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Introduction/Background  Inoperable bowel obstruction
(IBO) occurs in up to 50% of patients diagnosed with
ovarian cancer. Nutrition support for patients with IBO is
challenging. Parenteral feeding (PN) is the recommended
route for patients with a prognosis of > 2 months, however
there is little evidence that it improves quality of life and
the cost of it is very high. If PN is not available patients
are frequently discharged home from hospital with sips of
clear fluids only. Management of inoperable bowel obstruc-
tion remains a major challenge and clear guidelines are
needed.

Elemental diet (ED) is a liquid diet that contains proteins
in the form of amino acids, fats in the form of medium chain
triglycerides, vitamins and trace minerals. ED is almost com-
pletely absorbed in the upper small intestine.

Methodology The primary objective of the study was to
establish if ED can be used as an alternative to home PN in
patients with IBO. The secondary aim was to examine the
impact of ED on quality of life. The primary endpoints of
the study were acceptability and tolerability of ED with
respect to taste, and incidence of vomiting and pain. The
secondary endpoints included the number of patients alive at
the end of the study, quality of life, nutritional intake, and
the number of women who can tolerate ED and subsequently
be treated with palliative chemotherapy (as per standard of
care).

Results 29 women with IBO caused by metastatic ovarian can-
cer were recruited into the EDMONA study. Of those 8 could
not complete the trial due to disease progression, and 2 had
missing data that was deemed irretrievable, leaving 19 patients
who contributed data to the primary endpoint analysis. The
mean age of the patients who continued the trial was 68 (SD
12.5). Preliminary analysis shows that 68.4% of patients met
the primary endpoint and tolerated ED; the ED did not wor-
sen the vomiting or pain as measured by Memorial Symptoms
Assessment Scale. At baseline 72% of patients experienced
vomiting and this number reduced to 28% by the end of
weekl of the study and to 23.5% by the end of week 2.
96% of patients reported pain at baseline and this proportion
reduced to 72% and 76% by the end of week 1 and 2
respectively.

Conclusion ED is well tolerated by patients with IBO and can
provide an acceptable feeding option for this group of
patients.
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Introduction/Background Oral metronomic cyclophosphamide
(OMC) consists in the chronic administration of low, usually
daily, doses of chemotherapy. The effective reduction of
tumour growth, oral administration, low toxicity profile and
low cost benefit women with relapsed ovarian cancer, espe-
cially heavily pretreated patients. We retrospectively evaluated
the outcome of patients treated with OMC for recurrent ovar-
ian cancer.

Methodology We selected patients treated with OMC (50 mg
daily) from 2016 to 2020 at the Academic Department
Gynaecology, Mauriziano Hospital, Torino, Italy. Progression
free survival (PSF) and toxicities profile were evaluated.
Results Thirty-five patients were analyzed. 28 (87%) had
FIGO stage III and IV disease at diagnosis and 59% had
received > 4 previous lines. Average age was 68 years (range
47-88). Before starting OMC 16% had ECOG 0, 65%
ECOG 1 and 19% ECOG 2. Median PFS was 5 months. PFS
was > 6 months in 33% of patients, > 12 months in 13%
and > 18 months in 7%. 52% experienced clinical benefit in
terms of symptoms reduction. 3% of discontinuation for side
effects and no G3-4 hematological toxicities reflected a low
toxicity profile. Only nausea and fatigue G1-G2 were reported
in 4 (12%) and 9 (28%) cases, respectively.

Conclusion OMC could be a feasible alternative therapy for
recurrent ovarian cancer leading to an acceptable clinical
response with a low toxicity profile, even if patients are heav-
ily pretreated and with a suboptimal performance status.
Disclosures Authors have no conflict of interest.
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Introduction/Background The PARP inhibitor (PARPi), nira-
parib, is EMA approved for maintenance treatment in plati-
num-sensitive recurrent ovarian cancer. The eligibility criteria
set out in niraparib licence are less stringent than those in the
NOVA trial, therefore outcomes may be different in the real-
world to those observed in trial patients." The optimal man-
agement of patients after progression on PARPi is unknown
and the relationship between platinum free interval and proba-
bility of response to platinum may be modified after PARPi
therapy. To investigate this, we performed a retrospective anal-
ysis of real-world niraparib use and compared it to the NOVA
trial.

Methodology Data was collected retrospectively for all women
receiving maintenance niraparib for BRCA wild-type, platinum

Int J Gynecol Cancer 2020;30(Suppl 4):A1-A142

A85

ybuAdoa Ag palasloid 1senb Ag 20z ‘0T Iidy uo wod fwg-obliy:dny wouy papeojumoq 020z Jaqwadad ¥ Uo 95T 09S3-0202-96l/9eTT 0T St paysiand 1sul) :19oued [099UAD [ U]


http://ijgc.bmj.com/

Abstracts

sensitive relapsed ovarian cancer between June 2017 and Sep-
tember 2019. Response to prior platinum, median progression-
free survival (mPFS) after 1st and subsequent platinum, num-
ber of cycles of PARPi, dose, haematological toxicities, and
PFS2I (start of subsequent therapy to physician assessed pro-
gression or death) were obtained through electronic records.
Results 37 patients received Niraparib in this timeframe.
Median follow up was 16 months (range 5.7-37 months).
Demographics were similar to previously published cohorts,
however, only 11% (n=4) had a complete response (CR) to
prior platinum therapy and 59% (n=22) had a partial response
in comparison to 50% CR and 50% PR in the NOVA triall.
35 (95%) of patients had progressed on niraparib at the time
of data collection. The mPFS on niraparib was 4.4 months
(95% CI 3.7 - 6.7 months) in comparison to 9.3 months in
the NOVA study. Patients who met the NOVA trial radiological
and serological response criteria, had a mPFS at 5.1 months
(n = 19) compared to 3.9 months (n = 18). Dosing and toxic-
ity data will be reported in full at the meeting. 31 patients
received subsequent therapy, 19 (61%) were treated with
paclitaxel, 9 (29%) were treated with platinum-based chemo-
therapy. Median PFS2I was 5.8 months for platinum sensitive
disease and 3.5 months for platinum resistant disease.
Conclusion The real-world outcomes for niraparib treatment
are worse than observed in the NOVA trial. Patients who
meet NOVA trial eligibility criteria have better outcomes, how-
ever, these results are still inferior to those reported in the
trial. Post PARP outcomes are poorer than expected in both
platinum sensitive and platinum resistant settings. Strategies to
effectively treat PARPi resistant disease are urgently needed.
Disclosures Dr R Glasspool: Grant funding for clinical trials
from Boehringer Ingelheim, Lilly/Ignyta and Clovis. Consul-
tancy fees, travel support and/or speaker fees for AstraZeneca,
GSK/Tesaro, Clovis, Immunogen and Sotio. Site PI for studies
sponsored by AstraZeneca, GSK/Tesaro, Clovis, Immunogen,
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Introduction/Background The immune checkpoints NKG2A
and programmed cell death-1 (PD-1) are expressed on both
tumour-infiltrating natural killer (NK) and CD8+ T cells in
several cancer types, and are implicated in reducing antitumor
immune response. To evaluate whether dual targeting of non-
redundant checkpoint pathways (NKG2A/HLA-E and PD-1/
PD-L1) may enhance antitumour immunity, the combination
of monalizumab and durvalumab is being assessed in a Phase
1b  expansion  study in  multiple solid  tumours

(NCT02671435). Here we report safety and efficacy results in
patients with ovarian, cervical or microsatellite-stable (MSS)
endometrial cancer.

Methodology Eligible patients had advanced recurrent or meta-
static high-grade serous epithelial ovarian cancer or cervical
cancer (patients in each cohort could have received up to 2
prior lines of systemic therapy) or MSS endometrial cancer
(patients could have received up to 3 prior lines of systemic
therapy), with Eastern Cooperative Oncology Group perform-
ance status 0-1. Patients received monalizumab 750 mg Q2W
and durvalumab 1500 mg Q4W for up to 3 years until unac-
ceptable toxicity or confirmed progression. The primary end-
point was safety and tolerability; secondary endpoints included
antitumour activity.

Results Between March 2017 and March 2019, 40 patients
with ovarian cancer (age range, 42-75 years), 16 patients with
cervical cancer (age range, 32-79 years) and 40 patients with
MSS endometrial cancer (age range, 45-79 years) were
enrolled. Rates of treatment-related adverse events (AEs) were
generally similar across cohorts (table 1). There were no grade
5 AEs and no events leading to discontinuation of monalizu-
mab or durvalumab. Objective responses were seen only in
ovarian cancer (table 2): among the 37 evaluable patients, 2
(5.4%) had confirmed partial responses and 10 (27.0%) had
stable disease (SD) including 6 (16.2%) with disease control at
24 weeks (DCR24). Median progression-free survival (mPFS)
was 1.8 months and median overall survival (mOS) was 16.7
months. Six (37.5%) of the 16 evaluable patients with cervical
cancer had SD; mPFS was 2.0 months and mOS was 8.6
months. Fifteen (38.5%) of the 39 evaluable patients with
MSS endometrial cancer had SD, including 5 (12.8%) with
DCR24; mPFS was 1.8 months and mOS was 10.7 months.
Conclusion Monalizumab plus durvalumab treatment had man-
ageable safety in all cohorts. Modest clinical activity was dem-
onstrated in recurrent ovarian cancer, whereas activity in
cervical and MSS endometrial cancers was minimal. Further
understanding of dual immune-checkpoint targeting is
required.

Abstract 518 Table 1
MSS endometrial cancer

Safety in patients with ovarian, cervical or

Ovarian Cervical MSS endometrial
cancer cancer cancer
Safety (N=40) (N=16) (N=40)
At least one monalizumab-related AE, n (%) 23 (57.5) 9(56.3) 24 (60.0)
At least one durvalumab-related AE, n (%) 24 (60.0) 9(56.3) 26 (65.0)
At least one monalizumab-related SAE, n (%) 3(7.5) 2(12.5) 3(7.5)
At least one durvalumab-related SAE, n (%) 4(10.0) 2(12.5) 2(5.0)
Death (grade 5 severity), n (%) 0 0 0
At least one event leading to monalizumab 0 0 0
discontinuation, n (%)
At least one event leading to durvalumab 0 0 0
discontinuation, n (%)

Abstract 518 Table 2 Efficacy in patients with ovarian, cervical
or MSS endometrial cancer

Ovarian Cervical MSS endometrial
cancer cancer cancer
Efficacy (N=37) (N=16) (N=39)
Complete response, n (%) 0 0 [}
Partial response, n (%) 2(5.4) 0 0
Stable disease, n (%) 10 (27.0) 6 (37.5) 15 (38.5)
Objective response rate, n (%) 2(5.4) 0 0
Disease control rate at 24 weeks, n (%) 6(16.2) 0 5(12.8)
Median progression-free survival (months) 18 20 1.8
Median overall survival (months) 16.7 8.6 10.7
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