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EVOLVE

A proof of concept, multi-centre, clinical
trial of the combination cediranib-olaparib
at the time of disease progression on PARP

inhibitor in ovarian cancer
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STUDY DESIGN

A proof of concept, multi-centre, clinical trial of the combination cediranib-
olaparib at the time of disease progression on PARP inhibitor in ovarian cancer
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Study Title NCT Number # of Patients Enrolled Pending Sites
0ZM-058 A Phase Il Open-Label, Randornized, | NCTH: 02483006 ArmA (Chemotherapy) =0 | 1.Tom Baker CC (end-Nov 2016)
Multi-Centre Study, of Neoadjuvant Olaparib in Arm B (Olaparib) =0 2. Notre Dame Hospital (CHUM) (Dec 2016)
Patients with Platinum Sensitive Recurrent 3, McGill University Health Centre (Q1 2017)
High Grade Serous Ovarian/Primary Peritoneal 4, Universitaire Ziekenhuizen Leuven (Q1 2017)
or Fallopian tube Cancer 5. Auckland Hospital (Q1 2017)
The NEQ trial
0ZM-060 e-Volve 1 trial: A proof of concept, | NCT# 02681237 Cohort A (Plat Sensitive) =8 | 1. Notre Dame Hospital (CHUM) (Q1 2017)
multi-centre, clinical trial of the combination Cohort B (Plat Resistant) =3 | 2. Vall o'Hebron Research Institute (Q1 2017)
cediranib-olaparib at the time of disease Cohort C (Exploratory) = 1
progression on PARP inhibitor in ovarian
cancer,
0ZM-061 Olala Trial: A NCT#:02489058 Long Term Responders = 5 1. BCCA Dec 2016)

Retrospective/Prospective Analysis of
Characterization of the Long-
Term Responders on Olaparib in Solid Tumours

Short Term Responders =7

2. Edinburgh Cancer Research Centre (Q1 2017)
3. The Royal Marsden Q1 2017)




STICs and STONES: OV.24

Prospective Assessment of Aspirin in
Chemoprevention of High Risk Ovarian Cancer

Coordination: NCIC/CTG

Pls: Drs. Oza, Lheureux, P. Shaw, E. Eisenhauer, H. Richardson, M Bernardini, D.
Tsoref

Funding: CCSRI for Canada
ANZGOG - Grant application
Israel — Start up funds secured



STUDY DESIGN

International, multicentre, phase Il, double-blind, placebo-controlled
randomized trial comparing the effects of daily aspirin (<100mg or 300/325mg)
versus placebo on the frequency of pre- and early-malignant lesions in resected
RRSO specimens from women harboring germline BRCA1/2 mutations

® Window of Opportunity Trial

Identification of germline || Prophylactic
BRCA mutation Surgery

W

® 2:1 Randomization
Acpimnn
) i E . “100mg po daily
W with A Treatment
BRCAL2 . - )
. N - will contirme | Risk-
A tions - Aspirin -
cchadulad to 0| for a reducing
R . C u minimum of | salpinzo-
hﬂagterﬁk- M|, ASpinn | § months to a | cophore-
- I 300 or 315mg po daily | macinmm of | ctomy
5.alpulgu— | Z 2 years
oophoractomy E Placebo
Ome tablet po



PRIMARY OBJECTIVE

* To define Impact of Aspirin on the Frequency of
Precursor Lesions at the time of RRSO

— Aspirin / Placebo
— Standardization: SEE-FIM, upfront IHC analysis

— Central Pathology review in the fallopian tube in
resected specimens of patients who receive a
minimum of 6 months of either low dose aspirin or
placebo

* Occult carcinoma
e STIC



Feasibility: Estimated Accrual 200/year

Province Centre # pt with Eligiblesubjects
prophylactic annually
salpingo
oophorectomy

ALTA CrossCancer Inst V Capstick 20 6

BC BCCAVancouver D Miller 25 20

MB Cancer Care Manitoba: L Lotocki 10 5

Winnipeg
NFLD D.H.Bliss Murphy Cancer P Power 15 10
Centtre

ON Ottawa Hospital M FungKee Fung

ON JurvinskiCancer Centre

ON PMH B Rosen 40 40

ON LondonHealth Sciences J McGee 20 10

Centre

QC CHUM Sauthier 12 8

QC CHUQ M Plante 20 most

SASK Saskatoon CGiede 10 70%

Intergroups: ANZGOG, GINECO, MRC
?? NRG, NSGO

* Canadian Cancer
Trials Group



Current Status of Trial

Protocol written
Database specifications finalized

Drug Supply: Discussions ongoing with regulatory
authority and drug manufacturer: stability testing and
study supply capsule composition

Planned trial activation in Canada: first quarter 2017

Collaborating Groups must self fund for participation

Canadian Cancer
- Trials Group



