd v Kau a a H n - aMnken pappa pewfs  durvalumab  kat
xwpig oagn evaMakukn armodoyia, avékuye oe aoBeveic nou élapav IMFINZI poviuba ano pe10Bep om perén CASPIAN kat katadeixBnke 6t n mumxpovn Bepaneia He
akuvoBoAnan napatnpeital ouxva oe aoBeveic nou unoBalhovial oe akuvoBepaneia otov nveUpova Kat n durvalumab Gev ennpéace A g {ong, ¢ kapBonAativng me
KAVIKN epgavion povitbag Kat i and €ival noAU napopota. Itn perém EninAéov, pe Bdon i avduon U, n 1aut6 Gev ennpéace
PACIFIC, oe aoBeveig nou eixav ohokAnp n Bepaneia pe Tould 2 kikhoug p Xnpieto- W am g n tou durvalumab. 4.6 Tovipétnta, kinon kat yahouxia: [uvaikeg e
akuvoBepaneiag eviog 1 éwg 42 npeptdv npwv and v évap§n tng peAtng, avékuye poviuba n n_nAikia: Tuvaikeg o€ A nAikia NPENEL va XpNOIHONOIOUY AMOTEAETHATIKA

nveupoviuba ané akuvoBolia oe 161 (33,9%) aoBeveic otnv opdba nou éNaBe Bepaneia pe IMFINZI kat oe
58 (24,8%) aoBeveis omv opaba tou elkovikoy pappdkou, aupnspl)\upﬂuvupévu:v BaBlou 3 (3,4% évavu
3,0%) kai BaByol 5 ouuﬁuvm)v (1,1% évavu 1,7%) (BA nupavpnqm 4 8). Ot aoBeveic I'IpEI'IEl va

avuioGMnyn katd  Sidpketa g Bepaneia Kat yia Touhdxiotov 3 pifiveg petd tnv teheutaia S6on Tou
durvalumab. Konon: Aev SitiBeviar khivika 6560pévu OXEUKA pE ™ xpr'mn tou durvalumab oe
vaupovouaec vuvalKEc Me Bdon tov pnxaviopé Gpdong g, o durvalumab éxer m Suvatdmta va

nupako}\oueauwm yia onpefa kat & ané . H m G g EYKU Kat o€ éva poviého aMoyevolc eyKUHOOUYNG OE MOVIIKG, N
v poviuba npénet v snieacoverar pe Aoy kat npénet va  Sidonaon tou ofpatog tou PD-LT anoSeixBnke ou obnyei oe pia aunpévn epBpuiki ancea. O pekéreg
e )\olnol HoY6 pdy Ka 6 Ve T v6oo artiooyieg, Kat iCetal e {wa pe durvalumab Sev eival € TG ying to€ikétntag (BA. 5.3). Eivat
6nmc drat otV napd 42. A AaBoy and 1o 6_olotnya nnatiuda: Yvwotd 6u n avBpmvn avoooogaipivn IgG1 Sianepvd Tov gpaypé Tou MAAKOUVIA Kal N HETaopd Tou
AaBod ané o chr(npu nnatiuda, n onoia opiZeta and mv anartolpevn xphon durvalumab péow tou makolvia eniBeBaiiBnke oe pehéteg oe {ia. To durvalumab pnopei va npokakéoet
oumnpa(mu)v KOPTIKOOTEPOEIBWV Kal xwpic oagn evaMakukn artioloyia, avékuye oe aoBeveis nou BAdBn oto €uBpuo Grav xopnyeitat o€ éykuo yuvaika kai Gev ouviotdtal n xopAynan Tou Katd T Sidpketa
éhaBav IMFINZI (BX. napdypago 4.8). Ot acBeveis npénet va A Gviat yia pn A e Gvng Kal oe yuvalkeg og avanapaywyikh nhikia nou Gev xpnoiponololyv anoteAeopatikh
nnaukég e§etdoeig npwv kat neplobika katd m Sidpkeia g Bepaneiag pe IMFINZI kat onwg evbeikvutatpe  avuobMngn katd m Sidpkeia g Bepaneiag kat yia toukdxiotov 3 priveg petd mv teheutaia Goon.
Bdon v kAvikn ektipnon. H AaBou ané 1o 6 oUotnpa nnatiuba npénet va BnAaoyoc: Aev eival yvwot edv to durvalumab anekkpivetar oto avBpwnivo pntpikd ydAa. Ta SiaBéoipa
(Cetat onwg dtat ot napd 42.A AaBoy and 1o 6 obotnya Tofikoloyika Gebopéva oe HOAGYOUG MBRAKoUG xapnAd enineba durvalumab oto pntpIkG
kohiuba: AapeoohaBodvn and to avovonoinuiké ebotnpa koAiuba f idppota, n onoia opiZetar 6u anaret yaha v Hyépa 28 petd tn yévvnon (BX. napa 5.3). Itoug it @ bpata pnopody va
N XpAON CUGTNHATIKWV KOPTIKOOTEPOEIBWV Kal xwpiG oapn evaAaktikn artohoyia, avékuye oe aoBeveic petagepBouv oto PnTpIkG yaAa, aAd n 6 0 Kat BAdBng ato veoyé

nou é\aBav IMFINZI (BX. napaypago 4.8). Ot aoBevelc npem:l va napakolouBolviat yia onpeia Kat
42.

oupntdpata Kn)\mﬁuq n Gidppoiag kai va {Zoviat uan dal omv a

dev elvar yvwoth. Qotéoo, dev pnopel va anoketotel évag mBavdg kivuvog yia 1o naibi nou BnAdZel.
Mpénet va anogaoiote eav Ba Giakonei o Bnhaopds f Ba Gakonei/ Ba anogeuxBei n Bepaneia, AapBavoviag

and_to 6_alotnpa AaBod) ané_to undyn to 6pelog Tou Bn).aupm't yta to naibi kat To 6gehag e Bepaneiag yia my vuval'xu ovipdmTa: Aev

] Slouée ka6 it Bou and 1 i GeSopéva oxeuKd pe TG nleavtc enibpaoeis Tou durvalumab otn yovipdtnta oe avBpwnoug n

0 m'Jmnpu 0 0g kat B avékuyav oe uuesvt:iq {@a. 4.7 Embpaoeig oy & Kat pa To durvalumab Gev éxel

nou é\aBav IMFINZI kat o unoBupeoeibiopdg propei va énetat o unepBupzntlapau (B). napnvpmpa Kupln N éxel aohpaven enifpaon oty kavétnta oBAynang Kat xelpmpou pnxavnpdtwv. 4.8 AvemiBipnteg

4.8). 01 aoBeveic npentl va A Oviat yia pn @ Y pyeteg: MepiAnyn tou npopil aopdletac: H aogdheia tou IMFINZI wg povoBepaneia BaoiZetar o

nplv Kat m:ploéu(u Katd T Gidpkela g Bepam:luq Kat onewg evbeikvutal |.|E Buon mv K)\IVIKI'I EKupnan 0 oukevipwtkd Gebopéva o€ 3.006 aoBeveis pe noAhankolg tnoug dykwv. To IMFINZI xopnynBnke oe 6on

ané 10 alotnpa Kat twv 10 mg/kg kaBe 2 efSopdbec n 20 ma/kg kdBe 4 efbopabec. Ot mo auxvég (>10%) aveniBipnteg

npénet va Vial 6nwg dtat omv 42. AaBolyevn and €VEpYELEC NTav Bﬁxudnapuvu)vméc Brixag (21,5%), Sidppota (16,3%), e€avBnpa (16,0%), nuptEl’u (13,8%),

) ] Guaxr G 0 ané 1 6 olotnpa AowpdEeig Tou avitepou avanveuotikol ouathpartog (13,5%), koiaké dyog (12, 7%), Kvnupac (10, 8%)
SanElpplﬁlﬂKn avendpkela avékuye ot aoBevei nou £haBav IMFINZI (BA. nupuvpuq)o AB) 01 aoBevei kat unoBupeoeibiopiog (10,1%). H aopdheia tou IMFINZI xopnyody o

npénet va nupuKoAnuBouvml yia KAWIKG onpeia kat A Ma BaoiZetar oe Sedopéva uno 265 auer:velc e MKI'I To IMFINZI xopnynBnke oe Boun ] 500 mg Kuee 3

u o1 aoBeveic npénel va avupetwnidovial onwg guviotdtal oty Eﬂﬁouaﬁecae U0 pe ané {a kaBe aGeg. Ot nio

pdypago 4.2. A AaBal) ané_to0 6_tlnou 1 Al SiaBrmg: auxvég (>20%) aveniBupnteg evépyeieg fitav oubeteponevia (48,7%), avawia (38,5%), vuutiu (33,6%),

BoU ané 1o 6 alotnpa nou 1 SiaBAtng, o onoiog pnopel va Konwan (32,1%), ahwnexia (31,3%), ia (21,1%) kat ia ( 20,0%). A

eppaviZetal wg Slanukn keto§éwon nou pnopei va eivar Bavatngpdpa edv Gev avixveuBei vwpic, avékuye

gt popon nivaka; 0 Mivakag 3 anapiBuel  guxvétnta sptpavwnc aveniBupntwy

ot aoBeveic nou ékaav IMFINZI (BA. napdypago 4.8). Ot acBevei npénet va napakohouBoivtar yia pY otn Baon debop agaleiag g povoBepaneiag kat ot aoBevei und Bepaneia pe IMFINZI
KAIVIKd onpeia Kat A wnou 1 A SiaBntn. Matov 6 0nou 1 A oe Ho pe {o and t pehémn CASPIAN. O avemiBUpnteg evépyeleG GapHaKou
SlaBitn ot aoBevelc npenel vaa ovial 6nu)c drat oV napd 42.4 AaBod) iparid: aupnpwvu He v Katnyopla Opvavmou TuoThpatog (SOC) oto MedDRA. Eviég kaBe
and o ] A AaBoipevn ané to 0 olotnpa yopiag opy patog, ot v EVEpYELEG Qap parid: Kkatd @Bivousa
unoguoiuba A unoUnoQUaIOKGG avékuyav ot uoﬂtvelc nou é\aBav IMFINZI (BA. ' 48). Ot 0 H yia kdBe 0 evépyela oplZeml wg:
auﬂwelc npénel va nupuKoADuenuvml yia KAk onpela Kat oupnTWpata uno@uo(uﬁac h noAy ouxvég (= 1/10), auxvec (> 1/100 éwg < 1/10), 6xt ouxvég (= 1/1.000 éwg < 1/100), ondvieg
guotopol. Ma m puotuda n tov (puotopo or aoBevei npénel va (2 1/10.000 £wg < 1/1.000), noXd ondvieg (< 1/10 000), Hn yvwortég (Gev pnopouv va smanuuv pe Buun
iCovtal onwe atal otV a 42, AaBoy and 1o 1a biaBéoipa Eviog kabe ol evépyeleg
obotnya vegpiuda: A AaBou and 1 6 avotnpa vegpiuba, n onofa opiZetar 6u iparid: Katd oeipd 6

anartel ™ Xphon oUCTNHATKMY KOPTIKOOTEPOEIBMY Kat Xwpig cagi evaMakukn arohoyia, avékuye oe
aoBeveic nou é\aBav IMFINZI (BX. napdypago 4.8). Ot aoBeveic npéne| va napakohouBolvral yia pn
(QUOIONOYIKES AEITOUPYIKEG Eomuaulec VEQPWV TP Kat n:p|06lKu Katd m Blupm:lu Inc Btpnnelac e
IMFINZI kat va ifoviar onwg omv 4.2. A o ané 1o




Mivakag 3. AveniBGpnteg evépyeieg pappdxou ot aoBeveig nod Ehafav IMFINZI wg povoBepaneia kat IMFINZI oe ouvSuaops pe xnpetoBepancia

IMFINZI MovoBepancia

Onotoobnnote Babpdg (%)

IMFINZI ge Zuvbuaopé pe XnpewoBepancia

BaBpdg 3-4 (%)

Onotoobinote BaBpdg (%)

f o BaBpog 3-4 (%)

Kal napaotte

Noipwén tou aviitepou avanveuatikol MoAG auxvég 135 0,2 Tuxvég 91 04
Mveupovia® Y TUXVEQ 8,9 35 TUXVEG 57 19
Kavuvtiaon tou otdpatog Tuxvég 2,1 0 ‘Oxt ouxvég 08 0
NolHGEEIS Twv 05OVTWY Kal HaAakwy TUxvég 1,7 <0,1 TUxvég 11 0
popiwv tou gtopatog”
Tpinnn Tuxvég 1,6 <0,1 ‘Oxt ouxvég 0,4 0
Avatapaxég Tou aiponoinTikod Kat Tou Aeppikol ouotiipatog
Oubeteponevia® MoAU ouxvég 48,7 29,1
Avawia MoAU ouxvég 38,5 9,1
i MoAd ouxvég 21,1 6,8
Mol guxvég 20,0 7.9
Epndpetn TUXVEQ 6,4 53
il TUXVEQ 3,0 1,5
‘Avoon BpopBonevia’ Indvieg <0,1 <0,1
€¢ Tou g
YnoBupeoeibiopdc” oAU ouxvég 10,1 0,2 TUXVEQ 9.4 0
B Blop6c® TUXVEQ 4,6 0 TUXVEQ 9,8 0
peoetdiud ‘01 OUXVEQ 0,8 <0,1 TUXVEQ 15 0
Wy ‘01 OUXVEQ 0,6 <0,1 TUXVEQ 1,1 0
Tonou 1 BdiaBAtg Indvieg <0,1 <0,1 ‘Ox1 OUXVES 08 08
Ynoguoiuba/ Inavieg <0,1 <0,1
‘Anotog SlaBAtng Indvieg <0,1 <0,1
£ tou U kat tng Bpéyng
Metwpévn dpe€n Moy guxvég 18,1 0,8
€G TOU VEupIKoU
gravis Inavieg® <0,1
Mn Aoipdng {uba® Mn yvwotég
Mnviyyiua® Inavieg <0,1 <0,1
Yivbpopo Guillain-Barré Mn yvwotég
[ Indvieg [ <0,1 I <0,1
£¢ Tou i pateg, Tou Bdpaka kai Tou a
Bnxag/Mapaywyikdg Baxag oAy ouxvég 215 04 MoAd auxvég 14,7 08
povi TUxvég 38 0,9 TUXVEG 2,6 08
Avogpawvia Tuxvég 3,1 <0,1 ‘Ox guxvég 08 0
Adpeon ‘Oxt ouxvég 0,6 0,1 ‘Ox1 guxveg 08 0
Awrtapaxég tou yaotpeviepikol
Midppoia MoAy ouxvég 16,3 06 Tuxvég 98 1,1
Kothiakd dAyog® MoAd guxvég 12,7 18 Tuxvég 8,7 0,4
Kohiuba® ‘Oxt ouxvég 09 03 ‘Oxt ouxvég 08 0
Nautla MoAU ouxvég 33,6 0,4
0 MoAU ouxvég 16,6 0,8
‘Epetog MoAU ouxvég 14,7 0
Ttopatiubas TUXVEQ 6,0 0,4
£¢ Tou Anatog Kat TV
Acnapukn apwvotpavagepdon augnpévn TUxvég 8,1 23 Tuxvég 8,7 1,9
1 Apvotpavogepdon g ahavivng
aunpévn*<
Hnatiuba*" ‘Ox1 ouxvég 0,8 04 Tuxvég 19 1,1
£¢ tou béppatog Kat Tou unodd, 1otol
E€dvBnpa® MoAd auxvég 16,0 0,6 TUxvég 9.4 0
Kvnopsc* TloA auxvéc 108 0,1 Tuxvéc 75 0
Nukepvoi 15pteg Tuxvég 16 <0,1 ‘Ox1 guxveg 04 0
A 5 ‘Ox ouxvég 0,7 <0,1 Tuxvég 1,5 0
Ahwnekia MoAd auxvég 31,3 1,1
Mepgiyoeibéc® Inavieg <0,1 0
Awatapaxég tou p A patog Kat Tou U 10t00
Mualyia Tuxvég 59 <0,1 Tuxvég 34 0
Muooiuba ‘0x1 ouxvég 0,2 <0,1
Mo\ it Indvieg® <0,1 <0,1
£G TWV VEPPWV KOL TV 0Upopopwy obcv
Kpeauvivn aipatog au€npévn Tuxvég 35 <0,1 Tuxvég 1,9 0
Augoupia TUxvéQ 1,3 0 TUxvEQ 1,9 0
Negpiubat ‘Oxt ouxvég 0,3 <0,1
Mn Aowwbng kuotiuba Indvieg <0,1 0
Tevikég i é¢ kat g 0600 xopit
Mupeia oAU ouxvég 13,8 03 TUXVEQ 8,3 0
§ oibnpar® TUxVEQ 9,7 03 TUXVEQ 6,4 0,8
Kénwan™ Mol guxvég 32,1 34
n — P ———} > n
pe mv éyxuon avtibpa | TUxvég [ 1.6 | 0,2 [ TUXVEQ [ 0,4
AapBa p yyiuba, Sahiké andatnpa, apuyyiuba, pwiuba, Aniuid b yxiuba kat Ammen Tou QVIMTEPOU AVANVEUOTIKOU aumnpumc
“nr:pl}\uuﬂavr:l Mlpmﬁn Tou nvr:upova. povia and is jirovecii, i ia ano abevoio, W {a and {a ano umoq:l)\o nveupovia and
{a ano 0 {a and kavuvia kat ) &vng g €kBaon. avet ouiuba, Aoipwén tou otépatog, nsploﬁu\muﬁu,
Lp)\eypovn ou oboviikol noApod, ofoviiko andotnpia kat oboviikn Aoipwgn. a ia kat apiBpo po pewwpévo. ‘nephapBaver Bpop Kat apiBpo i
‘nephapBavel Aeukonevia Kat apiBUO AEUKOKUTIAPWV HEIWHEVD. AapBa 0 8 6. ‘nepihapBa Kul v6oo tou Basedow. 'nepthapBdvel autodvoon

Bupeoeibiuda, Bup fuba kai Bupeoeidiuda unoeia. “n avapepBei oug Xopnyolp Bupeoeibinba: T ouvb Baon 5eb cooleiag aoBevidv nou éhaBav povoBepaneia pe
and tnv AstraZeneca KMIVIKEG PENETEG EKTAG TG évng Bdan bed elval ondvia IMFINZI b AaBou ané o 6 olotnpa B bitiba avékuye oe 11 (0,4%) aoBeveic,
xwpl¢ oupBdvta BaBpou > 2. ® nepihapBd a (uba kat " nepihapBa BaBiou 3 oe 2 (<0,1%) acBevelc. O Hidpedog xpovog €wg Ty Npwn eupdvion ftav
pnviyyiuba kat pn Aopcsén pnvlwmﬁu ° nzpl)\upﬂuvr:l kothiako ahyog, dhyog kdtw Km)\lumq xwpag, 41 nprpzq (edpog: 14-106 npépec). And toug 11 aoBeveig, 9 uuGEvslg ékaav Bepaneia oppuvlnng
ahyog @ v Kmhmxnc xmpuq Kal ndvo atn paxn. * nepMuanvel kohitida, :mpméa Kat 1 acBevig £haBe uynh béan ( a 40 mg nped n
Kat q;)\evpovn Yo don tng Govapo ava nuepa) A and oppoviki unoKamomun To IMFINZI Siakonnke oe évav

u}\uvlvncuuﬁnpz\m aonapukn uplvu(puvoq)spuan au§npévn, nnauka éviupa au§npéva mnpuvuuplvuasq aoBevi Myw Siap Boup ané © peoeibiubag. Ao aoBeveic nap
aunpévec. " nephapBaver nnatitda, autodvoan nnatiuda, nnatiuba TofiknA, BAdBn, blopd  petd and B A A ané 1o 5 aliotpa
nnatiuda ofeia, nnatoto§ikétnta Kat b AaBou and o 6 nnatiuda. © nepthapBa 6i dpKeta: T évn Bdon ed aopahelag pe IMFINZI
e€avBnya 0 e€avBnpa y e€avBnya 6006eg, e€avBnpa knhiGoPAaubb [ A and 1 0 obotnpa f a avékuye oe 12 (0,4%)
efavBnpa PAanbwbdeg, e§avBnpa efavBnpa eplBnpa, éxZepa kat e§avBnpa. * aaBeveic, oupnepihapBavopévng BaBpol 3 ge 3 (<0,1%) acBeveic. 0 Bidpecog xpovog £wg v npditn
AapBdvet kvnopo  Kat Kvnopo AapBad HQLyoetbeg, b ity 06 eppdvion ntav 145,5 npépeg (ebpog: 20-547 npeépeg). Ohot oi 12 aoBeveic €haBav ouotnpatikd
Kul népqnvu.H { and oAokA EVEG Kal €€ Gokipeg elvar 6x ouxv. Kopukootepoeldn, 4 and toug 12 aoBevels éAaPav Bepanein pe uynhi Goon kopukootepoElbV

oe évav aoBevh nou éAape Hrpnnzlu pe IMFINZI and pa
e&)\lauopwn xapnvoupr:vn KAllen perém :ch me évng Bdong & 6 {ac: ondvia
e onotodnnote Pabyo, onavia ve Babuo 3 f 4 n 5. nephapBaver uumuvuun vegpiuba, 6|upsun

(toukdxiatov 40 mg npsﬁvllovnc f wobtvapio ava npépa). To IMFINZI Sev Siakonnke oe kavévav aoBevi
Aoyw b ennA8e oe 3 aoBeveis. AtapecodaBoupevos and to
avooonomnuké obomua tWnou 1 oakxapdbng GiaPrimg: T ouvbuaopévn Paon Gebopévwy aopaleiag

vz(ppmﬁu Twv P A vznppmﬁu paj Kat p acBevav nou éXaBav p {a pe IMFINZI S1apeaokaBouy and 1o 6 ovotnpa Tonou
* nepihapBavel oibnua Kal i 616vaan * nepiAapBa Kénwan Kat 1 oakxapwdng BlaBhtng avékuye oe 1 (< U 1%) aoBevn (BaBpou 3). O xpdvog ewc mv npwm epnpavwn

= AapBad 6 pe v éyxuon avtipaon Kat Kvtémun pe évapfn mw npépa fitav 43 npépeg. 0 aoBevig éNap: {okaito IMFINZI 0
xophynang tng Soong n 1 npépa petd m xopnvnun mq Soang. N and 1 6 twnou 1 AN Suprm. To oupBav unoxmpnue ya tov aoBevn
evepyelv: To IMFINZI éxet uuvﬁeeel nto ouxvd pe b AaBou ané 1o 0 ouotnpa A ané 1o 6 aUotnua i m évn Bdon
0 evépyetec. Ot ané autég, A 3 wv ooapoy Babuol edopé \elag pe povoB ia IMFINZI 6 AaBou ané 1o 6 olotnpa

aveniBupntwy evepyeiv, unuxwpnouv peta v évapln In(; katdMnng |ulpu(n§ Bepaneiag n m Siakonn
tou IMFINZI. Ta Gebopéva and 1 dhouBeg & ané 1 0 olotnya

0 evépyeleg m évn Bdon 6ebi 3.006 aoBevidv, n
onoia nepihapBaver t Mehém PACIFIC kai eminpooBeteg pehéteg oe aoBeveig pe Sidgopoug oupnayeig
dykoug e evbei€elc yia 1g onoieg to durvalumab bev eivar eykexpipévo. Te oheg TG pehétes, to IMFINZI
xopnynBnke e 6on twv 10 mg/kg kdbe 2 eﬁﬁouaﬁec, 20 mg/kg dBe 4 eBbopddeg n 1.500 mg kaBe 3 n

4 eBBopabeg. Aentopépeieg yia ug onp Op Eevépyeleg Tou IMFINZI 6tav xopnyfBnke oe

unoguoiuba/unolnoguotopég avékuye oe 2 (< 0,1%) aoBeveis, kat atoug 600 BaBpod 3. 0 xpovog éwg v
npwn eupavion yia ta oupBdvia fitav 44 npépeg kat 50 npépeg. Kat ot Sio uoBevsl’c €\aBav Bepaneia pe
uyni 66on KopukootepoetBdv (toukdxiatov 40 mg npebvidévng 1 1woSivayio avd npépa) Kat 1o IMFINZI
Suakonnke oe cvuv uastn Moyw SiapecohaBoy unu w0 0 olotnpa

AaBod ané 1o 6 alomya i

™ évn Baon
ebopévav uonpa}\r:luc aoBeviv nou éhaBav e IMFINZI & AaBoy ané 1
avogonomntikd olompa vslpp(uﬁu uvéKuLpE oe 9 (<0,3%) aoBeveig, uupn:pl)\upﬁuvupévng BaByol 3 0e 2

uo pe amv nepi nou KMVIKG OXETIKEG (< 0,1%) adBeveic. 0 Siapeoc xpovag Ewg Ty NPWIN epavion Atav 87 npzpzq (edpog: 29-393 npzpzc}
6lanpopec oe uuvawn peT0 IMFINZI wg povoeepanelu o Kmeueuvmpu:c oﬁnvlzc vlu mv avnpem!nlan EEI (0, 2%) uuBevz(c £€\aBav Bepaneia pe uynkn S6an kop 40mg
auidv Twy p PY PIYPaQ o napdypago 4.4. and 10 Ho avé npépa) kat 1 aoBevig éhaBe eniong puxolpulvn)\um To IMFINZI Biakonnke oe 5 aoBevelc.
6 aliamya it Imn évn Bdan Geby umpu)\cluc;uaBevmv nou e}\aﬂuv Ynoxmpnan ennABe ge 6 aaBevei. A A and 10 6 alotnya efdvlnua: Y
uovoeepanalu pe IMFINZI (n = 3.006 noManof tinot Gykawv), Bou and o évn Bdon Gebopévwv aopalelag aoBeviv nou EAaBav povob: fa pe IMFINZI & Bou
ovompa nvevpoviuba avékuye ot 107 (3,6%) aoBeveis, oupnepihapBavopévwy nepiotaukdv BaBpou 3 oe ané 1o avovonoinukd olotnpa eavBnpa n & d £vou Tou 06) avékuyav

23(0,8%) aaBeveic, BaBuou 4 oe 2 (<0,1%) aaBevei kat BaByou 5 e 6 (0,2%) acBeveic. 0 biapecog xpovog
£00¢ TV NpWtn eppdvion Atav 57 npépeg (bpog: 2-785 npépeg). EShvia téaoepig and toug 107 aoBevelg
£haBav Bepaneia pe uynhn Goun kopukoutepoeBwY (toukdxiotov 40 mg npebviovng n 1woblvapo ava
npépa), 2 aoBeveic éaBav eniong weAEpapnn kat 1 aoBevig é\ape eniong kukhoonopivn. To IMFINZI
Slakdnnke oe 38 aoBeveic. Anokatdotaon onpeiwBnke oe 58 aoBeveic. AlapecohaBolpevn and to

6 olotnpa {uba avéxuye otoug auBeveig otn Mehémn PACIFIC, ot onofot
£ixav ohokAnp  Bepaneia pe 6XpOVN XNnjiElo- Bolia eviog 1 éwg 42 npeptv nptv and mw
évap€n g peAétng (10,7%), an’ 6t otoug GMoug acBeveig otn pévn Bdon & é

e 45 (1,5%) nnﬂzvzl'q, uupnszapBavopévou BaByod 3 ae 12 (0,4%) adBevei. 0 Sidpeaog xpdvog éwg v
npwm eppavian nmv 41 npépeg (eUpog: 4-333 npépeq). Elkoot and toug 45 uoﬂsvelc £é\aBav Bepaneia pe uynhn
Goon J 40 mg nped 11 10060vayo ava npépa). To IMFINZI Giakonnke o 3
aoBeveic. Ynoxapnon ennABe oe 31 acBeveic. D e My Eyxuan 6pd Im

Bdaon Eeﬁopevwv aogaleiag aoBeviv nou éhaav povoBepaneia pe IMFINZI oxeul6peves pe v cvxuon
avubpdoeis avékuyav ot 49 (1,6%) aoBevels, oupnepiapBavopévuwy BaBpoy 3 ve 5 (0,2%) aoBeveis. Aev
unnpEav oupBavia BaBpou 4 n 5. K 0 euppata pin Aoyixd: Te aoBeveic nou ékaav
Bspunzla He durvalumab e povoBepaneia, 10 M0000T6 Twv aoBeviv nou eptpakuv ur:mmman un

(2 2%). Zm pehétn PACIFIC (n = 475 oto ukr)\og IMFINZI kat n = 234 010 0KEAOG TOU EIKOVIKOU
ané o obotpa poviuda avékuye oe 51 (10,7%) uustElc amnv
opuéa nou e)\aBe Bepaneia pe IMFINZI kat oe 16 (6,8%) aoBeveic omv opdba tou elkoviKoy LpapuuKoU,
oupnepihapBavopévav BaBpol 3 oe 8 (1,7%) aoBevei und IMFINZI évavt 6 (2,6%) aoBevidv und eikovikd
pappako kat BaBpol 5 (Bavatngdpac) oe 4 (0,8%) aoBevei und IMFINZI évava 3 (1,3%) aoBeviv und
EIKOVIKG (pdppako. O Biduedog xpovog €we TV Mp@n ep@avion oty opdda nou éAaBe Bepaneia pe
IMFINZI fitav 53 npépeg (eUpog: 1-341 npépec) évavu 55,5 npepddv (eupog: 0-231 npépec) otnv opdba tou
ewowkol gappdnou. T opiGa nou ehafe Bepaneia e IMFINZL, 44 an tous 51 aoBevels Ehaav
évwv 28 aoBevav nou ékaBav Bepaneia pe uynAn Soon
Kopukootepoelbwv (touldxiotov 40 mg npebvigovng f 1oobUvapo avd npépa) Kat 2 aoBeveic Ehaav
eniong lvtpMElpapnn Imv opdba tou ekovikoy gappdkou, 11 and toug 16 aoBeveis ékaBav ouopatika
é 9 aoBevav, o onoiot éAaBav Bepaneia pe uynAn Goon
Kopukootepoelbwv (touhdxiatov 40 mg npedvigovng h (auﬁuvuuo avd npépa). Ynoxwpnon ennABe oe 27
aoBeveig ot opda nou éhaBe Bepaneia pe IMFINZI évavu 6 omv opdba ou EKOVIKOU (pUppdKou.
AaBoy and_to 6_oUgmya_nnatiuba: In Baon Ged

aopalelag pe povod {a IMFINZI 6 AaBou ané 1o 0 ovotnpa nnatfuda
avékuye oe 36 (1,2%) aoBeveig, oupnephapBavopévewy BaBpol 3 oe 19 (0,6%) aoBeveis, BaBuol 4 ve 1
(<0,1) aoBevn kai BaBpou 5 (Bavatngpdpa) oe 2 (<0,1%) acBeveic. O Sidpeoog xpovog éwg TV NPWIN
eppdvion fitav 67 npépeg (€Upog: 7-333 npépe). Eikool névie and toug 36 acBevels éAaBav Bepanela pe
uynhn G6on kopukootepoeibv (Toukdxiotov 40 mg npebwiévng M wwobivapo ava npépa). Ajo avBeveis
£haBav eniong Bepaneia pe pukop To IMFINZI e 7 aoBeveic, enABe oe 22
aoBeveic. A AaBod ané 1o 6 glomya koAiuba: Ttn évn Bdon bebd
aopaleiag aoBeviv nou éNaPav povoBepaneia pe IMFINZI 6 AaBod ané 1

atompa kohiuda n didppota avékuyav ae 52 (1,7%) acBeveic, aupnepihapBavopévawy BaByol 3 ae 9
(0,3%) aoBeveic kai BaBpou 4 oe 2 (<0,1%) aoBeveic. O Sidpeoog xpovog éwg Ty Npwtn eypavion fitav 73
npépeg (e0pog: 1-394 npépe). Tpidvta téoaepig and toug 52 aoBeveig éhaBav Bepaneia pe uynAn Géon
Kopukootepoelbv (toukdxiatov 40 mg npebvifovng i 1oobivapio avd npépa). Evag aaBevig éhaBe eniang
Bepaneia pe vpN§ipdpnn kat 1 aoBevig éAaBe eniong uuKoQvao)\a(n To IMFINZI iakonnke oe 9

Gtwv BaBpol 3 fi 4 og oxéon pe v apxikh ektipnan ntav wg eghg:
2,4% ywa v qunpsvn apwotpavogepdon tng chavivng, 3,6% yia v augnpévn aonapukn
apvotpavagepdon, 0,5% yia tv augnpévn kpeauvivn aipatog, 5,7% yia tv au§npévn apuAdon kat 5,6%
yia v au€npévn Aindon. To nooooté Twv aoBeviv nou napousiacav petaténion g TSH oe oxéon pe v
apxwn extipnon nou fitav < ULN o onotobanote BaBpd > ULN ftav 18,8% kat petatomon g TSH oe
OXEON e TNV APXIKN eKTipnon nou fitav = LLN oe onoloSnnote BaBué < LLN ftav 18,1%. Ze aoBevei nou
£éhaBav Bepaneia pe durvalumab o€ ouvbuaopd pe xnpeloBepaneia, 10 MOCOUTO Nou eRPAVIOE pEtaTonIon
1in GuotoAoyIKd) pnpceoy Bajiol 31 4 oz oxéan e v opch excpnan ftav g eEfic:
49% ya wmv auEnusvn apvotpavopepdon tng aAavivng, 4,6% yia v au€npévn aonapukn
apvotpavopepdon, 3,4% yia tv augnpévn kpeauvivn aipatog, 4,8% yia tv au§npévn apuldon kat 8,1%
yia tv au§npévn hindon. To nooooté twv acBevdv nou napousiacav petaténion g TSH oe oxéon pe v
apxikn extipnon nou fitav < ULN o onotodnnote BaBpd > ULN Atav 17,7% kat petatdnion e TSH oe
ox€éon pie TV apXikA ektipnon nou ftav = LLN oe onotoBinote BaBpé < LLN fitav 31,3%. Avogoyovikétnta
H avoooyovikéta tou IMFINZI wg povoBepaneia Baoiletar oe ouykevipwukd Sebopéva and 2.280
aaBeveic, o1 onoiot é\aBav Bepaneia pe IMFINZI 10 mg/kg kaBe 2 eBdopabeg h 20 mg/kg kaBe 4 eBBopddeg
w¢ povoBepanela kat Atav alohoyhoipol yia v napoucia aviowpdiwy Katd Tou papudkou (ADA).
Egivia evvéa aoBeveis (3,0%) nou efetdutnkav frav Beukoi omv avixvevon ADA o Bepaneia.
E€oubetepwuka avuowyata (nAb) katd tou durvalumab avixvedBnkav ato 0,5% (12/2.280) twv acBevav.
H napoucia ADA Gev eixe khivikd onpavukn enibpaon otnv aopdAeia. Aev undpxet enapkig apiBpos
aoBevdv yia tov npoobiopiopd g Enlﬁpuunc wv ADA omv anoteheopaukoma. Me Baon

A avdluon ehappag A6 ékBean oe ADA-B

aoBeveic, wotdao, n peiwon g ¢ ékBeang eival and 30% e olykplon pe évav
ko aoBevi kat Gev Bewpeital khwvika onpavukn.Zm pehémn CASPIAN, and toug 201 aoBevels nou
£haBav Bepaneia pe IMFINZI 1.500 mg kaBe 3 eBbopdbeg e auvd 6 pe Kal ftav
a§looynapol yia tv napouaia ADA, 0 (0%) aoBeveic nou eetdotnkav fitav Betikoi otnv avixveuon ADAs
om Bepaneia. H enimwon tou Beukol anoteAéopatog omv avixveuon ADA otn Bepaneia eni g
QappakokvnTKAg, n kKAwikn acpdlela Kat anoteAeopatkdtnta tou durvalumab bev Atav aflohoynaipec,
KaBug kavéva Geiypa twv aoBeviv nou efetdotikay Sev fitav Betikd oty avixveuon ADA otn Bepaneia pe

aoBeveic. Vnoxwpnon ennABe oe 39 aoBeveic. 4 and 1o 5 _gUomua durvalumab., H}\Kwuévo Aev avapépBnkav ouvolikd 6lanpupéc omv aopdlela petagy twv NAKIWPEVEVY
evbokpivondBeec: AapeaoAaBolpevos ané to 5_uroBl biopée: ftn pévn Baon (2 65 e16bv) kat Twv veotepwv aoBeviv. Ta debopiéva and uuHsvslq pe MMKI'I kat EZ-MKN n)\lmuq 75 ettov
Gebopévwv aopaleiag aoBeviv nou éhaBav povoeepum:lu e IMFINZI AaB: and 1 N peyaAUtepwv eival éva.Avagopd niBavol Ov:H avagopd

6 olotnpa 6¢ avékuye ot 222 (7,4%) aoBeveic, A é Bavohoyoup o pYEWV petd and tn xopfiynon Gbelag KukAoopiag Tou

BaBjod 3 o¢ 4 (< 0,1%) aoBeveic. O didpeaog xpovog wg v npdn eppdvion Atav 85 npépeg (e0pos:
1-562 npépeg). And toug 222 acBeveic, 218 aoBeveic EhaBav Bepaneia oppovikng unokatdotaong, 5

aoBeveic E}\aﬁuv uynhi G6on Kopnkomspouﬁmv ((ouAuxmov Aﬂ mg npeﬁwZovnc f avd

(appakeuTikol npoidviog eivar onpavuikn. Enipénel th ouvexn napakohotBnon g oxéong oq)é)\ouc-
Klvﬁuvou U Q]ﬂppﬂKCU(lKGU npolov‘loc Znteftar and toug enayyehpatiec uyeiag va avapépouv

npépa) vlu peaohaBoipevo and to Opevn and oppovlkn
unoxmamuun To IMFINZI écv 6laKonnKe 0 Kavévav uoBevn )\ovm ﬁluueoo)\uBouuevou uno w°
6 Bou ané 1o Im

ﬂuvﬁuuuptvn Baon Gzﬁopcvmv uaqm)\sluq aoBeviv  nou  éNaav povoﬂzpunsm pe  IMFINZI

ané 0 olotnpa 0¢ avékuye oe 43 (1,4%) aoBeveic,
ev unip€av neplotatikd Bqum’J 3 h 4. 0 6idpeoog xpdvog £wg TV NP eppdvion ftav 43 npépeg
(e0pog: 1-196 np:psq) 39 ano Toug 43 aoBeveig haPav watpiki Bspun[lu (leupu(o)\n Bupnbagon

evépyetec. EANGSa: EBvikdg Opyaviopse Oappdkwy,
Meooyeiwv 284, GR- 15562 Xo}\upvoc, ABAva. Tnk: + 30 21 32040380/337, ®at: + 30 21 06549585 ,

lot6ronog: - Kinpog: Oappakeutikég Ynnpeoieg, Ynoupyeio Yyeiag, CY-1475 Aeukwoia,
Tnk: +357 22608607, ®ag: + 357 22608669, lottonog: www.moh.gov.cy/phs. 4.9 YnepSoooloyia: Aev
undpxet kapia nAnpopopia oxetikd pie mv unepSoooloyia pe durvalumab. Te nepintwon unepSoaoloyiag,
o1 aoBeveig npénel va napakohouBolvtal oTevd yia onpeia A CUPMTWHATA aveniBUPNTWY EVEPYEILV Kat
npénet va 0 uuéumc GANA n aywyn.5. ®APMAKOAOTIKEE IAIOTHTEE:
5.1 ppaxoSuvap n kamyopia: PD 1/PDL 1 (Mpwreivn 1

A Sla0Awv aoBeatiou h B: etotéq), 12 aoBeveic
£€haBav Bupo€ivn dtav o 0¢ petépn oe 6, 11 aoBevelc éAaBav ouotnpatikd
kopukootepoeln kat 4 and toug 11 aoBeveic é\aPav Bepanein pe uynki Soon cuotnpaTKiY
Kopnkarmpnelﬁu’w (toukdxiarov 40 mg npebviZovng h 1aodlvapo ava npépa). To IMFINZI bev Siakdnnke

3 Kuvcvav auer:vn Aoyw unspeupsoelélapou Ynoxmpnon annABs oe 35 aoBeveiG. Aekaoktw uoewelc

npovpupuauauzvou Kurmpmou Guvmou /auvér:(nc Bavatou 1) avaotoheic, kwbikog ATC: LOTFFO3.
Mnxaviopée Gpdong: H eKlppuun e npwteTvnc uuvt’mn npoypappatiopévou Kuttapikoy Bavdtou-1
(PD-L1) eivat pia npooapp ,mrlwn pron nou BonBa toug dykoug va unotptuvouvlnv

avixveuan kat v e§dhenyn and to uvannnolnuxn atiompa. 0 PD-L1 pnopel va enaxBei and Lphvpovmﬁn
ohpata (n X. IFN-y) kat pnopei va EKlpan'[El 000 0€ KAPKIVIKG KUTIAPa 600 Kal O€ OXETIOHEVA HE TOV GYKO

p p po petd and unepBup M Podpevn and 1o

oo BaMov tou dykou. 0 PD L1 anokheiet  Aettoupyia kat tv evepyonoinon twv



T-kutdpwv péow aMnhenibpaong pe toug unoboxeis PD-1 kat CD80 (B7.1). Me m ouveon otoug
unoboxeic tou, o PD-L1 ennpedZet upvnnxu v Kuttapotofikn Spactikétnta twv T-Kutidpwv, mv

Mpwrapxik AviAuon® Avdluon MapakolouBnang

N ; 5 Etav?

0 TOUG Kal TV napaywy To durvalumab efvat éva nAfpwg avy

6 avtiowpa pivng G1 kana (g6 1x) nou anokAeier exhextika v uMnAEnlﬁpuan ou IMFINZI EI’KWIKé IMFINZI El’KﬂVIKé
P[] L1 pe toug PD-1 kat CDHU (B7.1). To durvalumab Gev znavel zﬁup(mpevn and 10 aviiowpa (n=476) Pappaxe (n=476) Pupparo
KuttapopecoAaBouUpevn Kunapn(oElKomm (ADCC). 0 twv aMnheniSpa (n=237) (n=237)
PD-L1/PD-1 kat PD-L1/CD80 evioxdet ug hoyiké P Kat auavel v HR (95% CI) 0,52 (0,42, 0,65) 0,55 (0,45, 0,68)

v T-kuTtd Khvikn A Kau uama)\zm 01 86016 durvalumab 10 mg/ ’

kg Kaee 2 eBBopddeg n 1.500 mg kabe & eﬁéopuézc a§lodoynBnkav oe K)\IVIKEC peréteg MMKI kat EZ- P-un P <0,0001
MKI. Me Buun n povielonoinon kat tv npooopoiwon g ékBeong, ng uxéong aopalelag-¢kBeang kat PFS otoug 12 phve
wv (t)v beb exﬂcunqp ’ A : gzv ﬁnnpxn:v u:’upzvo:zveq Khlclea (%) ¢ e 95,9% 35,3% 55,7% 34,5%
anuavm{zc Slapopég otnv anoteAeopatikétnta Kat ty aopdAeta petafl twv déoewv durvalumab 10 mg/ (95% CI1) (51,0%, 60,4%) | (29,0%, 41,7%) | (51,0%, 60.2%) | (28,3%, 40,8%)
kg kdBe 2 eBbopabeg n 1.500 mg kabe 4 epbopabes. MMKIT — MeAém PACIFIC: H anoteheopaukdtnta tou PFS otouc 18 pive
IMFINZI a€iohoyfBnke om pehétn PACIFIC, pia éun, BinhG-tught, ehepidyevn pe ewond | o < 18 paves 14,2% 27,0% 91% 27,5%
qmppuka NOAUKeVTpIKN PEAETN Oe 713 aoBeveiS e Tonikd npoxwpnpévo, avevxr:lpnm MMEKI1. Ot aoBeveic (95% cI) (37,7%, 50,5%) | (19,9%, 34,5%) | (44,2%, 53,8%) | (21,6%, 33,6%)
eixav ohokAnpduel toukdxiotov 2 kOkhoug nipoug xnpetoBepaneiog pe Bdon v mAativa kau
akuvoBepaneia eviog 1 éwg 42 npeptv npiv and v évap§n tng pehétng Kat eixav katdotaon andSoong PFS otoug 48 piiveg 35,0% 19.9%
Katd ECOG 0 f 1. Eveviiva 600 toig ekatd twv aoBeviv eixav AdBet ouvokikn §on 54 éwg 66 Gy (%) , 9%' 40,1%) (144%’ 26,1%)
akuvoBoliag. H pehén anékhewwe v évia€n aoBevidv, Twv onoiwv n vooog eixe e§ehxBei petd and (95% CI) e e

B aoBevav pe nponyolpevn ékBean oe uv(iutupu anti-PD-1 n anti- PFS otoug 60 piveg 33,1% 19,0%
PD L1, uuBevmv e cvepvn n Bep: ¢ V000 eviog 2 r(u)v and v Evap{n (%) (95% CI) (28,0%, 38.2%) | (13,6%, 25,2%)
MG HEAETNG, HE (0TOPIKO uvoaoavenapkslac, Ve 10T0piKG coBapiv b ané 1w

0 uumnpu B0p: PYEIDV, HE 1GTPIKEG nou éxpniav HaTKN PRS2
(QVOUOKATAOTOAAG, EKTOG and tn yikn 66on buwv, pe evepyd Awépeon PFS2 (phveg) 28,3 17,1
upatiowon i nnattuba B i € HIV Aoipwgn f aoBeviv nou ékaBav epBohio Jiviwy eSaoBevnpévaov 1dv (95% C1) (25,1, 34,7) (14,5, 20,7)
eviag 30 npeptv npwv n petd mv évap€n tou IMFINZI. Ot acBeveis tuxatonomBnkav 2:1 yia va AdBouv eite
10 mg/kg IMFINZI (n = 476) 1 10 mg/kg eiovikol pappdkou (n = 237) péaw evbopéBiag éyxuang kaBe 2 HR (55% € 0,58 (046, 0.73)
£BBopabeg yia éwg Kal 12 phveg h £wg Ty ep@avion pn anobektng tofikétntag h eniPeBaiwpévng eEEMiEng p-upn p<0,0001

g vooou. H wxatonoinon otpwpatononBnke katd godo, nhikia (< 65 ewdv évave 2 65 1dv) Kau
Kkatdotaong kanviopatog (KanviotAg évava pn kanviotn). Itoug acBeveic nou napouciaZav é\eyxo g
v6oou otoug 12 piveg 66Bnke n enthoyn va enavahdBouv t Bepanela éwg mv e€ENiEn tng véoou. Ot
exupnoeig 1ou ykou Hie§dyoviav kaBe 8 eBSopdbeg yia toug npdtoug 12 pives kat akohotBuwg kaBe 12
eBBopdbec pz(énzna 01 aoBeveic eviaxBnkav aszdpmm and to eninebo ékppacng tou PD-L1 tou Gykou
Tous. Onou nmv ﬁluﬂmlua. upleuKa 6e(vpum 10TV GVKDU nou eAngBnoav npw and tn Bepanela
i 6 yia mv ékppaon tou PD-L1 oe kitapa dykou (TC),
xpnaiponoi@viag tn Sokipaaia IHC VENTANA PD-L1(SP263). And toug 713 aoBeveic nou tuxatonoinBnkav,
10 63% 1wV aoBevidv napeixe elypa 10to00 enapkols noIdTnTag Kat noodTNTag yia Tov npoodioplopd e
£kppaong tou PD-L1 kat oto 37% fitav pn yvwotd. Ta Snpoypagikd Kat XapaknpioTikd TG véoou Katd my
apxikn ektipnon ftav kaAd wopponnpéva petafl twv okeA@v g perétng. Ta Snpoypagika otoixeia tou
ouvoikoU MAnBuopol Tg HEAETNG Katd TV apXIkn ektipnon Atav ta e§nc: dvBpeg (70%), nAwkia = 65 etiv
(45%), nhikia = 75 etov (8%), Aeukoi (69%), Aaidteg (27%), aMhot (4%), evepyoi kanviotég (16%), npdnv
kanviotég (75%), aoBeveig nou Sev unApEav noté kanviotés (9%), Katdotaong AndSoang kata ECOG 0
(49%), Kataotaong AnéGoong katd ECOG 1 (51%). Ta xapaktnplotkd tng véoou ftav ta e€ng: Etdbio I11A
(53%), Ztabio NlIB (45%), unoopdbeq nAakwboug 1otohoyikoU Tnou (46%), pn nAakwboug (otoloyikol
nou (54%). And toug 451 aoBeveis pe SiaBawn ékppaan tou PD L1, 1o 67% napouaiaZav éxppaon TC
= 1% [PD-L1 TC 1-24% (32%), PD L1 TC = 25% (35%)] ka1 10 33% napousiale ékppaon TC < 1%. Ta GUo
npwieliovia KAtaAnKTkG onpieia g perémng Atav n elelBepn e€éNiEng tng véoou eniBiwon (PFS) kat n
ouvoiki :nlﬁlu)crn (0S) ot0 oK:)\Dq tou IMFINZI évava tou eikovikol lpuppuKuu Ta Seutepedovia
unpr:lu A AGpB v PFS otoug 12 pveg (PFS 12) kat toug 18

prveg (PFS 18) ané tv qumonomun, Tov Xp6vo and v Tuxatonoinan éwg tn Aedtepn EEENEN (PFS2). H
PFS exupiBnke péow T pévns AveEipung Kevipicis Enttponiis AGiokynan (BICR) adpiguva
HE Ta KpITthpla a{lo}\ovnunc g avtandkpiong ot oupnayeic dykoug (RECIST) v1.1. H peNétn katébei€e pia
otanoTkd onpavukn Bedtivwon oy PFS oy opdba nou éAape Bepaneia pe IMFINZI og oUykpion pe v
opaba tou ekovikod pappdkou [avahoyia kivbovou (HR) = 0,52 (95% Cl: 0,42, 0,65), p < 0,0001]. H perémn
katébei€e otauouka onpavakn BeAtiwon tng 0S otnv opdba nou éhaBe Bepaneia pe IMFINZI ae alykpion
e v opdda Tou eikovikoU papudkou [HR = 0,68 (95% Cl: 0,53, 0,87), p = 0,00251]. Imv avduon
napakohoiBnong 5 e, pe Gidpeon napakolotBnon 34,2 pives, 1o IMFINZI ouvéxioe va emBewviel
BeAuwpévn ouvoikn eniBiwan (0S) kar eetBepn npodbou voou emBiwon (PFS) oe olykpion pe 0
£IKOVIKG Qappako. Ta anotehéopiata g 0S kat tng PFS ané v npwtapxikn avdAuon kat tv avduon

*Mpwtapxikn avihuon g PFS katd v anokonn Sebopévwy (data cut-off) oug 13 OeBpouapiou 2017.
Mpwtapxikn avahuon mg 05 kat tng PFS2katd mv anokonn Bsﬁupévmv (data cut-off) ot 11 lavouapiou
2021. # Avaluon tng 0S kat g PFS oty enuszE(uon Katd v unoKonn ézﬁopcvwv (data cut-off) (mc
20 Maptiou 2020. ¥ H PFS2 opiZetat wg o xpovog and mv i £wg TV

Bedtepng e§Mng tng vooou (nou opiZetar and ta Tonikd npétuna kAvikAg npaktkig) n tov Bavato.NR:
Aev eneteuxBn. O1 kapnuAeg Kaplan-Meier tng ouvohikng emiBiwong kat tg eAedBepng npodGou vooou
eniBiwong and tv avdAuon g napakohoUBnang 5 ewov napouaidZoviar oug Ewdveg 1 kai 2.

Ewkova 1. KapniAn Kaplan-Meier tng Zuvohikig EniBiwong

Audyieon 05 (95% CI)
os -
0 IMFINZI 47,5 (38,4, 52,6)
Eiovik plppako 29,1(22,1,351)

Hazard ratio(HR) (95% CI): ~ 0.71(0.57. 0.88)

MiBavéenta Suvohits EniBiwoong
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Ewkdéva 2. KapniAn Kaplan-Meier tng EAeiBepng NMpoddou Néoou Eniiwang

w0 o 0S (95% C1)

IMFINZI 17.2(12,3,23,8)
Fikovikds pippako 566,77

3
3
g
napakohoUBnong ouvoyifoviar otov Mivaka 4. Mivakag 4. Aebopéva anoteAeopauikétntag yua & g Hazard ratioHR) (95% CI): 0,55 (0,44, 0.67)
Mehém PACIFIC £3"
ST w
Npuwtapxuh Avihuon® Avdluon I'Iapn’m:kouﬂnang G5
5 Etwvf E 3w
=
6 é g o
IMFINZI ::‘:"";:: IMFINZI ::(::::Z i
(n=476) (n=237) (n=476) (n=237) o v
. Crom pigpara
0s R EEETEEEE R EEEEEE]
ApiByc Bavéwv (%) 183(384%) | 116(48.9%) | 264(555%) | 155 (65,4%) ) Yoivog ané v wisionolnon (ivec)
p - s V3 6 9 oM s W % m WM U W LS e %Y W a ke
Audpeon (privec) NR 28,7 4.5 1 wa R
(95% CI) (34,7, NR) (22,9, NR) (38,1,52,9) (22,1,35,1) Eondeiuoo 77 16 105 8 6 % @ & ¥ % N 7 B Jm 4w 2 A W W E & 10
HR (95% CI) 0,68 (0,53, 0,87) 0,72 (0,59, 0,89)
apiplnhzvpn H Behtiwon otnv PFS kat v 0S unép twv aoBeviv nou éhaBav IMFINZI oe olykpion pe ekelvoug
p-ph (95% C) 0,00251 nou e)\uﬂuv EIKOVIKO (papIaKo nupumpnﬂnkﬂv ataBepd oe oheg g npokaBopiopéveg unoopabes nou
" g eBvIkng éN ¢ nAiag, Tou pUAou, Tou 10TOPIKOU
0S otoug 24 priveg (%) 66,3% 55,6% 66,3% 55,3% kanviopatog, Mg katdotaong petdMagng tou unoboxéa tou emibeppikoy augntikol napdyovia (EGFR)
(95% CI) (61,7%, 70,4%) | (48,9%, 61,3%) | (61,8%, 70,4%) | (48,6%, 61,4%) Kkat g otohoyiag. Metayevéatepn avaluon uno-opdbag avd ékppaon tou PD-L1: Exouv Sie§axBei
p-h 0,005 eninp6oBeteg avaAioelg uno-opabwy yia Ty afloAdynon tng anoteAeopatikéTntag ava eninedo ékppaong
A Tou PD-L1 tou GyKou (= 25%, 1-24%, = 1%, < 1%) kal yia Toug aoBeveic Twv onoiwv n katdotaon tou PD-
% % %
05 ovoug ;8 uiiveg (%) l;ZJ " 3;;'3 ” L1 8ev pnopei va kaBopuotei (PD-L1 pn yvworn). Ta anoteAéopiata g PFS kat tg 0S and mv avahuan
(95% C1) (45,0%, 54,2%) | (30,1%, 42,6%) 08! 5 etdv ouvoyiovtal oug Ewdveg 3, 4, 5 Kat 6.
0S otoug 60 piveg (%) 42,9% 33,6%
(95% C1) (38,2%, 47,4%) | (27,3%, 39,6%)
PFS
ApiBuog oupBaviwy (%) | 214 (45,0%) 157 (66,2%) 268 (56,3%) 175 (73,8%)
Aiapeon PFS (paveg) 16,8 5,6 16,9 56
(95% CI) (13,0, 18,1) (4,6,7,8) (13,03, 23,9) (4,8,7,7)

Ewéva 3. KapniAn Kaplan-Meier tng Zuvohwiiq Enipiwong yia PD--L1TC = 1%
ipeon 05 (95% C)

Twv opdbev tou IMFINZI kat tou ekovikou gappdkou. KaB' 6An t Gidpketa g perémng éwg mv EBSopaba
48, bev unnp& KAllen anpavaikn Slagopd petal tav opa()mv Tou IMFINZI Kat Tou eikovikou muppm(au

IMFINZI 57.4 (43,7, NR)
Eikoviko gappako 29,6(17,7,44,7)
Hazard ratio(HR) (95% CI): 0,60 (0,43, 0,84)

MiBavétnta Fuvohikic EmBiwang
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Ewova 4. KapniAn Kaplan-Meier tg EAetBepng Mpodbou Nooou EniBiwong yia PD-L1TC 2 1%

6 Kat T HRQoL (nwg exupdrar and Siagopd peyahdtepn and f {on pe
IIJ povuﬁ:(;) MKI7 MsAErn CASPIAN: H CASPIAN fav pia pelém nou Uxeﬁlucrmxr: ya va aiohoynoe
v anoteAeapatkdtnta tou IMFINZI pe f xwpic tremel b oe HO e ion kat zl(c
kapBonAativn eite olonAativn. H CASPIAN fAtav pia évn, QVOIXTAG EMNON p
perémn oe 805 aoBeveic pe EX-MKM nou ev eixav AaBer nponyoupévawg Bepaneia, pe Aeoupy
Kardotaan kata NOY/ECOG 0 A 1, awpatikd Bapog > 30 kg, kmé}\).nhouqvm Myn Bepaneutikol axnpatog
xnp:loﬂr:paneluc pe Buun v nhativa wg Bepunela npwng vpupunc yia MK, pe npoaﬁokluo Twnc
212 &f pia BAGBN-utx0 UUpPuVa PE T Kpl(l'lplu RECIST L1k Enupxn )\muupvlu
opvavmv Kat puehot twv oot@v. Ot aoBeveic B
fitav anlAEEmol H pedémn anEK)\swe uoetvelc e lO’(CIpIKO Bepanzluc e amlvoﬂo}\lu [ Bu)puKu,
10T0pIKG  €VEpYOU

ou nupnvmn)\uapmlmu auvﬁpopou (PNS), svspvzc 1 nponyou ypapp
n PAeyu é xpnan evtoc ]4 NyEPWV Mptv and v
npwm 6don g Bepaneiag extdg and  puotooyikn 66on Twv Dv, evepyn

Qupatioon n nnatiuda B A C A HIV Anlpmﬁn 1 aoBeveic nou ékaBav Jwvtavo EEuaﬂEvnpsvo epPohio eviog
30 nyepwv npwv A petd v évapgn tou IMFINZI. H wxatonoinon otpwpatonolnBnke oUpguwva pe v
npoypappatiopévn Bepaneia pe Baon v nhativa (kapBonAativn A aionAativn) atov kUKAo 1. Ot aoBevei
wxaononBnkav 1: 1: 1 yia va ABouv: e Tkéhog 1: IMFINZI 1.500 mg + tremelimumab 75 mg + etonoain
Kal eite kapBomAativn &ite alonAativn. e Ikéhog 2: IMFINZI 1.500 mg + etonoaibn kat eite kapBonAativn
elte Aativn. e Zkélog 3: Eite kapBonAativn (AUC 5 h 6 mg/ml/min) eite {vn (75-80 mg/m?)

10 Audyieon 05 (95% CI)
03 IMHINZ 239 (17,2, 41.4)
os; Eioviko gdppako 56 (3,6, 11,0)

Hagzard ralio(HR) (95% CI) 0,49 (0,36, 0,66)

NiBavétta EAedBepng MposSou
Néoou Eniiwang

mv Hpépu 1 kat eronooidn (80-100 mg/m?) evophéfia ug Hpépeg 1, 2 kat 3 kdBe kukhou 21 npepdov
yia 4 éwg 6 KuKAouc la (ouc aastelc nou tuxaloneinBnkav oto XKsAoc 1 Kal 2, n eronoaidn Kal eite n
BonAativn &ite n A o€ 4 kUkhoug o npdypappa kaBe 3 efbopdbeg petd v

H povoBepaneia pe IMFINZI i aBe 4 efSopabieg péxpt mv e§gMi§n tg vooou v

eppavian pn anobektAg Tofikdtntac. H xoprynan povoBepaneiag IMFINZI enitpendtav népav tng e§MiEng
ng voou, ev 0 aoBevig Atav KAIKA otaBepdg Kat anokdpZe KAVIKG 6pehog dnwg KaBopiotnke and tov
epeuvnti. Ot aoBeveig nou wxatonoinBnkav oto Ikéhog 3, eixav t Suvatdtia va AdBouv ouvohika é su]q

02 Kat b kikhoug it Km eite kapBonA &ite A Metd tnv ohokAi mg
o + nhativag, n A Kpavan (PCl) povo oto ZkéAog 3 Katd mv Kplan
00 Tou epeuvnun. Ot afohoynoelg twv ovl«uv Sie€xBnoav mv EBﬁnpuﬁu 6 kau v EBGopaba 12 ano m
Taoe s ’;(po’cn(’;";”m:’mx’;m:“["":n (I:nv?cj Soswoa e u e npepopnvia mq(uxumnnlnanc Kat atn guvéxela KaBe 8 efbopdd pexpl va eniBeBaiwBei n
[ eGéMEn me vooou. Ot uElo)\ovnot:lc enlﬁ(manc Bie§dyovtav KaBe 2 phveg petd t Siakonn tng Bepaneiag.
[ 003 6 9w W % 7 W W B W RS WS ST W0 u e Ta np onpela ftav n Zuvohkn EniBiwon (0S) wv IMFINZI + etonooibn + nhativa
Mg O MIBWIWWE QD LND SN0 E AN %N 2B L0 (Ekéog 2) évavu etonoaibng + nAativag povo (Tkéhog 3) kat IMFINZI + tremelimumab + etonooibn +
Fondginoo TS S m ool B By s s 7 nhativa pévo (Zkéhog 1) évavu etonooibng + mhativag pévo (Zkéhog 3). To Baaikd Geutepetiov KataAnKtkG
onpelo ftav n eXedBepn eEMENG tng vooou emiBiwon (PFS). AMa Geutepedovia kataAnkukd onela frtav
Ewéva 5. Aevbpéypappa tg Zuvohwiig Eniiwong avé enineSo éxppaong tou PD-L1 10 MNogootd Avukerpevikng Avianokpiang (ORR), ta opoonpia 0S kat PFS kat ot ExBaoeig nou avagépBnkav
oe aoBeveic (PRO). Ot PFS kat ORR agoAoynBnkav xpnotpionoliveag T eKUHNCELS TOU EPEUVNTA GUPQWVA
pe ta kpunpia RECIST v1.1. Ta Gnpoypagikd Kal ta Xapakmpiotkd g vouou Katd Ty apxiki ektiunon
ZupBvea/N 0%) fitav kaAd otaBpiopéva psmEu twv o okeAdv g pc)\smc (268 uuHsvslq ato ZKEAOQ 2 xat 269 aoBeveic
IMFINZI Eikoviké pappako 010 ZKéAog 3). Ta Snpoypagikd otoixeia tou A\ e pe)\cmc Katd mv uleKn extiunon
. fitav ta e§hg: Avpeg (69,6%), nhikia = 65 tdbv (39,6%), bidpeon nhikia 63 etwv (eUpog 28 £uwg 82 tv),
Ohot o AcBeveic 0 ZELIATE (S5,5%)  155/237 (65.4%) Aeukoi (83,8%), Aawdreg (14,5%), padpot ot Appoapepikavoi (0,9%), aMot (0,6%), pn lonavépwvot i
Aativot (96,1%), evepyol i npwnv kanviotég (93,1%), aoBeveic nou Gev unnp€av noté kanviotég (6,9%),
PO-LITC=1% 103/212 (48.6%) 56/91 (61.5%) Katdotaong Andoong katd MOY/ECOG 0 (35,2%), Katdotaong AndSoong katd MOY/ECOG 1 (64,8%),
T1abio IV 90,3%, 24,6% twv acBevidv eixav AdBet aionAativn kat 1o 74,1% twv acBeviv eixav AdBet
PD-L1TC=25% e 2471476 (51,9%) 27144 (61,4%) KkapBonAativn. I1o Zkéog 3, 10 56 8% E}\uﬁuv 6 kUKAoug etonooifng + nAativag Kai to 7,8% twv acBeviv
€haPe PCI. Ze pia ) avdAuan, n pehétn katédei€e pia otatotkd
PD-L1TC 1-24% e 52/97 (53.6%) 29/47 (81.7%) onpavukn Behtiwon o ouvohikn eniBiwon (0S) pe o IMFINZI + etonooibn + nhativa (Zkéhog 2) évavu
etonooidng + nAativag pévo (Ekéhog 3) [HR=0,73 (95% Cl: 0,591, 0,909), p=0,0047]. Mapodo nou Gev
PD-L1TC<1% e 59/90 (65,6%) 35/58 (60,3%) efetdotnke enionpa wg NPog T anpi , 10 IMFINZI + {6n + nAativa katébei€e BeAtion
oy PFS évavu etonooifing + nhativag pévo [HR=0,78 (95% Cl: 0,645, 0,936)]. Lnnv npoypappaucpévn
PD-L1 Mn yvawoth ——ri 102/174 (58,6%) 64/88 (72,7%) avahuon napakohoUBnong (Gidpeon Sidpketa: 25,1 pveg), To IMFINZI + etonoaitn + nAativa (Zkéog 2)
r r 1 T évavu etonoaifing + mhativag (Zkélog 3) ouvéxioe va katadetkviel BeAuwpévn ouvohikn eniBiwan (0S).
025 075 125 175 Ta anoteéopata g ouvohikig eniBiwong (0S), mg eletBepng §ENEng g vooou emiBiwang (PFS),
TOU N000OTOU AVTIKEIHEVIKAG avtandkpiong (ORR) kai g Sidpkelag tg aviandkpiong (DoR) and v
Ewkéva 6. AevBpoypappa tng EAeiBepng NMpodbou Nésou EmBiweng ava eninebo & Tou évn avdhuon AoU! atov Mivaka 5, ot kapnlAeg Kaplan-Meier
PD-L1 yia  ouvohikn eniBiwon (0S) kat tv eXetBepn Eﬁt:)\xEnq ng véoou eniBiwon (PFS) napouoiddovial oug
Ewkoveg 7 kat 8. NMivakag 5. AeSopéva anoteAeopaukdtntag yia  MeAén CASPIAN®
TupBavia/N (%) Ikéhog 2: IMFINZI + etonooibn | EIkéog 3: eronocidn kat
L Kat eite kaponharivn eite eite kapBonAarivn eite
IMFINZI Etoud glpparo ownhativn ownhativn
Ohot o1 AdBevelc @ 268/476 (56,3%)  175/237 (73,8%) (n=268) (n=269)
0s
PD-L1TC=1% —eo— 111/212 (52,4%) 69/91 (75,8%) B B
Ap1Buog v Bavatwy (%) 210(78,4) 231(85,9)
PD-L1TC 2 25% —— 61/115(53,0%)  33/44 (75,0%) Aiéieon 0S (ufivec) 129 105
(95% CI) (11,3,14,7) 9,3,11,2)
PD-L1TC 1-24% —— 50/97 (51,5%) 36/47 (76,6%) HR (95% CI)* 0,75 (0,625, 0,910)
p- upAY 0,0032
PD-L1TC<1% e 55/90 (61,1%) £41/58 (70,7%) 0S oroug 18 piiveg (%) 32,0 2.8
(95% C1) (26,5,37,7) (19,7, 30,1)
PD-L1 Mn yvwoth —— 102/174 (58,6%) 65/88 (73,9%) PFs
— T T
04 06 08 10 12 Ap1Budc Twv aupBaviwy (%) 234(87,3) 236 (87,7)
Zuvoika, to npopil aopdhelag tou durvalumab otnv unoopdada aoBevev pe PD-L1 TC = 1% napouciale Miépean PFS (piveg) 5,1 54
auvenzlu pETOU n)\neuauou ue npéBean et:pune[ac. 6nwg Kal tng unoopddag aoBevedv pe PD-L1TC < 1%. (95% CI) (4,7,6,2) (4,8,6,2)
: Ta oupnudpata nou avulpepenkuv and toug aoBeveig, n "
)\cl(oupvlko(nm Kat ta Ecﬁopwa g oxeud6pevng pe v uyeia noidtnta anc (HRGoL) auMéxB: R (75% O 0,80 (0,665, 0.95%)
0 Aéyto EORTC QLQ-C30 kai v evétnta autol yia tov kapkivo PFS otoug 6 piveg (%) 45,4 458
ou nvzupovu (EORTC QLQ-LC13). To LC13 kat 1o C30 aiohoynBnkav katd mv apxikn ektipnan, kabe & (95% CI) (39,3,51,3) (39,5,51,9)
eBbopabeg yia ug npwieg 8 ef AoUBwg kaBe 8 eBBopabeg wg tv oAokAn ng nepiddou PFS atoug 12 piveg (%) 17,9 53
eepanzfac 11 Stakonn tou IMFINZI Adyw to€ikdtntag f e§MEng g vooou. H aupudpq:umn fitav yevika (95% CI) (13,5,22,8) (2.9,8,8)
napépota petafl twv upuﬁuw Bepaneiag pe IMFINZ[ Kal EKOVIKO lpuppaxo (83% évavu 85,1% v
Aik@v alohoyn eviinwv nou Katd tv apxikn extipnan, Sev napatnpiBnkav ORR n (%) 182 (67,9) 156 (58,0)
Slagopés ota gupnt@yata nou avagépBnkav and toug acBeveic, T Aettoupyikotnta kat t HRAoL petagl (95% cIf (620,735 (51,8, 64,0)




: s Sebopéva yia v aopal £ kat petaMaGoyévean: H evbexop prvoyovog kat

Mktens Aveancpien n () 168 20D Yovoto§ikn Spdon tou durvalumab Sev éxouv extipnBei. i tofikoloyia: Onawg éxet
Mepikhi Avtandkpian n (%) 175 (65,3) 154 (57,2) om Ypagia, to povond PD-1/PD-L1 SiabpapatiZel kevipikd pdho ot Blatipnan Tng eyKupoalvng,
Aépeon DoR (piveg) 51 51 Sampdviag ™ pntpikn avoolakn avekukotnta oto épBpuo kat ot poviéha alhoyevols eykupoolvng oe
(95% CI1)°* (4.9,5,3) (%,8,53) novukd, n Sidanaon tou anpatog tou PD-L1 anobeixBnke o oﬁnvzi e pia augnpévn epBpuikn anmAela
Ie pd\mc avanapaywyng oe Zwu n xophynan tou durvalumab oe vauouc Kuvopahvouc niBnkoug, and
¢ Avdhuon tng nupuKo)\ouenunc v 0S, PFS ORR kai DoR pe nnoKonn Iu)v évav 27 Iy Baiwon g eykup €wg Tov ToKetd, ot enineba éxBeang nepinou 18 gopég uynAdtepa and
2020°H uvu)\uun pY HIKNG Katatagng, exeiva nou napampnBnkav atnv khivikd b6an twv 10 mg/kg durvalumab (e Baon v AUC), auoxetiotnke
Ipooappodovag v np évn Bepaneia nMrlvuc otov Kux)\u i (Kupﬂon).mlvn f oenativn) kat Jie petagopd otov nAakolvea, aAAd Oxt pe PnTpikn Tofikotnta n embpdoeig omv epBpuikn avantugn, v
0 uc b e katdtagng g P00y ¥ Katd v evbid avéhuon €xBaon g eykupoolvng h v petayevwwnukn avantwgn. Apehntéa enineba durvalumab BpéBnkav oto

(anokonn GeGopévwv 11 Maptiou 2019) n p-uph tng 0S Atav 0,0047, n onoia mnpouoe to 6pio yia
m Shhwon otatoukng anpuvuxurmuq ou 0,0178 yia 4% ouvohd apginkeupn upn a, pe Bdon ™
auvnpmun Gandvng nupnpﬂpou aLan-| DeMe(s Ve 6pio tWnou 0 Brien Flemmg pE TV npuvptho apiBuod

ul nou “EK Twv UoTépwv avahuan.

Ewdva 7. KapniAn Kaplan-Meier tng Zuvolikiig Emfiwong (0S)

yaha kuvopoAéywv miBhkwv Ty Hpépa 28 petd t yévvnan. 6. ®APMAKEYTIKEE TAHPOQOPIEE: 6.1
KatdAoyog ek8oxwv: loubivn, loudivn uGpoxAwpikn povoidpikn, ToexaAdn Siubpikn, MoAucopBiko 80,
Yowp yia evéoya. 6.2 AoupBatotnteg: EMeiyer pehetdv oxeukd pe n oupatomng,  napov
(pappakeuTkd npoiov Sev npénet va avaperyvietal pe dMa gappakeutika npoiovia. 6.3 Adpketa Jwig:
Mn avoiypévo gmu)\lﬁn 3 xpévw Aggu.uyévo Siahupa: H xnpu«'v Kat LpuolKr'\ otaBepdTnTa Katd T XpRoneéxet
katabexBel yia éwg 30 npépeg otoug 2°C £wg 8°C Kul yia Eu)(; 24 Gpeg ve Beppokpaoia Swpatiou (Ewg
25°C) and t uypn g np i Ano A anolpn 10 apaiwpiévo Hidhupa yia svxuan
npénel va xpnatponoleftal apéows. Edv Gev xpnoipononBel apéowc, ot xpovor GUAaENG katd v xphon

o aigpeonos [ os%0) Kat ot ouvBNKeg Npv and t xpion eival euBivn Tou xpRotn kat Gev Ba fitav Kavovika neplodTePo and
0 IMFINZI1 cronooiBn i nkativa 129 (13,147 24 wpeg oe 2°C £ &g 8°C 1 12 wpeg o ﬂcppuxpuﬂlu Swpatiou (éwg 25°C), etdg edv n apaiwon xet
2 o ‘Etoncoibn + nhativa 105 ©93,112) { o€ eheyxo Kat uunmt:c ouvBnke. 6.4 l5|n|tz|m; npopulageig
g w Avakoyia KBivou (95% C1) Katd t @UAagn tou npoidvrog:Ouldooete ot Yuyeio (2°C — 8°C). Mnv katayUxete. OuNGooete oty
2 s PRI+ oo ¢ e e o + oo .75 1425, 09NN apxiki ia ya vanp Uetat and o g Ma ug ouvBikeg ﬁmlﬁpnunq pmi v apaioon tou
S U npoidvrog, BA. 6.3. 6.5 ®hon Kai ouotatiKa Tou ncpmﬂn 24ml nquou
8 n 6BlaAdpatog oe glakibio ané yuaki Tnou 1 pe e\ é¢ nwpa 0 Kal pia ykpt
= .
021 ——MNZeolat sy ogpayion ahoupiviou nou nepiéxet 120 mg durvalumab. MéyeBog ouokeuasiag tou 1 giakiGiou. 10 ml
o . onoopive nukvo( BioAdpatog ge uakibio and yuahi Tinou 1 pe ehactopepéc nipa elxwpnang Kat pl'u Aeukn
00 T T T T 7 e 7 % oppdyion oy nepiéxet 500 mg durvalum.:-:b MéyeBog z!ﬁkeuumuc twou 1
Xpbvoc and v woxmaonolnon (uived) @uakiiou. Mnopel va i dhes ot 6618
Kat nMng i Tou To IMFINZI nupexnm mq qxluhﬁlo povnq 8oang kat
Aplisaddendvocnivbe 0 3§ s om s W a  a m  wm m u eV nepiéxel kavéva ouvInpnTikG, npénet va peltal donn texvikn. o EAEyEte ontikd 10 (pappakeutikd
o W woow om W w w s & @ a8 2 0 ;i 5 i ieé 7oV & ' 0
""‘""‘ﬂm""::‘:: b S S X . : . npoidv yia owpatidia kat anoxpapaucpo. To IMFINZI eivar Siauyég €wg pibidov, axpwpio éwg ehagpg

Ewéva 8. KapniAn Kaplan-Meier tng EAetBepng E€€AiEng tng Néoou EniBiwong (PFS)

kitpo Sidhupa. Anoppiyre 1o ahibio, edv to Sidhupa eivar Bod, anoxpwpatiapévo f napampotivial
opatd owpariSia. Mnv avakivelte 1o giakibio. » AdBete tov anartolpevo dyko and to(a) piakidio(a) IMFINZI
Kal HETAPEPETE ToV EvIOG EvOg udkou evboghepiag (IV) nou nepiéxet xA vatpio 9 mg/
ml (0,9%) evéaipo Siahupa i yAukoZn 50 mg/ml (5%) zvempn Bm)\upu AvnplE(z 10 apaiwpévo Sidhupa

pe hna A. H teAikh ouykévipwan tou npena va elvar petagy 1 mg/ml

apeonps | o5R0) kat 15 mg/ml. Mnv Oxete n 10 Gidhupa. @ Anoppiy Hn
:: [ ———— o .62 npoiov nou éxet napayieiver ato @iakibio. Xophiynan: e Xopnyeite to Siahupia £yxuang evBopAépia yia 1
o, presmer gy, 7 YT Wpa péow piag w&o@}\éﬂlac YPappAg nou nepléxel éva ev-oeipd (in-line) mr:l'po xapnAng npm(:'l'vmﬁc
; . vadoyia Krbivos (T obvbeong piktpo 0,2 1 0, 22 pm. eMn wvxupnvms akha qfuppnxsuuku npoiovia ufuw g {iag ypappng
- AN carole v o ol e 17 645,091 épcon, Kie 6 npoidy A unéAetpyia npénet va olpgva pe TG
£ - Katd T0noug (0XUOUTEG OXETIKEG ﬁlomﬁelc 7. KATOXOZ THZ AAEIAZ KYKAO®OPIAE: AstraZeneca AB,
H i SE-151 85 Sdertilje, Zoundia. 8. APIGMOZ(0I) AAEIAZ KYKAO®OPIAL: EU/1/18/1322/002 120 mg
=i P (puahibio, EU/1/18/1322/001 500 mg quahiSio. 9. HMEPOMHNIA IPATHE EKPIEHE/ANANENEHE THE
o AAEIAL: Hpepopnvia npamng éykpiong: 21 ZentepBpiou 2018. 10. HMEPOMHNIA ANAGEAPHEHE TOY
i KEIMENOY: 21 Maptiou 2022
7 3 7 LI S T T N S TR TR T
Xpvog and Tnv tuxatonoinon (prives) A Yia 1o napov 6 npoiov eival Tov BIKTUaKG T6Mo Tou
bl 0 s s , s w o oa a ow ow % Eupwnaiko Opyaviopoy Gappdkwy: http://www.ema.europa.eu.
N toowolntiate 2 w4 m6 W W W & e @ n b [
conooln + et F I B S - S A S B I T Noookopetaks
Neptypapn Mpoidvrog T XovBpikh Tiph o
AvéAuan unoopdbac: Ot BeAuiaelg ot Tuvokikn EniBiwan (0S) unép twv acBevidv nou éhaBav IMFINZI -
+ etonooiSn + nhativa oe abyKplon I"? ekelvoug rou éAaBav {6 n}\u(lvﬂ “ovo IMFINZI C/S.SOL.IN 50MG/ML 1 vialx 10 ml 248734€ 228375€ 2.05335€
He ouvénela oe ONeg TG d6eg pe Paon ta b d otowxeia, Tn f IMFINZI C/S.SOL.IN 50MG/ML 1 vial x 2.4 ml 62747€ 548,10€ 49280€
nepioxn, T xphan kapBonAativng f alonativng kai ta a g vooou. laibiatpikéc nAnBuapdc:

0 Eupwnaikdg Opyaviopds Qappdkwv éxel Swoer avaBoAn and mv unoxpéwon unoBaAnc m)v
anoteAeopdtwy Twv peAetdv pe 1o durvalumab oe GAeg ug yopieg tou

otn Bepaneia v KkakonBwv veonhaopdtwy (eKToG and Tou GYKOUG TOU KEVIPIKOU VEUPIKOU OUGTApIATOG,
ou f Kal 1 G Tou A 500 mou) (BAéne napa 42 via
MANPOQOpIES OXETIK pE TV n xpfion). 5.2 H

(PK) tou durvalumab ekupnBnke yia to IMFINZI wg povoBepaneia kai wg Bepaneia oe ouvbuaops pe
xnpetoBepaneia. H papuakokivnukn (PK) tou durvalumab pelemBnke oe 2.903 aoBeveic pe oupnayeic
dykoug pie 56ueig nou kupatvovtav and 0,1 éwg 20 mg/kg xopnyoUpeveg eviophéBia pla popd kaBe 6o,
e (éuazplq eBSopabec. H pappakokvnukn ékBean au§nBnke nepiocdtepo and G6oo-avaloyika
(un vpnupu(n PK) 3 Boatlc <3 mg/kg Kat avahoyika pe  doon (ypappikn PK) oe dooeic = 3 mg/kg
oe nepinou 16 epBopabec. Me Bdon T pappakoKvNTKA
uvuluml nAnBuapot nou nepieNdpBave 1.878 acBeveis, ot onoiot ékaBav povoBepaneia pe durvalumah oe
t:upoc 6ooewv = 10 mg/kg kaBe 2 ddeg, o 0G péaog byKog ng oe

Katdotaon (V) fitav 5,64 L. H kdBapon (CL) tou durvalumab peidBnke e tov xpbvo, pe anotéheapa
pia yewpetpiki péon kaBapon oe otaBeponompévn katdotaon (CL,) 8,16 mUh wv Hpépa 365, n
peiwon e CL_ bev HzmpﬁBnKz KAwika unpavﬂm\ 0 tehikég xpovog npl'uzmq Qwng (t,,), pe Bdon
v apxikh em[pnun CL, fitav nep(nou 18 npspec AE\I unfipxe KNVIKG onunvm(n 6mq>opn us(aEu mng

tou durvalumab wg povég napdyoviag kai oe HO pe xnpetoBep 0

npmmpxlxzq nﬁm anoBoAAg tou eival o kataf 6 Vv péow b BoBnhiakol)
and tov ot6Xo evand EiBikoi i: H nhikia (19-96 etv),

10 OWpATIKG Bupu(; (31-149 kg), 10 gido, n BmKn a Hdtwy Katd 1ou gappdkou (ADA),
enineba ivng, ta enineba poyovdong (LDH), ta enineba kpeatvivng, o Siahutdg

PD-L1, 0 wnog tou dykou, n QuAf fi n Katdotaon Katd ECOG ev eixav kAvikd onpavukn enidpaon ot
pappakokivnukn tou durvalumab. AoBeveic ye veppikn Suokeroupyia: H fma (kaBapon kpeauvivng
(CrCL) 60 éwg 89 ml/min) kat n pétpia vegpikn Suokemoupyia (kdBapon kpeauvivng (CrCL) 30 éwg
59 mU/min) Sev eixav kAivikd onpavukn enidpaon ot gappakokivntikn tou durvalumab. H eniGpaon g
woBapnis vegpikig Suohertoupyiag (kaBapun kpeauvivng (CrCL) 15 £wg 29 ml/min) otn wappakokwnukA
tou durvalumab Sev eivar yvwotn. AdBeveic e nnaukn Suoherroupyia: H fima nnatkn ﬁuu)\:lmupviu
(xohepuBpivn sULN Kal AST>ULN A ont:pqulvn >1,0¢ emc 1,5 x ULN kat onotadnnote upn AST) Gev eixe
KAVIKG Onp n eniGpaon ot oy lumab. H enibpaon tng pétpiag (xo)\t:pueplvn
>1,5 éw¢ 3 x ULN kat onotadnnote upn AST)  tg aoBapng (xohepuBpivn > 3 x ULN kat ' upn
AST) nnaukng ﬁua}\elmupvluc 0tn pappakokivnTukn tou durvalumab dev eivat vvmmn wot600, KABAWG n
KkaBapon twv IgG dtwv Gev yivetal oW NNATIKWY 056V, n petaBoln
omv nnatkn A ia Bev 3 va v ékBeon oto durvalumab. 5.3 MpoxAwika
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