
Results: Three phase III RCTs with 1401 patients were eligible. The study arms used
olaparib or niraparib or rucaparib while the control arms utilized placebo. The I2 statis-
tic for heterogeneity was 16.86, and the heterogeneity X2 (Cochran’s Q) was 2
(P¼ 0.30), suggesting homogeneity. The SHM incidence was 12 (1.28%) in PARP
inhibitors group vs 5 (1.07%) in control group. The RR for SHM was 1.14 (95% CI:
0.42 – 3.08, P¼ 0.79) and RD was 0.002 (95% CI: - 0.01 – 0.014, P¼ 0.72). The RR of
all-grade side effects were as follows: anemia, 6.57 (95% CI: 4.64 – 9.30, p< 0.001);
thrombocytopenia, 9.80 (95% CI: 6.19 – 15.50, p< 0.001); and neutropenia, 4.13 (95%
CI: 2.79 – 6.12, p< 0.001). The RR of high-grade adverse effects were as follows: ane-
mia, 28.85 (95% CI: 10.06 – 82.72, p< 0.001); thrombocytopenia, 28.74 (95% CI: 8.24
– 100.24, p< 0.001); and neutropenia, 5.90 (95% CI: 3.01 – 11.57, p< 0.001).

Conclusions: Patients on PARP inhibitors experienced a notable increase in the risk of
all grades of hematological toxicities. However, there was no significant increase in the
risk of secondary hematological malignancies in PARP inhibitors group. Long-term
follow-up of these patients is required to determine the actual relation.
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Background: Treatment options for recurrent or metastatic cervical cancer are limited,
with no standard of care beyond 1L treatment and 2L response rates of�13%.
Tisotumab vedotin (TV) is an antibody-drug conjugate comprised of a fully human
monoclonal antibody specific for tissue factor (TF) conjugated to the microtubule dis-
rupting-agent monomethyl auristatin E (MMAE) via a protease cleavable linker. TV is
being evaluated in GEN701 (innovaTV 201), a Phase I/IIa dose-escalation and expan-
sion study in patients (pts) with previously treated recurrent locally advanced or meta-
static solid tumours. A previous report of the preliminary expansion cohort for cervical
cancer (n¼ 34) showed an investigator (INV)-assessed response rate of 32% (26% con-
firmed) (Vergote et al., ESMO 2017 abstract #931O). INV response for the full cervical
expansion cohort (N¼ 55) and response by independent imaging review (IIR) (n¼ 34)
are presented here.

Methods: Key eligibility criteria included recurrent or metastatic cervical cancer that
progressed on standard therapy, adequate organ function and ECOG 0-1. TV 2 mg/kg
Q3W was given until progression, toxicity or withdrawal. Activity and safety were
assessed by RECIST 1.1 and CTCAE 4.03, respectively. Enrollment started in
November 2015 and continued through May 2018.

Results: The full cohort has 55 pts (median age was 47 y [21-74]). Updated efficacy by
INV review, safety data, and response by TF expression will be presented. Median age in
the first 34 pts was 44 y (21-74) and pts received a median of 2 prior lines for recurrent
or metastatic disease. ORR by IIR of 41% (95% CI: 25%-59%), including 1 CR and 13
PR. 8 (1 CR, 7 PRs) were confirmed (24%; 95% CI: 11%-41%). Confirmed response
rate was concordant between INV and IIR (26% and 24%). Median duration of
response was 4.9 months and median PFS was 4.2 months by IIR.

Conclusions: These data demonstrate that TV has encouraging activity in previously
treated recurrent or metastatic cervical cancer, an underserved population with a high
unmet need, and that responses observed with TV are numerically higher than those
achieved by historical controls. These data support the continued investigation of TV
in this population.

Clinical trial identification: NCT02001623.
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Background: Aim of this study was to evaluate the predictive role for C-reactive protein
(CRP) and thrombocyte count as surrogate markers for the interleukin-6 pathway for
longterm survival with ovarian cancer.

Methods: Patients and methods: Within the tumorbank ovarian cancer (TOC) preop-
erative CRP values and thrombocyte counts were collected for longterm survivors (sur-
vival of� 8 years after initial diagnosis) from seven gynecologic-oncology centers as
well as classical ovarian cancer patients diagnosed in the same timeframe (survival< 5
years after initial diagnosis). Receiver operating characteristics (ROC) curves and logis-
tic regression analyses were conducted to evaluate differences between cohorts.

Results: In this study 336 longterm survivors (LTS) and 172 control patients could be
included. There was no difference in preoperative thrombocyte count with a median of
326/nl in LTS (n¼ 136) vs. 325/nl in control patients (n¼ 151), p¼ 0.59. Regarding
preoperative CRP values at initial diagnosis there was a significant difference in both
univariate and multivariate analyses: Median CRP was 9.2 mg/l in LTS (n¼ 56) com-
pared to 18.4 mg/l in control patients (n¼ 85), p¼ 0.002. ROC-curves showed an area
under the curve of 0.66 (95% CI 0.56-0.75), p¼ 0.002. After adjusting for age, FIGO
stage, grading and histology there was still a significant difference between the two
cohorts (p¼ 0.002). Patients with CRP<1.3 mg/l had a 15-fold higher chance to sur-
vive longer than eight years compared to patients with a CRP>40 mg/l at initial diag-
nosis (p¼ 0.001, 95% CI 3.3-70.5).

Conclusions: Preoperative C-reactive protein was significantly lower in longterm
survivors compared to classical ovarian cancer patients indicating the potential
role of CRP as prognostic marker for longterm survival. Further studies are highly
warranted in order to gain more insight in this unique and sparcely known patient
cohort.
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Funding: Has not received any funding.

Disclosure: All authors have declared no conflicts of interest.

abstracts Annals of Oncology

viii344 | Gynaecological cancers Volume 29 | Supplement 8 | October 2018

D
ow

nloaded from
 https://academ

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

dy285.171/5142005 by guest on 26 O
ctober 2019


