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4McGill University, Reproductive Center- Department of Obstetrics and Gynecology,
Montreal, Canada

Study question: The goal of this study was to determine the independent
effect of ethnicity on adverse obstetrical outcomes in women with Polycystic
Ovary Syndrome (PCOS).
Summary answer: Among women with PCOS, African Americans, Hispanic
and Asians are at an increased risk of certain adverse obstetrics outcomes,
whereas Caucasians have fewer pregnancy complications.
What is known already: Polycystic ovarian syndrome is associated with an
increased risk of pregnancy complications possibly due to the insulin resis-
tance inherent in this syndrome. Variable ethnicities demonstrate different
magnitudes of insulin resistance and in non-PCOS populations are known to
be at modified pregnancy complication risks. Different ethnicities may have
different phenotypes of PCOS, possibly further modifying outcomes. The role
of ethnicity in women with PCOS and its effect on pregnancy complications
has not been well studied.
Study design, size, duration: This retrospective population-based study
utilized data from the Healthcare Cost and Utilization Project Nationwide
Inpatient Sample (HCUP-NIS), over 11 years from 2004 to 2014. The data
are representative of 20% of admissions to US hospitals and geographically
represent over 96% of the American population.

Clinical modification ICD9-CM codes were used to identify women with
PCOS and group them according to maternal ethnicity. In 2015 codes were
changed to ICD-10 which are not comparable.
Participants/materials, setting, methods: All women with
PCOS(n¼ 12782) were grouped according to maternal ethnicity:
Caucasian(9107), African American(1098), Hispanic(1288), Asian(741), and
other. Pregnancy, delivery, and neonatal outcomes were collected per group
and compared to the rest.

Chi-square tests were used to compare the baseline characteristics be-
tween the cohorts. Logistic regression analyses were conducted to explore
associations between ethnicity and pregnancy outcomes through the estima-
tion of odds ratio (OR) and 95% confidence intervals (CI) while controlling
for confounding effects.
Main results and the role of chance: PCOS was found in 12,782 patients
with included ethnicity results. Asian women had a higher prevalence of gesta-
tional diabetes(GDM) (aOR1.96, 95%CI 1.49-2.58, p< 0.001), chorioamnionitis
(aOR3.41, 95%CI 2.12-5.47, p< 0.0001), operative vaginal delivery (aOR2.42,
95%CI 1.65-3.56, p< 0.001), postpartum hemorrhage(PPH) (aOR2.07, 95%CI
1.25-3.43, p¼ 0.004) and maternal infection (aOR2.84, 95%CI 1.80-4.49,
p< 0.001). African Americans had a higher risk of pregnancy-induced hyperten-
sion (aOR1.38, 95% CI 1.06-1.80, p¼ 0.02), preeclampsia (aOR1.68, 95% CI
1.15-2.45, p¼ 0.007), preterm premature rupture of membrane (aOR2.75,
95%CI 1.58-4.78, p< 0.001), chorioamnionitis (aOR1.83, 95%CI 1.12-2.98,
p¼ 0.016) and cesarean sections (aOR1.69, 95%CI 1.32-2.15, p< 0.001) and
lower risk of operative vaginal delivery (aOR0.53, 95%CI 0.31-0.93, p¼ 0.03),
spontaneous vaginal delivery (aOR0.67, 95%CI 0.52-0.85, p< 0.001), and ma-
ternal infection (aOR1.91, 95%CI 1.21-3.00, p¼ 0.005). The risk of GDM
(aOR1.36, 95%CI 1.06-1.73, p< 0.014) and PPH (aOR1.58, 95%CI 1.01-2.47,
p¼ 0.045) was increased among Hispanic patients. Caucasian patients were at
lower risk of GDM(aOR0.67, 95%CI 0.57-0.79, p< 0.0001), chorioamnionitis
(aOR0.39, 95%CI 0.28-0.55, p< 0.0001), casarean section (aOR0.83, 95%CI
0.73-0.95, p< 0.008), spontaneous vaginal deliveries (aOR1.25, 95% CI1.10-
1.43, p< 0.001), PPH (aOR0.70, 95% CI0.50-0.98, p< 0.035), blood transfu-
sion (aOR0.49, 95%CI 0.29-0.83, p< 0.007), maternal infection (aOR0.34, 95%
CI 0.27-0.51, p< 0.0001) and small for gestational age infants (aOR0.64, 95%CI
0.44-0.93, p< 0.018). Rates of other pregnancy outcomes were similar for the
groups.
Limitations, reasons for caution: This is a retrospective analysis utilizing
an administrative database that relied on the accuracy and consistency of the
individuals coding the data. There are known limitations to how accurately
hospital coding is able to capture perinatal conditions and complications.
Wider implications of the findings: Our study demonstrated that among
women with PCOS, specific ethnicities are at an increased risk of adverse obstet-
ric outcomes. This underlines the importance of screening for certain pregnancy
complications in PCOS women of African American, Hispanic, and Asian ethnic-
ity. Studies should evaluate the role of insulin resistance in these outcomes.

Trial registration number: not applicable - This study used publicly acces-
sible, anonymized data; therefore, according to articles 2.2, 2.4 of Tri-Council
Policy Statement (2010), institutional review board approval was not
required.
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O-010 The ULTRA trial: transvaginal ULTRAsound-guided
ovarian ablation using the novel May Health device in women with
PCOS-related infertility: first–in-human feasibility clinical trial
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Study question: Is transvaginal ULTRAsound (TVUS)-guided ovarian abla-
tion using May Health device feasible, safe, and effective in inducing ovulation
in Clomiphene citrate and/or Letrozole (CC/LTZ)-resistant PCOS women?
Summary answer: TVUS-guided ovarian ablation using the May Health de-
vice seems feasible, safe and effective in inducing ovulation in PCOS-related
anovulatory infertility, with additional, larger studies needed.
What is known already: Laparoscopic ovarian drilling (LOD) is widely
accepted and recommended as an effective second line treatment in
PCOS-related infertility. However, it is an invasive procedure that requires
general anaesthesia and carries significant risks. Furthermore, the off-the-
shelf devices used for LOD are not specifically designed to precisely de-
liver the desired and effective amount of ablation. In contrast, the May
Health device has been designed to induce a precisely calculated amount
of ovarian ablation via a much less invasive route without general anaes-
thesia. May Health therefore transforms an invasive surgical procedure to
an office-based technique similar in access to the well-established oocyte
retrieval.
Study design, size, duration: This study included two phase-1 feasibility,
single-arm clinical trials running in parallel in the US and EU assessing the May
Health Device in performing TVUS-guided ovarian ablation in anovulatory
PCOS women resistant to first-line ovulation induction drugs. Sample size
was 35 participants with post-procedure follow-up (FU) of 24 months in EU
and 12 months in US. Endpoints included procedure feasibility (successful ab-
lation of at least one ovary), safety, and effectiveness (ovulation and
pregnancy rates).
Participants/materials, setting, methods: Seven fertility centres (UK,
France, Belgium, US) participated in the trials. Participants were CC/LTZ-re-
sistant PCOS women aged 18-40 years. PCOS was diagnosed according to
Rotterdam criteria. Participants underwent TVUS-guided ovarian ablation us-
ing May Health device. The initial five participants underwent laparoscopy
concurrent with TVUS-ablation. Post-procedure, serum progesterone was
measured weekly until confirmation of ovulation or up to 12 weeks. Women
were evaluated at 3 and 6 months, then telephoned at 9, 12 and 24 months.
Main results and the role of chance: Twenty-three participants
(mean§ sd age, 31.8§ 3.1years; BMI, 29.8§ 5.0kg/m2) underwent May
Health TVUS-guided ovarian ablation and completed at least three-months
FU. Of those, 10 (43.5%) ovulated spontaneously during the first three
months. Six more women ovulated between three- and nine-months FU,
some with CC/LTZ, giving a total ovulation rate of 69.6% (16/23). Of the 11
participants who completed nine-months FU, five conceived. Two more par-
ticipants conceived before 9-months giving a total pregnancy rate of 53.8%
(7/13).
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..In 19 cases (82.6%), ablation was achieved successfully in both ovaries,
while in four cases (17.4%) one of the ovaries was not ablated either because
it was too small (as per protocol) (n¼ 3) or inaccessible (n¼ 1).

Overall, 14 participants experienced 29 adverse events (AEs), of which 25
were mild, two moderate and two severe. Nine mild/moderate AEs were
deemed related to the device/ablation procedure. Examples of mild/moder-
ate AEs included mild self-limiting vaginal bleeding (n¼ 5), pain (n¼ 5) and
headache (n¼ 2). None of the severe AEs were deemed related to the de-
vice/ablation procedure. One participant in phase1a who underwent
laparoscopy concurrent with the ablation, sustained a bowel injury involving
the ilium near the ileocecal junction. Independent expert investigation con-
cluded that the injury was likely caused by laparoscopic veress needle.
Limitations, reasons for caution: One possible limitation of this study is
the lack of a comparator treatment / placebo arm. However, this was not
necessary for this feasibility phase 1 trial. Furthermore, given the nature of
TVUS-ovarian ablation, it would be difficult to compare it with other ovula-
tion induction drugs or to a placebo.
Wider implications of the findings: These preliminary data suggest that
the novel May Health device offers a promising office-based second line ovu-
lation inducing procedure for CC/Letrozole-resistant anovulatory PCOS
women.
Trial registration number: NCT03760926

Abstract citation ID: dead093.011
O-011 Cardiovascular morbidity and mortality in women with
PCOS: a cohort study of 75142 participants from the UK biobank
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Study question: Are women with PCOS at an increased risk of cardiovascu-
lar mortality and morbidity?
Summary answer: Although PCOS is strongly associated with cardiovascu-
lar risk factors, it does not increase the risk of cardiovascular morbidity and
mortality in women aged 40-60 years.
What is known already: PCOS is one the commonest endocrinopathies in
women of reproductive age characterised by anovulation, hyperandrogenism
and polycystic ovaries in ultrasound surveillance. The prevalence of PCOS has
been quoted 8 to13% of women in the UK, however, up to 70% of the cases
may be undiagnosed. Women with PCOS are at increased risk of developing
adverse cardiometabolic outcomes including insulin resistance, type 2 diabetes
(T2DM), metabolic syndrome, hypertension and dyslipidaemia. Those unfav-
ourable risk factors would place women with PCOS at an increased risk for
cardiovascular mortality and morbidity, however, the evidence from epidemi-
ological studies are so far heterogenous with conflicting results.
Study design, size, duration: We conducted a cohort study including a to-
tal of 75142 participants from the UK biobank, of whom 15747 had PCOS.
Women were followed up for 11.1 years in average.
Participants/materials, setting, methods: The primary outcome was
morbidity and mortality from ischemic heart disease and stroke. We con-
structed Cox regression analysis adjusted for confounders and risk factors to
quantify the risk of cardiovascular morbidity and mortality in women with
PCOS.
Main results and the role of chance: The incidence rate of cardiovascular
events was 1.92/1000 person years in the PCOS population and 1.90/1000
person years in women without PCOS. PCOS was associated with a higher
risk of obesity (OR 1.63, 95% CI 1.56-1.70), hypertension (OR 1.18, 95% CI
1.13-1.23) and type 2 diabetes (OR 1.44, 95% CI 1.31-1.58). In the adjusted

cox regression model, PCOS doesn’t increase the risk of CVD morbidity and
mortality (HR 0.89, 95% CI 0.78-1.01), however, the cumulative hazard risk
in women over 60 years old with a history of PCOS was greater compared
to women without PCOS.
Limitations, reasons for caution: The low response rate (5.5%) to the
UK biobank recruitment introduces a healthy responder bias which may limit
the representation of the population. PCOS was both self-reported and
assessed by clinical and biochemical features and other variables were also
self-reported, hence reporting bias cannot be excluded.
Wider implications of the findings: The strong association of PCOS with
cardiometabolic risk factors and that the CVD morbidity/mortality risk
becomes comparable with that of women without PCOS after correcting for
these factors, highlights the need to strengthen public health strategies for
surveillance, lifestyle interventions and prompt treatment of those co-morbid-
ities in women with PCOS.
Trial registration number: Not applicable
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O-012 Risk of epithelial ovarian tumors among women with
polycystic ovary syndrome (PCOS): A nationwide population-
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ovary syndrome (PCOS) associated with epi-
ovarian tumors?

no association between PCOS and epithelial
we observed an increased risk of ovarian

cancer among postmenopausal women with PCOS.
What is known already: Few studies have investigated the association be-
tween PCOS and epithelial ovarian tumors. In general, studies have reported
conflicting results, possibly due to methodological differences and varying con-
founder adjustments. For ovarian cancer, most studies have reported no
associations, while two studies reported an increased risk for women with
PCOS compared to women without PCOS. For borderline ovarian tumors,
most studies found no associations while one study observed an increased
risk for serous borderline ovarian tumors among women with PCOS. Only a
few studies have investigated the risk associated with PCOS according to

menopausal status and histological subtypes of these tumors.
Study design, size, duration: This is a nationwide cohort study including all
women born in Denmark between January 1, 1940 and December 31, 2000.
The study cohort consisted of 1,7 million women after exclusion of women
who emigrated, died, were diagnosed with cancer, or had bilateral oophorec-
tomy before study start.
Participants/materials, setting, methods: The study cohorts for ovarian
cancer analyses and borderline ovarian tumor analyses were linked to national
registers to obtain information on PCOS diagnosis, cancer diagnosis, covari-
ates, migration, and vital status. Cox proportional hazard regression models
were used to calculate hazard ratios (HRs) and 95% confidence intervals (CI)
for ovarian cancer and for borderline ovarian tumors, as well as separately for
histological subtypes and according to menopausal status (landmark analysis
at attained age of 51 years).
Main results and the role of chance: During a median 26.0 years of fol-
low-up, 6,490 women were diagnosed with epithelial ovarian cancer and
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