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The SOLO1 trial’

5-year survival for newly diagnosed advanced ovarian cancer is 30-50% and patients are at high risk of relapse;23

treatment goals in tis seting include delay of recurrence and, for some patients, increased chance of cure

* Newly diagnosed, FIGOstage
-V, high-grade serous or
endometrioid ov arian, primary
peritoneal or fallopian tube
cancer

* BRCAm

» ECOG performance status 0-1

+ Cytoreductivesurgery*

* In clinical complete response or
partial response after platinum-
based chemotherapy

Olaparib
300 mg bid
(N=260)

Primary endpoint’

» PFS(investigator-
assessed)

Forupto 2years

==k oruntil disease Secondary

endpoints included:

progression
» PFS2
« TSST
I ET ) + Safety
(N=131)

*Upfrontor interval attempt at optimal cytoreductive surgery for stage lll disease and either biopsy and/or upfront or inferval cytoreductive surgery for stage IV disease.
BRCAm, deleterious or suspected deleterious germiine or somatic mutaion onBRCA1 andlor BRCA2, ECOG, Eastern Cooperative Oncology Group

FIGO, Intemational Federation of Gynecology and Obstetrics; PFS, progression-free survival; PFS2, fime to second progression or death; TSST, time to second subsequent therapy ordeath

1. Moore etal. N Engl J Med 2018;379:2495-505; 2. Tewari et al. J Glin Oncol 2019;37 2317-28; 3. Ledermann ef al. Ann Oncol 2013;24 vi24-i32



EBEEM"  The SOLO1 trial’

5-year survival for newly diagnosed advanced ovarian cancer is 30-50% and patients are at high risk of relapse;23
treatment goals in tis seting include delay of recurrence and, for some patients, increased chance of cure

Primary analysis Olaparib Placebo
DCO: 17 May 2018 | ([\EVA1); (N=131)
- Newly diagrosed, FIGOstage Olaparib 9
lI-IV yhighgi];rade serous org 300 mg bid Primary endpoint! ==l e P9
- 3 3 (N=260) Median PFS, months NR 138
endometrioid ov arian, primary . PFS(i fat
peritoneal o fallopian tube (inv estigator- HR 0.30 (95% C10.23-0.41)
cancer assessed)
Forupto 2years P<0.001
* BRCAm = orunti disease Secondary
* ECOG performance status 0-1 progression endpoints included:
+ Cytoreductivesurgery* . PFS?
* In clinical complete response or . TSST
partial response after platinum- Placebo . Safety
based chemotherapy (N=131)

*Upfrontor interval attempt at optimal cytoreductive surgery for stage lll disease and either biopsy and/or upfront or interval cytoreductive surgery for stage IV disease.

BRCAm, deleterious or suspected deleterious germiine or somatic mutaon on BRCA? andlor BRCA2, DCO, data cut-off; Cl, confidence interval; ECOG, Eastem Cooperative Oncology Group;

FIGO, International Federation ofGynecology and Obstetrics; HR, hazard ratio; NR, not reached; PFS, progression-free survival; PFS2, time to second progression or death; TSST, time o second subsequent therapy or death
1. Moore etal. N Engl J Med 2018;379:2495-505; 2. Tewari et al. J Clin Oncol 2019,372317-28; 3. Ledermann et al. Ann Oncol 2013;24vi24-vi32



EBEEM"  The SOLO1 trial’

5-year survival for newly diagnosed advanced ovarian cancer is 30-50% and patients are at high risk of relapse;23
treatment goals in tis seting include delay of recurrence and, for some patients, increased chance of cure

Primary analysis Olaparib Placebo
DCO: 17 May 2018 | ([\EVA1); (N=131)
- Newly diagrosed, FIGOstage Olaparib y
-1V yhighg-lg];rade serous org 300 mg bid Primary endpoint! el Evonts.n (%) MRS SO0
- 3 3 (N=260) Median PFS, months NR 138
endometrioid ov arian, primary . PESIi fat
peritoneal o fallopian tube (inv estigator- HR 0.30 (95% C10.23-0.41)
cancer assessed)
Forup to 2 years P<0.001
* BRCAm =% oruntl disease Secondary
+ ECOG peﬁgrmance status 0-1 progression CLCLRIOUE T2 We assessed efficacy and safety with long-term
* Cytgrgduchvesurgery . PFS?2 follow-up, 5 years after the last patient was
* In clinical complete response or « TSST randomized (DCO: 5 March 2020)
partial response after platinum- Placebo . Safety
based chemotherapy (N=131) Median follow -up for PFS:

Olaparib Placebo
4.8 years 5.0 years

*Upfrontor interval attempt at optimal cytoreductive surgery for stage lll disease and either biopsy and/or upfront or interval cytoreductive surgery for stage IV disease.

BRCAm, deleterious or suspected deleterious germiine or somatic mutaon on BRCA? andlor BRCA2, DCO, data cut-off; Cl, confidence interval; ECOG, Eastem Cooperative Oncology Group;

FIGO, International Federation ofGynecology and Obstetrics; HR, hazard ratio; NR, not reached; PFS, progression-free survival; PFS2, time to second progression or death; TSST, time o second subsequent therapy or death
1. Moore etal. N Engl J Med 2018;379:2495-505; 2. Tewari et al. J Clin Oncol 2019,372317-28; 3. Ledermann et al. Ann Oncol 2013;24vi24-vi32



EERESMOD " PFS benefit of maintenance olaparib was
sustained beyond the end of treatment

2-year
100 ¢ treatment cap* Olaparib Placebo
90 - 86% (N=260) (N=131)
80 - o Events,n (%) 118 (45) 100 (76)
70 - : Median PFS, months 56.0 13.8
60%
60 S0 u_\k‘_.‘ 509 . Difference, months 422

50 - — TR, HR 0.33 (95% C10.25-0.43)
40 - 35% Olaparib

30 - T e, 2

Patients free from disease
progression and death (%)

22% 0,
20 - _‘_"—‘—w—-qﬁ./i_._. Median treatment duration:
10 Placebo Olaparib, 24.6 months
0 PIaceboT, 13.9 months

0 6 12 18 24 30 36 42 48 54 60 66 72 78
Months since randomization

No. at risk
Olaparib 260 229 212 194 173 140 129 115 101 91 58 30 2 0
Placebo 131 103 65 53 41 38 30 24 23 22 16 3 0

*13 patients, all in the daparib am, confinued study treatment past 2 years;in=130 (safety analysis set)
Investigator-assessed by modified RECIST v1.1. DCO: 5 March 2020
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I ESMD Recurrence-free survival in patients who achieved
complete response to chemotherapy

2-year
100 1 treatment cap Olaparib Placebo
90 - 91% (N=189) (N=101)
2= 80 7% Events,n (%) 79 (42) 74 (73)
© =
&g 701 o Median RFS, months NR 15.3
T © ) ()
ES 601 58% ‘—‘M\_.‘ 55% . HR 0.37 (95% C10.27-0.52)
S =4 0
=& 504 K\_\_‘ S T R
o @ :
& 82 i % Olaparib
@ - 40 &\/_LH_ Recurrence-free survival
c = 30 - 29% .
o 3 23% 5 defined post hoc as time from
= O b 22%
S 2 9 T —Sai-&—o randomization to disease
Placebo recurrence” or death 4
10 1 for patients in complete
0 . . . . . . . , responset to platinum-based
0 6 12 18 24 30 36 42 48 54 60 66 72 78 chemotherapy atbaseline
Months since randomization
No. at risk
Olaparib 189 169 159 147 132 107 99 89 75 66 42 19 2 0
Placebo 101 85 56 46 35 32 25 20 19 18 12 2 0 ‘New lesions by imaging; tBased on electronic case report formdata

RFS, recurrence-free survival
73% and 7T of daparib- and placebo-arm patients, respecively, were in CR at baseline. Investigatorassessed by modified RECISTv1.1. DCO: 5 March 2020
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Secondary efficacy outcomes*
support the observed PFS benefit

Overall Patients in CR at baseline
Olaparib  Placebo Olaparib  Placebo
[dYW (n=260) (n=131) (n=189)  (n=101)
Events,n (%)  80(31) 61 (47) 49 (26) 45 (45)
Event free at5 yearoz, 64 41 68 44
Median, months NR 421 NR 529
HR 0.46 HR 0.48
(95% C10.33-0.65) (95% C10.32-0.71)
ISST
Events,n (%)  95(37) 77 (59) 64 (34) 56 (55)
Event free at5 yearoz, 62 36 65 39
Median, months NR 40.7 NR 477
HR 0.46 HR 0.50
(95% C10.34-0.63) (95% C10.35-0.72)

*Measured fom randomization. CR, complete response. DCO: 5 March 2020
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Secondary efficacy outcomes* Safety profile remained
support the observed PFS benefit consistent with the primary DCO
Overall Patients in CR at baseline Olaparib Placebo
Olaparib  Placebo Olaparib  Placebo n (%) (n=260) (n=130)
478 (n=260) (n=131) (n=189)  (n=101) Any AE 256 (98) 120 (92)
EVeI'ItS, n (%) 80 (31) 61 (47) 49 (26) 45 (45) Grade 23 AE 103 (40) 25 (19)
Event fi t5 ]
vemieediiyal e 41 68 44 Serious AE  55(21)  17(13)
Median, months NR 421 NR 529 AE leading to dose interruption 136 (52) 22 (17)
HR 0.46 HR0.48 AE leading to dose reduction 75 (29) 4(3)
(95% C10.33-0.65) (95% C10.32-0.71)
1SST AE leading to treatment discontinuation 30(12) 4(3)
Events,n (%) 95(37)  77(59) 64(34) 56 (55) MDS/AML 3(1) 0(0)
Event free at5 yearoz, 62 36 65 39 New primary malignancy 7(3) 5(4)
Median, months NR 40.7 NR 477 No additional cases of MDS/AML reported;
HR 0.46 HR 050 incidence remained <1.5%
(95% C10.34-0.63) (95% C10.35-0.72) Follow-up for MDS/AML continued until death due to any cause

*Measured fom randomization. AE, adverse event AML, acute myeloid leukaemia; CR, complete response; MDS, myelodysplastic syndrome. DCO: 5 March 2020
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» We present data from the SOLO1 trial afier the longest durafion of follow-
up for any PARP inhibitor in the newly diagnosed advanced ovarian cancer
seting

* The benefit derived from maintenance olaparib was sustained substantially
beyond the end of freatment
— Median PFS was 56 months, whereas median treatmentduration was only 25

months

* More than half of women in complete response at baseline who received
maintenance olaparib for 2 years remained free from relapse 5 years later

* No new safety signals were observed with long-term follow-up Mobile-friendly

- Nonew cases of MDS/AML were reported and incidence ofnew primary infographic
malignancies remained balanced between arms Copies of this presentation obtained through QR (Quick

Response) codes are forpersonal use only and may notbe
reproduced without writen permission of the authors

* These results provide further evidence to support the use of maintenance
olaparib as a standard of care for women with newly diagnosed advanced ovarian cancer and a
BRCA mutation, and suggest the possibility of long-term remission or even cure for some patients



2020

s

==
*

M Friedlander

L Mileshkin

C Scott

S Azevedo
G Borges
D Freitas
G Girotto
R Hegg

R Pereira
G Queiroz
C Souza

i+l

ACovens

L Gibert

H Hirte
AQza

M Plante

D Provencher
S Welch

R Yin*
Q Zhou*
JZhu*

Acknowledgements

We thank all the women who participatedin this study, their families, and the investigators:

AFlquet

F Joly

M-C Kaminsky
AlLeary

C Lhomme
J-P Lotz
ALortholary

| Ray-Coquard
F Sele

B Weber

b

kacaay - ameca

A Amit

| Bruchim

R Eitan

AFishman

M Inbar

Y Kadan

R Shapira Frommer

N Colombo
F Cognetti
PF Conte

V Lorusso

S Pignata

F Raspagliesi
G Scambia

P Scollo

(o]

T Enomoto
K Fujwara

Y Hirashima
K Matsumoto
T Saito

K Takehara
M Takekuma
K Tamura

H Watari

M Yunokawa

]
|
R Lalisang
G Sonke

M Bidzinski

T Byrski

M Gémas

W Rogowski

P Rézanowski

M Sikorska

A Stowinska

B Spiewankiewicz

S Emelyanov
L Kolomietc

P Krivorotko
A Lisyanskaya
O Mikheeva
G Statsenko
S Tyulyandin

L
CH Choi
B-G Kim
JH Kim
JW Kim
J-H Nam
S-Y Park
S-YRyu

—
&
—
BP Burdalo
A Gonzalez-Martin
IR Noguera
A Oaknin
MJR Pérez
ARedondo
AC Ruipérez
RM Vazquez
AP Velasco

Medical writing support:
Elin Pyke, MChem, funded by
AstraZeneca and Merck & Co., Inc.

S LA
L N

S Banerjee

J Brenton

C Gourley

J Ledermann

S Adams

C Aghajanian
D Anderson

J Anderson

D Armstrong
J Bakkum-Gamez
J Barlin

L Barroihet

K Behbakht
M Bell

K BelF-Mcguinn
E Berry

S Blank

M Boente

W Bradley

C Bryant

T Buekers

R Burger

| = | =

M Callahan Slele

G Cantuara T Lestingi
M Camey JLiu

P Celano JLucci

J Dalymple C Mathews
C Darus N McKenzie
S Davidson D McNamara
P DiSivestro J Merchant
0 Dorigo M Method
G Downey D Miller

B Edraki S Modesitt
D Engle K Moore

R Farias-Eisner P Morris

J Farley T Morrissey
L Fehrenbacher D Mutch

M Gordinier D O'Malley
AGreen J Osborne
P Hanjani D Patel

C Harrison H Pulaski

M Hayes E Ratner

R Higgins W Richards
J Hope BJ Rimel

J Kendrick L Rojas-Espaillat
D Kredentser P Rose
AKueck T Rutherford
JLeach

N Spirtos
R Squatrito
M Stany

F Stehman
G Sutton

N Taylor
MTenney
J Thigpen
L Van Le
T Vanderkwaal
S Vemulapali
S Waggoner
D Warshal

R Wenham
S Westin

J Wiliams

D Yamada

*The Chinese investigators mentioned here are those
whose dafa were included in the global analysis



