
Conclusions: CD-BEV provided a significant PFS improvement compared to CG-BEV
in patients with ROC suitable for PBT. A significant PFS improvement was also seen in
the subgroup of patients with previous anti-angiogenic treatment. CD-BEV was associ-
ated with fewer serious adverse events. Thus CD-BEV might be an important addition
to the therapeutic options in these patients.
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Background: Ovarian SCT tend to respond poorly to chemotherapy (CT). We explored
the efficacy of wP with or w/o bev in a randomized 1:1 phase II trial in patients (pts) with
relapse who were not candidate to surgery & after> 1 line of platinum based CT.

Methods: Primary endpoint is the PFS rate at 6 months (PFR-6). Pts in the wP arm
were allowed to receive bev alone at progression. A Bayesian approach allowed continu-
ous monitoring PFR-6 with sequential analyses planned every 20 pts to allow early stop-
ping for efficacy. wPþBev will be considered interesting if the probability is> 0.9 to
show that the estimated PFR-6 in wPþBev is higher than in wP arm.

Results: From 02/13 to 10/16, 60 pts with SCT (52 AGCT (Adult Granulosa cell tumor),
2 SLT (Sertoli Leydig tumor), 6 other) were randomized. All pts had recurrent disease
and were previously treated with CT (47 pts received�2 lines). Baseline characteristics
were well balanced between the 2 arms. 17 pts (28%) received prior hormonal therapy.
Platinum-free interval (PFI) was� 12 months in 21 pts (66%) and 22 (79%) in the wP
and wPþbev group, respectively. The PFR-6 [95% CI] was 71% [55%; 84%] vs 72%

[55%; 87%] in wP arm (arm A) and wPþbev (arm B). Median PFS were 14.7 and 14.9
months, in arm A and B respectively. In wP arm 50% of pts received bev alone at cross
over, with median PFS of 7.3 months. Median TFST were 28.5, 33.6 and 33.6 months,
in arm Aþ cross over bev, arm A w/o crossover and arm B respectively. Most frequent
AE (all grade) were: hypertension in 78% of pts wP vs 93% of pts wPþBev, fatigue
(63% vs 78%), neuropathy (56% vs 74%), proteinuria (13% vs 63%), bleeding (16% vs
59%), alopecia (34% vs 56%), vomiting (16% vs 7%). Grade 3/4 AEs were reported in
10 arm wP vs 12 pts in arm wPþBev.

Table: 934O
Arms ORR SD PD

wP 8(25%) 17(53%) 7(22%)

wPþBev 12(44%) 12(44%) 3(11%)

Conclusions: A randomized trial is feasible in rare cancer with a strong international
collaboration. wP confirmed as active drug in SCT. Bev added to wP tends to increase
ORR compared to wP alone but failed to significantly improve PFR-6 nor PFS in
relapsed SCT pts.
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Funding: Roche.

Disclosure: P. Harter: Honoraria: Roche, Astrazeneca, Tesaro; Consulting: Roche,
AstraZeneca, Tesaro, Clovis, Pharmamar. I.B. Vergote: Consulting role: GCI Health,
Oncoinvent AS, Rocje NV, Genmab A/S, Advaxis Inc, Morphotec Inc, F. Hoffmann-La
Roche Ltd, Cerulean Pharma Inc, Novocure GMBH, AstraZeneca LP, Mateon
Therapeutics Inc, Immunogen Inc, Eli Lilly benelux NV, Amgen INc, Theradex Europe
Limited, Pfizer Inc, Debiopharma International SA, Vifor Pharma Belgie NV, Novartis
Pharma AG, MSD Belgium BVBA, Oxigene Inc, Janssen-Cilag, Nektar Therapeutics, Bayer
Pharma AG; Grant: Amgen, Roche; Travel accomodations: Tesaro, Theradex, Elsevier. K.
Fujiwara: Honoraria: Chugai, Roche. L. Gladieff: Honoraria: AstraZeneca, Tesaro, Clovis,
Roche; Travel accommodations: Roche, Pharmamar. H-J. Lueck: Honoraria: Tesaro,
Roche, Amgen, AstraZeneca; Consulting: Tesaro, Roche, Pfizer, Novartis; Speakers’ bureau:
Roche, Novartis, Pfizer, Amgen; Travel accommodations: AstraZeneca, Tesaro. A. Floquet:
Travel accommodations: Roche. A. Schnelzer: Consulting: Roche S. Pignata: Honoraria,
Consulting, Travel accommodations: Roche. F. Selle: Consulting: MSD, Roche,
AstraZeneca, Tesaro; Travel accommodations: MSD, Roche. J. Sehouli: Honoraria: Roche,
AstraZeneca, Tesaro, Pharmamar; Consulting: Novartis, Clovis, Roche, AstraZeneca,
Tesaro; Research fundings: Amgen, Novartis, Lilly, Bayer. G. Mangili: Speakers’ bureau:
Astrazeneca; Research fundings: Ipsen; Travel accommodations: Roche, PharmaMar. P.
Pautier: Consulting role: Roche, Tesaro, AstraZeneca, Lilly. U. De Giorgi: Honoraria: BMS,
AstraZeneca, Sanofi, Pfizer, Ipsen. P-E. Heudel: Consulting role: AstreZeneca, Pfizer,
Novartis; Research fundings: AstrasZeneca; Travel and accommodation: Pfizer, Novartis.
All other authors have declared no conflicts of interest.

940O OVPSYCH2: A randomised study of psychological support versus
standard of care following chemotherapy for ovarian cancer

S. Blagden1, G. Bertelli2, E. Frangou3, C. Butcher4, S. Love3, M. Mackean5,
R.M. Glasspool6, A. Cook7, S. Nicum8, R. Lord9, M. Ferguson10, R.L. Roux1, M. Martinez11,
S. Black12, A. James12, H. Palmer13, S. Hughes12, C. Marriott13, L. Howells14

1Department of Oncology, Churchill Hospital University of Oxford, Oxford, UK,
2Oncology, Sussex Cancer Centre, Brighton, UK, 3Centre for Statistics and Medicine,
Nuffield Department of Orthopaedics, Rheumatology and Musculoskeletal Sciences,
University of Oxford, Oxford, UK, 4Oncology Clinical Trials Office, University of Oxford,
Oxford, UK, 5Oncology, Edinburgh Cancer Centre Western General Hospital, Edinburgh,
Midlothian, UK, 6Department of Oncology, Beatson West of Scotland Cancer Centre,
Glasgow, UK, 7Department of Oncology, Gloucester Oncology Centre, Cheltenham, UK,
8Oncology, Churchill Hospital University of Oxford, Oxford, UK, 9Department of
Oncology, Clatterbridge Cancer Center, Wirral, Merseyside, UK, 10Medical Oncology,
Ninewells Hospital, Dundee, UK, 11Surgery and Cancer, Imperial College London,
London, UK, 12Research Team, Maggie’s Swansea, Swansea, UK, 13Research Team,
Maggie’s Oxford, Oxford, UK, 14Research Team, Maggie’s Centres, London, UK

Background: Ovarian cancer (OC) treatment is associated with psychological morbid-
ity. We prospectively studied the impact of a brief course of psychological support on
self-reported depression, fear of progression (FoP) and quality of life (QOL) in patients
(pts) following chemotherapy for primary or recurrent OC.

Methods: Pts consented at their first post-chemotherapy appointment and were eligi-
ble if they scored from 5-19 on PHQ9 questionnaire. They were randomised 1:1 to
Intervention or Control. Intervention comprised 3 standardised 90-minute sessions of
psychological support given 6 -12 weeks after chemotherapy. Control was standard of
care in which support was provided where indicated; unblinded block randomisation
was used for primary or recurrent OC and 3 levels of PHQ9 as stratification factors. Pts
completed PHQ9, FoP-Q-SF, EORTC QLQ C30 and OV28 questionnaires up to 2
years. Primary endpoint was change in PHQ9 score at 3 months compared to baseline.

Results: Oct 2015 - Nov 2017: 182 pts were registered; 107 were eligible and rando-
mised; 54 to Intervention and 53 to Control; mean age of 59 yrs; 75 (70%) primary and

Annals of Oncology abstracts

Volume 29 | Supplement 8 | October 2018 doi:10.1093/annonc/mdy285 | viii333

D
ow

nloaded from
 https://academ

ic.oup.com
/annonc/article-abstract/29/suppl_8/m

dy285.143/5141730 by guest on 26 O
ctober 2019


