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Kapkivoc pootoU- Emikoupikn Oepameia

" H emkouplkn xopnynon Olaparib €6el€e oTtaTIOTIKA ONUOVTIKO OPENOC
otnVv enBlwon eAevBepnc SiNOBNTIKAC vOoou otouc aobeveic pe
gBRCA1/2-ustarAayuevo, HER2-, upnAov plokou mpwipo Kapkivo
HLootou.

" H aumepaotkALUn €6€L€e OTATIOTLKA ONMOVTIKO 0peAoc otnv erPflwon
eAelBepnc SiNBNTIKNAC vOoou otouc aoBeveic pue ER/PR +, HER2-,
vPnAov ploOKOU TTPWLUO KAPKLVO HaoTou.

Johnston. JCO. 2020;38:3987. Rastogi. SABCS 2020. Abstr GS1-01. O’Shaughnessy. ESMO 2021. Abstr VP8-2021.
Tutt. NEJM. 2021;[Epub].




monarchE: Emikoupikn xopnynon Abemaciclib + OPM
o€ uPnAov Kwéuvou, N+, HR+/HER2- Ca paotou

= |nternational, randomized, open-label phase lll trial

Stratified by prior CT,
ITT Population (Cohorts 1 + 2) menopausal status, region
Women or men with high-risk, Cohort 1 Abemaciclib 150 mg BID up to 2 yr +
node-positive, HR+/HER2- EBC; >4 positive ALN or 1-3 positive v ET per standard of care of physician’s
prior (neo)adjuvant CT permitted; — ALN + histologic grade 3 choice for 5-10 yr as clinically indicated
pre- or postmenopausal; and/or tumor =5 cm (n =2808)
no distant metastasis;
<16 mo from surgery to Cohort 2 oL
randomization; <12 wk of ET _, | - 1-3 positive AL, Ki67 220% sl o
after last non-ET per central testing, not (n = 2829)
(N = 5637) grade 3, tumor size <5 cm

" [pWTOYEVEC KATAANKTLKO onpeio: emPBilwon eAevBepnc StnBNTIKAC vOoOoU

" Aeutepoyevn KOTAANKTIKA onpeia: emiPBiwon eAeBepnc umotporng dnBntikAc vooou oe Kib7 >20%,
oUVOALKA eTBiwon, aohaieLla

Johnston. JCO. 2020;38:3987. Rastogi. SABCS 2020. Abstr GS1-01. O’Shaughnessy. ESMO 2021. Abstr VP8-2021.




iDFS (%)

monarchE (Cohort 1): 3etiic emPiwon

iDFS by Ki67 Expression Level

1
00 . . Abema + ET ET Alone
2-yr rate: 94.4% Ki67 ngh
95 - %, 27V rate: 92.9% (n = 1017) (n = 986)
e SWTEEOLTE 3y iDFS, % 86.1 79.0
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== ET alone 968 86 i(95% Cl:0.51-0.98) i
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" TouPnAo Ki67 index ATav eVOELKTIKO XELPOTEPNC TTPOYVWONC
= To odelog amo tn xoprnynon abemaciclib Atav aveéaptnto tou Ki67
" To Ki67 dev elval mpoBAemTIKOC Tapayovtac otnv Bepamneia pe abemaciclib

Harbeck. Ann Oncol. 2021;32:1571. O’Shaughnessy. ESMO 2021. Abstr VP8-2021.




OlympiA: ZxedLo.ono¢ HEAETNC

Stratified by HR status (HR+ vs TNBC), prior CT (neoadjuvant
vs adjuvant), prior platinum-based CT (yes vs no)

TNBC Subgroup
Prior neoadjuvant tx: no pCR
Prior adjuvant tx: 2pN1 or >pT2
(n=1509*)

Men and women with —_—
gBRCA1/2-mutated, HER2-,
high-risk primary BC; completed
definitive local tx and =6 cycles
of (neo)adjuvant CT containing
anthracyclines and/or taxanes;
ECOG PS 0/1
(N =1836) —_—

HR+/HER2- BC Subgroup
Prior neoadjuvant tx: no pCR and
CPS + EG score 23"

Prior adjuvant tx: 24 LN+
(n=325)

" [NpwWTOYEVEG KATAUANKTIKO onpeio: emiBiwon
eAELBEPNC UTTOTPOTIAC VOOOU

" AgUTEPOYEVA KATAANKTLKA: CUVOALKN emPBiwon,
aoPpalela

Olaparib

300 mg BID for 1 yr
(n=921)

Placebo

BID for 1 yr
(n=915)

Tutt. NEJM. 2021;[Epub]. NCT02032823.




OlympiA: EmiBiwon eAeUOepn AMOUAKPUGHEVNC VOOOU

100 _ﬂ—_‘_ 90.0 875
80 - 90.2 ——
83.9
&\°_ 80.4
@ 60 -
_E 40 Events, n 3-Yr Distant Difference, % Stratified HR for Distant
E DFS, % Disease/Death (99.5% Cl)
204 — Olaparib 89 - 0.57 (0.39-0.83;
— Placebo 152 ' P <.001)
O L] L] L] L] L] L] L]
0 6 12 18 24 30 36 42
. ] Mos
Patients at Risk, n
Olaparib 921 823 744 612 479 364 279 187
Placebo 915 817 742 594 461 359 263 179

= H emkouplkn xopnynon Olaparib BeATiwoe oTATIOTIKA ONUAVTLKA TNV €MLBilwon
eAeLBOEPNC Ao AKPUOUEVNC VOoOU evavtl placebo (P <.001)

Tutt. NEJM. 2021;[Epub].




OlympiA: ZuvoAikn emBiwon

100 98.1 94.8 92.0
96.9 —_—
80- 92.3 88.3
S
@ 60 -
_E 40- Events, n 3-Yr iDFS, % Difference, % Stratified HR for Death
5 (99% CI)
204 — Olaparib 59 92.0 0.68 (0.44-1.05;
3.7
— Placebo 86 88.3 P=.02)
O L] L] L] L] L] L] | |
0 6 12 18 24 30 36 42
Mos

Patients at Risk, n

Olaparib 921 856 801 659 531 400 310 205
Placebo 915 865 801 659 516 397 292 199

= H emkouptkn xoprnynon olaparib dev BeAtiwoe =  Kupla attio Bavatou o kapkivocg paotou: olaparib,
OTOTLOTIKA CNUAVTLKA TNV ocuVOALKN ertBiwon (P = .02 55/59 Bavartol; placebo, 82/86 Bavartot

Tutt. NEJM. 2021;[Epub].




OlympiA: Zupunepaopota

= H egmkouptkn xopnynon Olaparib €6eLe otatioTtikd ocnUavtiko odperog otnv enBiwon
eA€LBepNC HLNOBNTLKAC VOoOUL oTouG aoBeveic pe
gBRCA1/2-ustoArayuévo, HER2-, upnAou plokou MPwLHO KapKivo pootou

= 3TNV oUVOALKN eTBlwon avadeixBnke KALVIKA ONUOAVTLIKO aAAA OXL OTOTLOTIKA CNUOVTLIKO
o0deloc¢ e mepLocOTEPOUC Bavatouc oto okEAOC Tou placebo.

" To npodpil acdaleiag Atov cupPato pe To NON YVWOTO Kol OEV EMINPEACE TNV TTOLOTNTA
NG uyelag Twv acBevwv

" OLepeUVNTECG UTtOOTNPLOVV TTWC Ta BETIKA amoteAEopaTa TG LEAETNG uTtooTNPL{oUV TNV
xopnynon olaparib oe acBeveic pe mpwipo kapkivo paotov pe petallaén BRCA.

Tutt. NEJM. 2021;[Epub].




METAOTATIKOC KOPKILVOC LOLOTOU

= To Sacituzumab govitecan €6eiée opeloc otnv o€ MPOBEPATTEVLEVEC

aoBeveic pe petaotatiko triple negative kopkivo pootol Evavtl TNC
KAOLOOLKNC XNHELOBEpaTELOLC.

= Hyopnynon trastuzumab evavtlt TDM-1 £€6&Lée oTATIOTIKA ONUOVTLKO
odeloc otnv eniBlwon eAeBepnc utoTpomNC VOoou otnV 2" ypappun
HLETOOTATIKNAC vOoou HER-2 BeTikoU Kapkivou paotou.

CBardia. ESMO 2020. Abstr LBA17.
ortes. ESMO 2021. Abstr LBA1.




ASCENT: Sacituzumab Govitecan vs XnuetoBepamneia oe
pnetaotatiko TNBC peta = 2 ypapHEG XNHUELOOEpamEeLaC

= Randomized, open-label phase lll trial

Stratified by geography, no. prior CT (2-3 vs > 3),

brain metastases (yes vs no) 2 l'dfy cles
i " [PWTOYEVEG KATAANKTLKO
Patients with mTNBC and i Sacituzumab govitecan 10 mg/kg IV onpeio: emuPBiwon eAevBepng
> 2 prior CT (no upper v onD1, 8 UTTOTPOTIHG VOOOU € aoBeveig
limit); 1 line could include / (n=267) xwpic voco KN3

PD within 12 mos of

(neo)adjuvant therapy; " A€gUTEPOYEVH KATOANKTLKA

RZS:;S';CB?SE rg/blle \ Physician’s choice single-agent CT* onpeia: smBiwon eAéuBepnc
(N = 529) (n = 262) UTTOPOTTAC VOGOU, GUVOALK

eTPLlwon, OUVOALKEC

*Eribulin, vinorelbine, gemcitabine, or capecitabine. aVTO(T[OKpiOELC O(GCI)(SL)\ELOL
V4

Bardia. ESMO 2020. Abstr LBA17.




ASCENT: EmiBlwon eAeUOEPNC UTTOTPOTIC VOGOU

PFS
100+
BICR Analysis SG (n = 235) CT (n =233)
80 - No. of events 166 150
Median PFS, mos (95% Cl) 5.6 (4.3-6.3) 1.7 (1.5-2.6)
— 601 HR: 0.41 (95% Cl: 0.32-0.52; P < .0001)
X
%)
u -
a 40 — Sacituzumab govitecan
— CT
20+
O || || || 1 1 1 1 1
0 3 6 9 12 15 18 21 24
. . Mos
Patients at Risk, n
SG 235222166 134127104 81 63 54 37 33 24 22 16 15 13 9 8 8 5 3 1 O
CT 233179 78 35 32 19 12 9 7 6 4 2 2 2 2 1 0 O O O O o0 O

Bardia. ESMO 2020. Abstr LBA17.




ASCENT: ZuvoAwkn emiBiwon

0S
1001 BICR Analysis SG (n = 235) CT (n = 233)
No. of events 155 185
807 Median OS, mos (95% Cl) 12.1 (10.7-14.0) 6.7 (5.8-7.7)
HR: 0.48 (95% Cl: 0.38-0.59; P < .0001)
_ 60+
X
A — Sacituzumab govitecan
40+ — CT
201
O 1 1 1 1 1 1 1 ] 1
0 3 6 9 12 15 18 21 24 27
Patients at Risk, n Mos
SG 23522822021420619719017416115313511810710190 70 52 43 37 3021 13 8 1 0 O
CT 233214200173156134117 99 87 74 56 50 45 41 37 30 20 14 11 7 4 3 3 2 1 0

Bardia. ESMO 2020. Abstr LBA17.




ASCENT: ANNOTEAEZMATA

e To Sacituzumab govitecan £6eLée 0deloc otnV o€ MpoBepameveEveC aoBeveic e
LLETOLOTATLKO triple negative kapkivo paotou €vavtt TG KAQLGOLKNAC
XNUeLoBepareiag

o Arnotelel pla vea Beparmevtikn emthoyn o€ acBeveic pe triple negative kapkivo
pnootou

Bardia. ESMO 2020. Abstr LBA17.




DESTINY-Breast03: Zxeblo.op0¢ HEAETNC

= Randomized, multicenter, open-label phase Il study

Stratification by HR status, prior treatment with
pertuzumab, history of visceral disease

Trastuzumab Deruxtecan

Patients with unresectable or 5.4 mg/kg Q3W

metastatic HER2+ breast cancer / (n=261) Median follow-up
previously treated with T-DXd: 16.2 mo
trastuzumab + taxane in \ Trastuzumab Emtansine T-DM1: 15.3 mo
advanced/metastatic setting 3.6 mg/kg Q3W
(N =524) (n=263)

" Mpwtoyevég KATAANKTIKO onpeio: emiPiwon eAeVBepn
UTTOTPOTIAC VOOOU

"  AgUTEPOYEVI KATAANKTIKA onMeia: cuvoAlkn emiPBiwon,
OUVOALKEC QVTOTIOKPLOELG, SLAPKELA QVTATIOKPLloEWVY, AohAAEL

Cortes. ESMO 2021. Abstr LBA1.




DESTINY-Breast03: EmiBiwon eAeUOEPNC UMOTPOTING
VOOOU- ZUVOALKN emfBilwon

PFS by Investigator Assessment OS (Early Data)
T-DXd T-DM1

(n=261) (n=263) Median OS, mo (95% Cl) NE (NE-NE) NE (NE-NE)

100+ Median PFS, mo (95% CI) | 25.1(22.1-NE) 7.2 (6.8-8.3) 100 12-mo 0S, % (95% Cl) | 94.1 (90.3-96.4) 85.9 (80.9-89.7)
12-mo PFS, % (95% Cl) 76.3 (70.4-81.2) | 34.9(28.8-41.2)
80= 80=
S 60- < 60+
¥ 7y
L
& 40- © 404
20+ 20-
; HR 0.56 (95% Cl: 0.36-0.86); P =.007172
HR 0.26 (95% Cl: 0.20-0.35); P=6.5x 1024 i (did not cross prespecified boundary of P <.000265)
OIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII OIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII
01234567 8 91011121314151617181920212223242526272829303132 01234567 8 9101112131415161718192021222324252627282930313233
Mo Mo
TDXd 261256252247 244230209205195195179176158140120113 85 64 53 48 37 3127 2011 7 5 3 2 O T-DXd 261256256255 254251249244 243241 237230218202180158133108 8 71 56 5042 33 24 181110 7 6 2 2 1 O
1111110 T-DM1 26325825324824324123623223122722421018816515114012091 75 58 52 4432 27 1811 5 4 3 3 1 1 O

TDM1 263253216185175156119110 83 78 78 72 61 51 43 3934 25 23 1613 9 7 5 2 2

= PFS benefit with T-DXd consistent across key subgroups, including those defined by HR status,

prior pertuzumab, visceral disease, brain metastases, and number of prior lines of therapy
Cortes. ESMO 2021. Abstr LBA1. Reproduced with permission.




DESTINY-Breast03: Zuunepaocpata

= Hyopnynon trastuzumab €vavtit TDM-1 £€6&L€e OTATLOTIKA CNLLOAVTLKO
odeloc otnv emBiwon eAeVBePNC LTTOTPOTINC VOOOU UE HELWON TOU
KlvOUVOU UTTOTPOTINC VOOOU KAt 72% otnv 2" ypOo U LETAOTOTLKAC VOOOU
HER-2 BetikoU Kapkivou pootou.

" EdeLée aplBuNTIKO 0PeA0C oTNV GUVOALKN EMLBLWON AAAD OXL OLKOLLAL KALVLKOL
ONUOVTLKO

= OLepeuvntec untootnpilouv otL £xelL BEon we Beparmeia 2" ypaLNC OTOV
netaotatiko HER-2 BeTikd Kapkivo pootou.

Cortes. ESMO 2021. Abstr LBA1.




Kapkivoc tpaxnAov pntpac - Emtkouvpikn Ospamneia

" H yxopriynon €MLKOUPLKNC XNHELOBeparmelag oTIC aoBeVELC LLE TOTILKA
EKTETAMEVO KAPKivo TpaxnAou puntpoc 6ev npoodepel 0heAOC
emBiwonc.

Mileshkin. ASCO 2021. Abstr LBA3. NCT01414608.




OUTBACK: Emikoupikn xopnynon XMO o€ TOTILKA EKTETAUEVO

Ca tpaxnAouv pnTpog

® |nternational, randomized, phase lll trial

Stratified by pelvic or common iliac node involvement;
requirement for extended-field RT; FIGO 2008 stage
(IB/IIA vs 1B vs I1IB/IVA); agf (< vs 260 yrs); hospital/site

Patients with cervical cancer -
suitable for CRT with curative )
intent; FIGO 2008 stage IB1 + LN,
IB2, lI-IVA; squamous cell
carcinoma, adenocarcinoma, or
adenosquamous carcinoma; no \

nodal disease > L3/L4; ECOG PS 0-2

Concurrent CRT*
(n=461; n =456 in survival

analyses)

Concurrent CRT*

(n=465; n=463 in survival
(N =926) analyses).

MPWTOYEVEC KATAANKTLKO onUELD: OALKN emBiwon

Adjuvant CT (ACT)

Carboplatin AUCS +
Paclitaxel 155 mg/m? Q3W

X 4 cycles
(n=361)

*40-45 Gy of external beam XRT in 20-25 fractions including nodal
boost + brachytherapy with cisplatin 40 mg/m? weekly during XRT.

Agvutepoyevn KATOANKTIKA onueia: emBiwon eAeVBepnC uMOTPOTRC VOoOU, aodpAAELa

Mileshkin. ASCO 2021. Abstr LBA3. NCT01414608.




OUTBACK: ocuvoAikn & eAeUOepPN UTTOTPOMIC VOGOU eMIBiwon

0S PFS
100 - 100
o 80- 2 80 4
=2 c 3
Q ™~
< Bo- 2L - ==
0 < 5
5 40- S 94 40-
Y CRT Alone  CRT +ACT e go CRT Alone  CRT+ACT
= o
& 204 5yros, % 71 72 2 S 2095-yr PFS, % 61 63
—
HR (95% ClI) 0.90 (0.70-1.17; P = .8) a. HR (95% Cl) 0.86 (0.69-1.07; P = .6)
O | | | | 1 1 0 | | | 1 1 1
0 12 24 36 48 60 0 12 24 36 48 60
Patients at Risk, n Mos From Randomization Patients at Risk, n Mos From Randomization
463 403 347 307 245 149 463 351 302 366 215 134
456 417 343 306 244 164 456 335 275 255 210 137

Mileshkin. ASCO 2021. Abstr LBA3. NCT01414608.




OUTBACK: Zuunepaoporta

" HmnpooBnkn emikovpkng Bepamneiac e Paclitaxel + Carboplatin, peta tn
ouyxpovn xopnynon XM0O + AKGO éev npooédepe 0deA0OC oTnV OALKN 1 KoL TNV
eAeLBepn vmoTpoTNC vooou emiBiwon

= H AKO ntuélov pe clyxpovn xopnynon epdéopadiaiov aktivosvaltoOntonolov
Cisplatin mapapével to standard of care oe aoBeveic pe tomika ektetapevo Ca

TPAXNAOU UNTPAG

Mileshkin. ASCO 2021. Abstr LBA3. NCT01414608.




METAOTATIKOC KOPKIVOC TPOXNAOU MNTPOLC

* To pembrolizumab eykpiBnke wc¢ n mpwtn avocobepareia, oe
ouVvOUAOUO LLE XNUELO- KOL OVTLOLYVELOYEVETLKN- Beparmeia, otnv 1n
VPOULUN Yol a.oBeveic pe vmtotporitalov 1 LETAOTATLKO KOPKIVO
TpaxnAov pntpoc ko Betikn ekdpaon PD-L1 (CPS 21).

= To cemiplimab nmpoodepetl 0peloc otnv emPBLlwon Evavtl TNG
XnueLoBeparmneiac otn Bepareia 2n¢ YpAUUN S acOevwyY e
uTtoTPOTLA{OV N LETAOTATLKO KAPKLvo TpaxnAou HNTPOC, AVEEAPTNTWC
ekppaonc PD-L1.

Colombo. N EnglJ Med. 2021. 385:1856-1867
Tewari. ESMO 2021. Abstr VP4-2021




KEYNOTE-826: 1"¢ ypapupunc Pembrolizumab vs Placebo +
XMO * Bevacizumab o€ petaoctotiko Ca tpaxnAov pHRtpog

= Randomized, double-blind, phase Il trial

Stratified by metastatic disease (yes vs no), PD-L1 CPS
(<1 vs 1to <10 vs 210), planned bevacizumab (yes vs no)

|

Pembrolizumab* 200 mg IV Q3W +

Adults with persistent, CTTIVQ3W
recurrent, or metastatic cervical / Bevacizumab 15 mg/kg IV Q3W Treatment until death, radiographic
cancer; no prior systemic —> progression, unacceptable toxicity,
chemotherapy; ECOG PS 0-1 \ Placebo* IV Q3W + or study completion

(N'=548) CT' IV Q3W #

Bevacizumab 15 mg/kg IV Q3W

*<35 cycles pembrolizumab/placebo. *CT: <6 cycles: paclitaxel
175 mg/m? + (cisplatin 50 mg/m? or carboplatin AUC 5 mg/mL/min).

" [pwTOYEVEG KATAANKTIKO GNMELO: OALKN emIBiwon, emBiwon eAeVBepNC UTTOTPOTIAC VOOOU

"  AgUTEPOYEV KOTOANKTLKA ONUELO: CUVOALKEC AVTATIOKPLOELS, SLAPKELA aVTATIOKPLOEWY, 12-unvo
eA\eVBepo poodou vooo dtaotnua, aopalela

Colombo. N EnglJ Med. 2021. 385:1856-1867




KEYNOTE-826: cuvoAlkn & eAeUOgpnC UMOTPOTIC VOCOU

emBilwon

Pembrolizumab

D-L1 CPS 21 (FDA Approval)

PD-L1 CPS 21 (FDA Approval)

Median PFS, Mo
40+ 80 = — Pembro 10.4
—_ - Placebo 8.2
20 Placebo .
. 0 . _ . v
o] HR: 064 (%540;050 I0.81,;:’<.00‘:I) _ £ . permbrolizumab
o 3 6 9 12M15 18 21 24 27 30
(o]
273 260 250 229 204 181 132 82 34 6 0 20=
27> 261235 206 168 140 100 552540 HR: 0.62 (95% Cl: 0.50-0.77; P <.001) Placebo
0 1 1 ] ) | 1 1 I |
0 3 6 9 12 15 18 21 24 27

Mo

273 238 208 143 112 101 Bb 34 10 0
275 229 170 103 81 63 38 13 1 0

Colombo. N EnglJ Med. 2021. 385:1856-1867




KEYNOTE-826: Zupmepacpato

* HnpooBnkn tou pembrolizumab otn xnueloBepamneia pe Baon tnv
rnAativa BeAtiwoe T000 TNV OALKN) 000 KoLl TNV EAeUBEpPN uoTpomni
vooou emiBiwon, aveéaptntwc ouyxopnynong tou bevacizumab

= ‘Eykpion amno tov FDA tou avwtepw cuvduaopou otic 13 Oktwhplou
2021, yia tnv 1" ypapupng Oepameia, os acBeveic pe vmotpornialov n
netootatiko Ca tpaynAouv pntpac kat Betikn ekppaon PD-L1 (CPS 21)

Colombo. N EnglJ Med. 2021. 385:1856-1867




EMPOWER-Cervical 1/GOG-3016/ENGOT-cx9: Cemiplimab
Vs XMO w¢ 2" ypappnc Oepaneia o€ petaotatiko Ca tpaxnAov
HATPOG

= Randomized, open-label, phase lll trial

Recurrent and metastatic cervical Cemiplimab 350 mg [] npwtovevéq KataAn Kthé on ueio:
cancer resistant to platinum- QW IV , ,
based chemotherapy 22 line oAwkn emBiwon
<
- — D : ——
" AEUTEPOYEVN KOTAANKTLKA ONUELOL:
Options: , , ,
+ Pemetrexed 500 mg/m? QIW IV emiBlwon eAevBepnc umoTpoTNG
N=608: 477 SCC, 131 AC ¢+ Gemcitabine 1,000 mg/m? IV on Days 1 and 8 and every 21 days ' ' '
?""ﬁé’&?i"" 11 + Topolecan 1 mgim dail IV for 5 days, every 21 days VOOOU, CUVOALKEC OVTATIOKPLOELG,
Ira y * Irinotecan 100 mg/m? IV weekly x 4, followed by 10-14 days rest ' ,
« Histology (SCC/AC) * Vinorelbine 30 mg/m? IV on Days 1 and 8 and every 21 days 6 LAPKELA AVTATIOKPLOEWV,
* Geographic region 4 ! !
* Pnor bevacizumab (Y/N) Treat up to 96 weeks with option for re-treatment OLGCI)OL)\E L, Tototnta Zw NG

« ECOGPS(0vs 1)

Tumour imaging conducted on Day 42 (*7
days) of cycles' 1-4, 6, 8, 10, 12, 14, and 16

Patients were enrolled regardless
of PD-L1 expression

Tewari. ESMO 2021. Abstr VP4-2021




EMPOWER-Cervical 1/GOG-3016/ENGOT-cx9: ouvoAlkn smBiwon

Overall Population

Median duration of follow-up': 18.2 months (range: 6.0-38.2)

No. of Median OS (95% Cl),
patients mo
304 12.0(95% Cl, 10.3-13.5)
304 8.5 (95% Cl, 7.5-96)
HR (95% CI) = 0.69 (0.56-0.84)
one-sided P=0.00011
+ H— Cemiplimab
+—+— Chemotherapy

10+
) 08 il
=
c
> 06
°
=
3 047
=
& 024
0
0
No. at nsk
Cemiplimab 304

Chemotherapy 304

I 1 I 1 I 1 I 1 1 1 I

2 4 6 8 10 12 14 16 18 20 22

Month
281 236 206 167 139 110 83 65 52 35 26
264 224 183 132 99 70 54 32 2 15 12

Tewari. ESMO 2021. Abstr VP4-2021




EMPOWER-Cervical 1/GOG-3016/ENGOT-cx9: Zuunepacpora

= To cemiplimab katedelée otatioTikd onpAvTiko opeAoC emiBilwonc, wc
2"S ypappunc Ospaneia, oe aoBeveic e umotpormalov N LETACTATIKO
Ca tpaxnAou puntpoc, LETA oo 1S ypapuunc xnueltoBeparneio pe faon
NV mMAativa

* [Mapa talta N attnon ywa £ykpion ano tov FDA anocupOnke
gBelovtika armno tnv Regeneron Pharmaceutical, Inc and Sanofi
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METAOTATIKOC KOPKLVOC WoONKwWV

= H enavayoprnynon olaparib wc¢ Bepamneioc cuvinpnonc oc acBeveic pe
nAatwvosvalodntn vtotponn Kapkivou wobnkwv odnyel oe BeAtiwon
™Nnc emBiwonc eAeVBepnc poodou vooou.
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OReO/ENGOT OV-38: Enavayopnynon PARP avaotoAéa o€
ao0eveic pe mAativoevaiodntn vtotponn Ca wobnkwv

= Randomized, double-blind, phase lllb trial

Patients

Relapsed non-mucinous
epithelial ovarian cancer
One prior course of PARPi
maintenance therapy
CR/PR to most recent
platinum regimen or NED
after surgery® with no nising
CA-125

Documented BRCAm status
by local testing

No limit to number of prior
lines of therapy

BRCAm cohort

gBRCAm or sBRCAm by
local testing

Prior PARPi exposure for

218 months after first-line
chemotherapy or 212
months after second-line or
later chemotherapy

Non-BRCAm cohort

gBRCAm negative by local
testing; may include patients
with undetected sBRCAm

Prior PARPi exposure for
212 months after first-line
chemotherapy or

26 months after second-line
or later chemotherapy

Maintenance therapy

Olaparib 300 mg bid
or 250 mg bid if 300 mg

not previously lolerated
(N=74)

Placebo
(N=38)

2:1 randomisation stratified by:

* Prior bevacizumab

» <3 vs 24 prior lines of platinum-based
chemotherapy

Olaparib 300 mg bid
or 250 mg bid if 300 mg
not previously lolerated

(N=72)

Placebo

MNpwtoyeveég KATAANKTIKO onpeio: emiPBiwon eAeUBePNG UTTOTPOTING VOOOU
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OReO/ENGOT OV-38 (BRCAm cohort): eAeUOepn unotpomning

vOooou enifiwon

100
90 - %

Patients free from disease progression
and death (%)
b

BRCAm cohort

Median follow-up for PFS, months 4.1 28
Events, n (%) 65 (88) 38 (100)
Median PFS, months 43 28

HR 0.57 (95% CI 0.37-0.87); P=0.022

° ° .

° 1 Olaparib
©

M
L L L L L L) L) L L) L) L) L) L] L)

No. at risk

Olapanb 74 66 38
Placebo 38 36 15

10 12 14 16 18 20 22 24 26 28 30 32 34 36
Time from randomisation (months)

% 2 %6 3 7 7 6 4 4 3 2 2 1 1 1 1
5 4 1 0
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OReO/ENGOT OV-38 (non-BRCAm cohort): eAeUOepn umtotpomng

vOooou enifiwon

100

s 8 8

and death (%)
S 8 8§ 8 8

Patients free from disease progression

Non-BRCAm cohort

Median follow-up for PFS, months 29 28
Events, n (%) 48 (67) 30 (83)
Median PFS, months 53 28

HR 0.43 (35% C1 0.26-0.71); P=0.0023

14%

-

Olapanb

b—l

0 v Ll v ; » Ll . Ll L] A Al L L] L) Ll L)
0 2 4 6 8 10 12 14 16 18 20 2 24 26 28 30 32 M4 36
No. at risk Time from randomisation (months)
Olaparib M % W r s 5 54 2 1 1t %t 4 1 900
Placebo ¥ 3N 7 2 2 0
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OReO/ENGOT OV-38: Zuunepaopato

* H enavayxopnynon olaparib wc¢ Bepamneioc cuvinpnonc oe a.cBeveic pe
nAatwvosvalodntn vtotponn Kapkivou wobnkwv odnyel og BeAtiwon
¢ emBilwonc eAsUBOepnC mMpoodou vocou, avetaptNTwc BRCAmMut
status
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Euxaplotw oAU yLa TNV TPOooXn oac...




