ObsEva in 2018
Innovative Treatments in Women’s Health

Highlights 2018
FEBRUARY

OCTOBER

Positive topline results from
IMPLANT 2 Phase 3 clinical
trial of nolasiban demonstrate
potential to improve in vitro
fertilization (IVF/ICSI) outcome

Additional results from
IMPLANT 2 Phase 3 clinical trial
of nolasiban in IVF showing
significant increase in live birth
rate following IVF

JUNE

NOVEMBER

Results after 12 weeks
of treatment showing
achievement of primary and
secondary endpoints for
EDELWEISS Phase 2b clinical
trial of linzagolix in women
with endometriosis

Initiation of IMPLANT 4 Phase
3 clinical trial of nolasiban in
Europe, Canada and Russia for
improving IVF outcomes

SEPTEMBER

DECEMBER

Results after 24 weeks of
treatment of EDELWEISS Phase
2b clinical trial of linzagolix
showing sustained efficacy and
bone mineral density safety

Completion of patient
recruitment in PRIMROSE
2 Phase 3 clinical trial of
linzagolix for the treatment
of heavy menstrual bleeding
associated with uterine fibroids
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MESSAGE FROM THE CEO

«

I have dedicated my life to the field of Women’s Health and Fertility, from treating patients,

to developing treatments, founding companies to advance science and medicine. It’s all leading
to ObsEva’s mission to address several disease areas that remain unmet and underserved. The
treatment solutions that we are developing can help resolve some of the major obstacles patients
face with existing treatments, including convenient oral administration, faster onset therapeutic effect, and minimizing side effects. In 2018 we have made great progress to strengthen the
company while advancing our pipeline without any loss of momentum. We achieved impressive
clinical results with our rich and innovative pipeline, and we have set our sights to become a
leading biopharmaceutical company in women’s health.

»

Dr. Ernest Loumaye, CEO & co-Founder
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MESSAGE FROM THE CEO

Message from the CEO
2018 was a year of tremendous progress for ObsEva, our second year as a public company.
Our pipeline of three potential best and/or first in class new chemical entities are advancing
well in clinical trials, having generated important Phase 2b and Phase 3 efficacy and safety
data in 2018, leading to as many as six Phase 3 trials potentially ongoing in 2019. Importantly, we have delivered our milestones both successfully and on time according to plan, through
the hard work of our employees, and ObsEva is now positioned to begin the transition to a
commercial stage company in 2019 with expected confirmatory Phase 3 results for nolasiban
and a planned regulatory filing.
A review of our important achievements in 2018 is headlined with the first Phase 3 trial
results for nolasiban, the oral oxytocin receptor antagonist for the improvement of outcomes
in patients who are experiencing infertility and undergo in-vitro fertilization (IVF) procedures.
The IMPLANT 2 trial of nolasiban successfully achieved primary and secondary endpoints of
improved rates of 10 week pregnancy as well as live birth. We believe that the magnitude of
effect, or an approximate increase of one third in the ultimate goal of taking home a baby, is
an impressive outcome. Given the significant psychological, emotional, physical and financial
costs that accompany IVF cycle failure, we believe improved outcomes can provide benefit
to patients, IVF centers, and health care providers. Following IMPLANT 2 results we have
initiated a confirmatory Phase 3 trial of nolasiban in Europe, which has the largest population
undergoing IVF, approximately 800,000 cycles being performed in 2014. Assuming positive
IMPLANT 4 trial results expected later this year, we plan to proceed with a Marketing Authorization Application (MAA) in Europe prior to the end of the year. In the U.S., we are discussing
clinical trial design with the U.S. Food and Drug Administration (FDA), with a goal of starting
this Phase 3 program in 2019.
Another positive data point was reached in 2018 for linzagolix, our oral gonadotropin- releasing hormone (GnRH) receptor antagonist for the treatment of uterine fibroids and endometriosis. Primary and secondary endpoints were successfully achieved in the phase 2b EDELWEISS
trial of linzagolix for the treatment of endometriosis associated pelvic pain. These trial results
were highlighted by the low dose, 75mg, with sustained reduction or further improvement in
patient response rate in over 70% of patients without observed significant adverse impact on
bone mineral density (BMD). We are excited about the prospect of being able to treat a large
majority of patients through partial estrogen suppression only, hence without the need for
hormonal add back therapy (ABT) to protect from BMD loss. For this reason, we view linzagolix to be a potential best in class therapy in two populations, endometriosis and uterine
fibroids, which comprise millions of women in both the U.S. and Europe. We expect Phase 3
endometriosis trials to commence in 2019, and the Phase 3 PRIMROSE 1 and 2 trials in the
uterine fibroids indication are ongoing, with initial results expected later in 2019.
ObsEva in 2018
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MESSAGE FROM THE CEO

We believe our third compound, although earlier stage, is very promising in an area where
health risks and medical costs are high, and safe and effective treatment alternatives are
lacking. OBE022 is our oral prostaglandin F2 alpha receptor antagonist in development for
treating acute preterm labor in pregnant women at 24–34 weeks gestation. The open label
Part A of the Phase 2a PROLONG trial of OBE022 was completed in 2018, showing adequate
safety and PK/PD characteristics to move to the ongoing randomized, placebo-controlled,
double-blind Part B of the trial. We expect preliminary efficacy data form the PROLONG trial
in a subset of patients during 2019.
In addition to our clinical trial successes in 2018, we also achieved major corporate objectives.
ObsEva was listed on the SIX in Zurich and thus is now present on both the Nasdaq Global
Select Market and a leading stock exchange for life science companies in Europe. We also
hired a Chief Commercial Officer, Wim Souverijns, to lead our transition from a development
company to a commercial company.
In 2019 we will continue to focus on executing our strategy of becoming a women’s health
leader by bringing innovative treatments to physicians and patients that improve upon the
efficacy, tolerability and safety of existing therapeutic alternatives. We are committed to
building significant long-term value for our shareholders by remaining focused and efficiently
achieving relevant milestones. We are grateful for all of the support received in these endeavors, and look forward to the exciting months and years ahead.

Sincerely,

Dr. Ernest Loumaye
CEO & Co-Founder
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OBSEVA AT A GLANCE

ObsEva at a Glance
Innovating women’s reproductive health and
pregnancy therapeutics
ObsEva is a clinical-stage biopharmaceutical company dedicated exclusively to women’s health. ObsEva is focused on providing therapeutic
solutions for women between the ages of 15 and 49 who suffer from
reproductive health conditions that affect their quality of life, ability to
conceive or that complicate pregnancy and the health of newborns.
ObsEva’s goal is to build the leading women’s reproductive health and
pregnancy company focused on conditions where current treatment
options are limited and significant unmet needs exist.
ObsEva was founded in 2012 by former executives of PregLem SA, a
Swiss-based specialty biopharmaceutical company dedicated to the
development and commercialization of innovative drugs for women’s
reproductive medicine. Through strategic in-licensing and disciplined
drug development, ObsEva has established a late-stage clinical pipeline
with development programs focused on treating endometriosis, uterine
fibroids, preterm labor and improving IVF outcomes. The company
builds on an experienced team of highly qualified professionals, an
innovative late-stage R&D pipeline, and a strong cash position for bringing successful medicines to the market.

«Contributing to empower women to
take c ontrol of their lives by bringing innovative therapeutic solutions.»

Leader in reproductive health and
pregnancy:
ObsEva is a clinical-stage biopharmaceutical company focused on
the development and commercialization of novel therapeutics that
compromise a women’s reproductive health and pregnancy.
Significant value for patients:
ObsEva creates potential value for
patients by developing therapeutic
solutions that provide significant
patients benefits in the treatment
of endometriosis, uterine fibroids
or preterm labor and in the improvement of IVF outcomes.
Unique clinical solutions:
ObsEva is advancing a rich innovative pipeline of three orally-administered potentially first and/or
best-in-class, late-stage therapies.
Attractive large patient
populations:
ObsEva is addressing a patient population that comprise millions of
women on a worldwide basis, who
suffer from reproductive health
conditions.
Strong partners:
ObsEva is licensee of high quality
companies such as Kissei Pharmaceutical and Merck KGaA who have
built a strong base of clinical data
and IP protection.

ObsEva Mission
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Clear need for therapeutic innovation

Endometriosis

Uterine
Fibroids

Women ages
15–49
Infertility –
ART

Preeclampsia

The limited number of effective therapies for a
large number of women affected by reproductive
health conditions is driving a significant unmet
need. Millions of women worldwide between the
ages of 15 and 49 suffer from reproductive health
conditions that affect their quality of life, their ability
to conceive and may lead to complications during
pregnancy. ObsEva aims to meet the needs of these
women and improve upon the current standard of
care with new and innovative treatments.

Preterm
Labor

ObsEva in 2018
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WOMEN’S HEALTH MARKET

Women’s Health Market
Increased global focus on women’s health disorders and an overall
aging female population are helping to fuel the growth of the women’s
health pharmaceuticals market with an expected annual growth rate of
4.2% through 2023.
Today, there is far too little attention paid to women’s health. Millions
of women worldwide are affected by serious conditions that affect their
health and well-being, such as infertility, endometriosis, uterine fibroids
or premature labor.
These conditions can impact their ability to conceive, the health of newborn, and overall quality of life.
At ObsEva, we believe that current treatment options for these conditions are much too limited, with significant unmet needs related to
efficacy, safety and tolerability, and with major social and cost issues for
women, babies and society. Over the last 20 years, much of the pharma
industry has either ignored or exited women’s health to focus on other
areas, which we believe, create significant opportunity for innovation
and focus on patient needs. In many areas today, either no therapies
are available, or standards of care are decades old with questionable
efficacy and safety. Current treatments include a mix of pharmacological
options and surgical procedures that offer suboptimal or incomplete
resolution of symptoms, often resulting in outcomes that do not address patient needs. For example, surgery in endometriosis is costly and
invasive and often may not be curative. We believe that new treatment
alternatives with improved target specificity to optimize symptoms treatment while managing tolerability and safety issues are needed.

Significant unmet patient need

Millions of
patients

Uterine fibroids:
171 million women affected
Endometriosis:
176 million women affected
globally
IVF:
122 million women affected
globally
Preterm Labor
15 million preterm birth every year

«

ObsEva’s focus on novel therapeutics for serious
conditions that compromise a woman’s reproductive
health and pregnancy creates significant value for
patients, clinicians and the health care systems.

»

Dr. Ernest Loumaye, CEO & Co-Founder

ObsEva in 2018
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PORTFOLIO AND PIPELINE

Portfolio and Pipeline
ObsEva solutions
ObsEva is a clinical stage biopharmaceutical company dedicated to
women’s health. Based on a deep understanding of the biology of the
diseases we tackle, the company’s solutions provide new, innovative
therapeutic options for delivering improved outcomes in terms of efficacy, tolerability/safety and/or patient convenience. ObsEva’s aspiration
is to become a preeminent bio-pharmaceutical company in the field
of reproductive health by addressing critical unmet medical needs of
women with first-in-class and/or best-in-class new therapies.
The treatment solutions ObsEva is developing for commercialization
address the serious medical conditions of endometriosis, uterine
fibroids, infertility and preterm labor. Our compounds have the potential
to dramatically improve the outcomes of women affected by these
diseases through better efficacy, tolerability and safety, as well as their
convenience. Our innovative pipeline with three late-stage and potential
best-in-class candidates in areas of high unmet need puts ObsEva in a
very attractive position.

«ObsEva’s solutions are

based on oral receptor
antagonists designed to
block receptors which
are known to be highly
relevant to target disease
states. Specificity can limit
off target side effects and
maximize efficacy.

»

Two of the product candidates are first-in-class and have virtually no
competition in the market. Nolasiban is the most advanced and is
designed to improve the success rate and safety of in vitro fertilization with only one fertilized egg. For women undergoing IVF ObsEva’s
solution represents a compelling option to improve clinical pregnancy
and live birth rates. Linzagolix, the second compound, helps reduce or
relief women’s symptoms associated with endometriosis and/or heavy
menstrual bleeding associated with uterine fibroids, while mitigating
bone mineral density loss associated with excessive estradiol suppression
caused by other drugs for these indications. The third product, OBE022,
aims to lengthen the time to delivery while protecting the mother and
fetus by reducing or suppressing preterm labor and delay or avoid
preterm birth.
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Pipeline
PRODUCT
CANDIDATE

NOLASIBAN
Oral oxytocin
receptor antagonist

PRE
CLINICAL

PHASE 1

PHASE 2

PHASE 3

NEXT MILESTONES

IVF – Ph3 IMPLANT 2 EU *

Primary endpoint data IMPLANT 4 Q4 2019

IVF – Ph3 IMPLANT 4 EU **

EU MAA filing planned late
2019

IVF – Ph3 IMPLANT 3 US

Endometriosis – Ph2b EDELWEISS ***

COMMERCIAL
RIGHTS

Exclusive
Worldwide

FDA feedback expected in
2019 for potential US IMPLANT 3 Initiation 2H 2019
52W extension data 1H 2019
EoP2 meeting completed

Endometriosis – Ph3 EDELWEISS 2 US

LINZAGOLIX
(OBE2109)
Oral GnRH
receptor antagonist

Endometriosis – Ph3 EDELWEISS 3 EU & US

Phase 3 PRIMROSE 1 & 2
Enrolling
Uterine Fibroids – Ph3 PRIMROSE 1 US

Uterine Fibroids – Ph3 PRIMROSE 2 EU & US

OBE022
Oral PGF2α
receptor antagonist

Commencing Phase 3Q1
2019

Preterm Labor – Ph2a PROLONG

Exclusive
Worldwide
(ex-Asia)

24W Primary Endpoint Data
Q4 2019-Q1 2020
NDA targeted end of 2020

EU Phase 2a PROLONG
Interim Efficacy 1H 2019

Exclusive
Worldwide

* Week 10 ongoing pregnancy primary endpoint met – Live Birth Rate secondary endpoint met
** Second Phase 3 study (EU/Canada/Russia) initiated
*** Primary and secondary endpoints met

Phase 2: Assessment of the safety and efficacy of the compound in a
limited number of patients, with the aim of finding the optimal dose for
large-scale studies.
Phase 3: Assessment of the safety and efficacy of a future medicine
compared to placebo in a large group of patients.
Regulatory submission: Before a drug can be placed on the market,
it must be approved by local regulatory authorities. A comprehensive
dossier is submitted for approval.
ObsEva in 2018
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INFERTILITY

Problem of Infertility
For affected couples infertility is a highly impactful, distressing event
carrying emotional, social, and economic consequences. Infertility is a
disease of the male/female reproductive system resulting in the inability
of a woman to become pregnant or carry a pregnancy to full term by
natural means. The desire for a baby and repeated failure prompts
patients to seek IVF treatment substantially affecting the lives of women
and couples. Assisted reproductive technology (ART), or in vitro fertilization can help infertile couples to conceive a child, and over 2 million
annual cycles occur globally each year. Although IVF is a welcome option for many patients, it is a long and complicated process that results
in successful birth less than 50% of the time, and involves stressful
emotional ups and downs, uncertainty about the treatment outcome,
medical risks, and has financial ramifications.
Current state of IVF
Many transfers of apparently healthy embryos still fail to result in pregnancy after a demanding ART procedure. Although hormonal therapies
are used early on to stimulate egg development, there is no approved
therapy that increases IVF success rates at the stage of embryo transfer
(ET). Transfer of more than one embryo is used to increase chances of
a pregnancy but often result in multiple pregnancies with health risks
for both the mother and child, and also drives significant higher health
care costs. While the success of ART depends on multiple factors such
as embryo quality and efficient ET procedure, a successful pregnancy
is greatly influenced by the receptivity of the uterus to accept e mbryo
implantation. Uterine contractions at the time of ET, as well as suboptimal thickness of the endometrium and blood flow to the uterus,
may impair the implantation of the embryo. Therefore, ET is seen as an
optimal point of therapeutic intervention to improve IVF success.

10%
of women aged 20–44
affected by infertility

$ 15 billion
IVF market size in 2017

$ 1.3 billion
costs associated with IVF
multiple birth annually in
the U.S.
Source: WHO Infertility webpage

ART cycles performed annually
worldwide

> 2 million

North America:
200k ART cycles per year
Europe:
800k ART cycles per year

«Single-embryo therapy is seen
as the gold standard.»
Christophe Blocken, Medical Direction
UZ Brussel’s Center for Reproductive Medicine
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China:
800k ART cycles per year
Japan:
400k ART cycles per year
Source: Center for Disease Control and
European Society of Human Reproduction
and Embryology
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INFERTILITY

Our Solution – Nolasiban
Deliver more babies at lower costs
ObsEva licensed nolasiban from Merck KGaA, Darmstadt, Germany, in 2013 and retains worldwide, exclusive,
commercial rights.
Nolasiban is an innovative, orally available, oxytocin receptor antagonist with the potential to decrease uterine
contractions, improve uterine blood flow and enhance the receptivity of the endometrium for embryo implantation. All these may increase the chance of a successful pregnancy and bringing a healthy baby home among
patients undergoing ART. The primary goal of nolasiban is to improve clinical pregnancy and live birth rates
in women undergoing IVF with the transfer of only one single embryo, thereby reducing the risk of multiple
pregnancies, which come with both health, as well as financial risks.
Value of nolasiban:
I
Increasing “Take Home Baby rate” in IVF by 35%
I
Potential to lower cost of obtaining a baby
I
Potential for significant savings for the healthcare system
I
Potential for global blockbuster commercial opportunity with lean infrastructure
About the IMPLANT clinical trials:
We initiated a European Phase 3 clinical trial, which we refer to as IMPLANT 2, in women undergoing IVF in
March 2017, announced patient enrollment completion in September 2017, and reported positive topline
10-week on going pregnancy rate results in February 2018 and positive live birth rate results in October 2018.
Based on feedback received in the third quarter of 2018 from regulatory authorities in Europe, we initiated
in late November 2018 an additional confirmatory Phase 3 trial primarily in European, Canadian and CIS or
Russian centers, or the IMPLANT 4 trial. Patients are currently being enrolled and the IMPLANT 4 primary
endpoint readout (10-week ongoing pregnancy results) is expected to support the filing of a MAA in Europe in
late 2019.
IMPLANT 2 and 4 are both randomized, double blind, Phase 3 clinical trials assessing nolasiban compared to
placebo for improving the rate of pregnancy in patients undergoing IVF or ICSI. Following ovarian stimulation,
egg retrieval and fertilization, eligible women are randomized to receive either a single, oral dose of 900 mg
nolasiban or placebo 4 hours before Day 3 or Day 5 fresh, single ET. The primary endpoint is ongoing pregnancy at 10 weeks after ET. Women with confirmed pregnancies are monitored until delivery and the infants for
up to 12 months following birth.

ObsEva in 2018
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ENDOMETRIOSIS & UTERINE FIBROIDS

Problem of Endometriosis & Uterine Fibroids
Endometriosis and uterine fibroids have a major effect on women lives,
as symptoms such as chronic pelvic pain, cramps during menstruation
and heavy menstrual bleeding affect their well-being, fertility and ability
to function. Endometriosis and uterine fibroids treatment can involve repeat courses of medical therapy and or surgery over the course of many
years. Cost to patients and society is very high and is likely comparable
to many other chronic diseases that receive much more attention.
Endometriosis
Endometriosis is a condition in which uterine tissue grows outside of
the uterus. It is a common disorder that can results in substantial pain,
multiple operations and infertility. The main symptoms are pelvic and
non-pelvic pain, dyspareunia and dyschezia, and can lead to infertility.
Surgery is therefore often performed, but it has many limitations
and cannot be repeated too many times due to its invasiveness.
Current therapies such as NSAIDS to treat endometriosis pain are not
disease-specific and provide incomplete response, and may lead to
addiction or abuse (opioids). Oral contraceptives reduce menstruation in
the aim to reduce the associated pain, but are frequently ineffective to
manage the endometriosis pain as well. Therefore, more effective and
better tolerated medical treatment options are needed.
Uterine fibroids
Uterine fibroids are the most frequently seen benign tumors of the female reproductive system. They can vary in size and number and when
symptomatic, are most often accompanied by heavy menstrual bleeding
which may lead to anemia. Other symptoms are abdominal pressure
and pain, bloating, increased urinary frequency and reproductive dysfunction. Uterine fibroids are also associated with an increased risk of
pregnancy complications such as infertility, miscarriage, placental abruption, bleeding, premature labor, or the interference with the position
of the fetus. While medical, surgical and minimally invasive treatments
are available, the standard of care for symptomatic uterine fibroids is a
hysterectomy or, in women who wish to preserve their fertility, surgical
removal of the fibroid(s). Therapies for treating uterine fibroids bleeding
are mostly oral contraceptives that don’t work sufficiently well in this
indication, while surgical options are either depriving the women of
their uterus and have a high rate of recurrence.
16

10%
of women worldwide are
impacted by endometriosis

2.5 million
women diagnosed and
treated annually in the US
due to endometriosis

4 million
women diagnosed and
treated annually in the US
due to uterine fibroids

200 thousand
hysterectomies performed
annually in U.S. due to uterine
fibroids

20–40%
of women over age of 30 in
the US affected by uterine
fibroids

ObsEva in 2018

ENDOMETRIOSIS & UTERINE FIBROIDS

Our solution – Linzagolix
Uniquely effective without hormone replacement therapy
Linzagolix is a novel, orally administered, GnRH receptor antagonist with a potentially best-in-class profile in
late-stage clinical development for the treatment of heavy menstrual bleeding associated with uterine fibroids
and pain associated with endometriosis. Primary goal of linzagolix is to alleviate pain (endometriosis) and to
reduce or eliminate bleeding (uterine fibroids). Linzagolix acts by binding to and blocking the GnRH receptor
in the pituitary gland, ultimately reducing estrogen production by the ovaries. Through previously reported
results from linzagolix and sophisticated pharmacological modelling, it has been established that maintaining
estradiol within a specific target range provides the optimal balance between reducing symptoms while mitigating bone density loss associated with excessive estradiol suppression. ObsEva licensed linzagolix from Kissei
Pharmaceutical in late 2015 and retains worldwide commercial rights, excluding Asia, for the product.
Value of linzagolix:
I
Endometriosis – pain controlled in 3 out of 4 patients
I
Fibroids – target bleeding control without ABT
I
Potential for blockbuster as first line therapy
About the EDELWEISS clinical trials:
EDELWEISS is a Phase 2b, randomized, double blind, placebo controlled clinical trial designed to evaluate the
safety and efficacy of multiple doses of linzagolix in 327 women with moderate-to-severe endometriosis-associated pain. Patients were randomized to receive either an oral once daily dose of linzagolix (50mg, 75mg,
100mg or 200mg) or placebo for up to 12 weeks, followed by further 12 weeks during which placebo subjects were switched to 100 mg. In September 2018, we announced positive 24-week treatment results from
the EDELWEISS clinical trial, including BMD safety assessments. We met with the FDA for an End of Phase 2
meeting in December 2018 to discuss the design of our planned two pivotal Phase 3 clinical trials (EDELWEISS
2 and 3), that are planned to begin in the first quarter of 2019.
About the PRIMROSE clinical trials:
PRIMROSE 1 and 2 are two pivotal, randomized, double blind, placebo controlled, Phase 3 clinical trials assessing the efficacy and safety of linzagolix in patients with heavy menstrual bleeding associated with uterine
fibroids. The primary outcome of PRIMROSE 1 and 2 is a clinically meaningful and statistically significant reduction in menstrual bleeding. The PRIMROSE clinical trials each have a target enrollment of approximately 450
patients. We announced that the PRIMROSE 2 trial, being conducted in both the U.S. and Europe, completed
patient recruitment in December 2018, and we expect to complete recruitment of the PRIMROSE 1 trial being
conducted in the U.S. in the second quarter of 2019. We expect to report primary endpoint results following
24 weeks of treatment from the PRIMROSE clinical trial program in the fourth quarter of 2019, and have a
planned NDA submission in late 2020.

ObsEva in 2018
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PRETERM LABOR

Problem of Preterm Labor
Preterm labor, defined as the pregnant woman’s body commencing the
birthing process prior to 37 weeks, is characterized by uterine contractions, cervical dilation and rupture of the fetal membranes that surround
and protect the fetus during pregnancy. According to a study published
in the Lancet in 2012, approximately 15 million babies were born
preterm in 2010, accounting for 11.1% of all live births worldwide. In
the 65 countries with reliable data for preterm birth, 62 countries had
increasing rates of preterm birth over the period from 1990 to 2010.
According to the National Center for Health Statistics, the United States’
preterm birth rate was 9.6% in 2014, which, according to the March of
Dimes Foundation, ranks among the worst of high-resource countries.
In 2007, the Institute of Medicine reported that the cost associated with
premature birth in the United States was approximately $26.2 billion
each year.
According to the World Health Organization, preterm birth is the leading worldwide cause of neonatal death, defined as death in the first 28
days of life. Preterm birth complications are also the leading cause of
death in children under the age of five, having caused nearly one million
deaths in 2013 worldwide. Infants who survive preterm birth may have
lifelong health problems such as cerebral palsy, vision and hearing
impairment and intellectual disabilities.
To date, preterm labor is a condition for which only treatments with limited efficacy or restrictive safety issues are available. Various classes of
pharmaceutical agents that decrease uterine contractions, also known
as tocolytics, are used to delay preterm labor. These different classes act
on the uterine muscle through various mechanisms of action but have
limited efficacy, restrictive safety issues and are primarily used off-label.
Delaying delivery as long as possible up to full term is ideal, but delaying
delivery by at least 48 hours is significant because betamethasone (a
glucocorticosteroid) can be administered to the mother to mature the
baby’s lungs so the baby can potentially breathe on its own.

18

10%
of all birth are considered
preterm – before week 37

> 1 million
children die due to preterm
birth every year

26 billion
costs associated with prema
ture birth each year in the US
alone

> 10 times
Medical costs for a baby born
prematurely average about
$ 54,000 compared with
$ 4,000 for a healthy, full-term
newborn

15 million
Every year, an estimated
15 million babies are born
preterm and this number
is rising

ObsEva in 2018
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Our Solution – OBE022
Potential to save newborn life
OBE022 is a potential first in class oral PGF2α receptor antagonist designed to control preterm labor by reducing inflammation, decreasing uterine contractions and preventing cervical changes and membrane ruptures.
Primary goal of OBE022 is to reduce inflammation and uterine contractions and preventing cervical changes
and fetal membrane ruptures. ObsEva is developing OBE022 as a once daily treatment for preterm labor from
24 to 34 weeks gestational age. PGF2α is a naturally occurring prostaglandin, or active lipid compound, that
acts to induce labor. In nonclinical studies, ObsEva has observed that OBE022 markedly reduces spontaneous
and induced uterine contractions in pregnant rats without causing the fetal side effects seen with NSAIDS
such as indomethacin.
Value of OBE022:
I
Promising early data for novel MoA to stop preterm labor
I
Potential reduction of short/long term morbidity and mortality related to preterm birth
I
Aiming at reducing cost of neonatal intensive care
About the PROLONG clinical trial:
Based on Phase 1 clinical trial results, ObsEva initiated the PROLONG Phase 2a proof-of-concept clinical trial
in December 2017. The trial objectives are to assess the safety and efficacy of OBE022 when co-administered with atosiban, to delay birth after oral administration in pregnant women who face preterm labor and
potentially preterm delivery. The targeted patient population will include women who are at least 24 weeks
and less than 34 weeks pregnant, with intact membranes, presenting with spontaneous preterm labor for
which they receive atosiban for 48 hours and no contraindications to a prolongation of pregnancy. In December 2018, and based on the favorable safety and pharmacokinetic results we observed in Part A, we announced the initiation of randomized double blind Part B of the PROLONG trial. We are planning to enroll up
to 120 patients with preterm labor at a gestational age of 24 to 34 weeks. As in Part A, OBE022 or placebo
will be administered orally, with 1,000 mg as a loading dose, then 500 mg twice a day for 7 days to women
receiving as tocolysis, a 48 hours infusion of atosiban, an oxytocin receptor antagonist. Interim efficacy from
Part B in a subset of patients is expected to be available in the first half of 2019.

«Prevention of early birth is the best way of
promoting good health for babies.»
Stanford Children Health

ObsEva in 2018
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STRATEGY AND OUTLOOK 2019

Strategy and Outlook 2019
Key milestones ahead
Our aspiration is to become the leading women’s reproductive health
and pregnancy company focused on conditions where current treatment options are limited, and significant unmet needs exist. We are
focused on addressing serious, quality-of-life impacting conditions and
reproductive challenges faced by women, utilizing our vast experience in
this field to design and execute clinical programs that can improve upon
the efficacy, tolerability and safety of existing therapeutic alternatives.
2019 will be an important year for ObsEva with as many as 3 indications
in ongoing Phase 3 trials, multiple Phase 3 trial readouts, and the beginning of a transition to commercial operations with nolasiban in Europe.
We have outlined significant R&D plans for 2019 and 2020. Expected
clinical data milestones in 2019:
l Confirmatory Phase 3 IMPLANT 4 trial of nolasiban in IVF
l Top line Phase 3 data from the PRIMROSE 2 trial of linzagolix in
uterine fibroids
l Initial efficacy from the Phase 2a PROLONG trial of OBE022 in
acute pre-term labor

Advance pipeline:
Continue to advance current product candidates in their respective
indications towards regulatory approval and protect the intellectual
property of the portfolio.
Commercialize approved products:
Design and implement a targeted
commercialization strategy for
approved products. This may include building our own commercial
infrastructure and/or considering
strategic partnerships to provide
access to our drugs.
Build solid foundation:
Secure mid-to long-term financing
to pursue full development of the
pipeline and support operating
activities beyond market intro
duction.
Leverage product development
experience:
Leverage international product
development experience and
extensive network within women’s
reproductive health to in-license or
acquire novel product candidates.

Timeline
2016
October - Start Phase 2b
EDELWEISS of linzagolix in
endometriosis

2015
November – Inlicensed
linzagolix from Kissei

20

2017
March – Start Phase 3
IMPLANT 2 study in ART

2017
January – IPO on Nasdaq

2018
February – Primary endpoint results
of IMPLANT 2 in ART

2017
April – Start Phase 3
PRIMROSE of linzagolix in
uterine fibroids

2018
October – LBR data
IMPLANT 2
September – BMD data
EDELWEISS

2018
June – Primary endpoint
results of EDELWEISS study
in linzagolix in endometriosis

ObsEva in 2018
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Phase 3 IMPLANT 4
ObsEva plans to file for marketing approval of
nolasiban in Europe by the end of 2019. For this
purpose, the Phase 3 IMPLANT 4 trial with nolasiban
has been initiated. A successful IMPLANT 4 primary
endpoint readout is expected to support the filing
of a MAA in Europe. The Phase 3 IMPLANT 4 trial is
a placebo-controlled, double-blind trial conducted
at approximately 50 clinical sites in 10 countries,
primarily in Europe (n=43), Russia (n=4) and Canada
(n=4) and will enroll approximately 800 patients who
are undergoing single embryo (blastocyst) transfer
on Day 5 post IVF.
The nolasiban commercial strategy addresses two
key areas of need in IVF, namely increasing success
rates of embryo transfer and, in turn, reducing procedure and healthcare costs. Commercial planning
is underway with the initial target geography of
Europe with nearly 800,000 ART cycles performed
annually and an annual growth of approximately
8%. The potential value of nolasiban is to deliver
approximately one-third more babies to couples
undergoing IVF, while at the same time providing
cost benefits to both patients and payors via higher
success rates and lower rates of double embryo
transfer and subsequent multiple births. Given the
high concentration of IVF clinics in both Europe (in
EU5 ~900 clinics) and the U.S. (~500 clinics), ObsEva
believes a small infrastructure will be sufficient to
commercialize nolasiban in target markets.
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Phase 3 PRIMROSE 1 and 2
Also in 2019, enrolment of patients in the Phase 3
PRIMROSE 1 and PRIMROSE 2 trials of linzagolix for
the treatment of heavy menstrual bleeding due to
uterine fibroids will be completed. Six-month primary
endpoint results are expected from these trials in the
second half of 2019. ObsEva believes it is the only
company with a Phase 3 development program for
uterine fibroids that includes a non-hormonal ABT
dosing regimen.
Phase 3 EDELWEISS 2 and 3
Following an end-of-Phase 2 meeting with the FDA
late 2018 ObsEva plans to initiate Phase 3 trials with
linzagolix for treating endometriosis-associated pelvic
pain. This program will target two linzagolix doses,
one without ABT (first line therapy) and one with
low dose ABT, addressing clinician feedback that the
majority of patients ultimately will prefer no ABT. The
ABT option (second line) will be reserved to patients
requiring full estrogen suppression hence having the
need for ABT to protect bone.
Part B of PROLONG Phase 2 trial for OBE022
In 2019, ObsEva further expects preliminary efficacy
data from part B of Prolong trial for OBE022 for
treating acute Preterm labor. With the recent
completion of Part A of the Phase 2a PROLONG
trial of the oral and selective prostaglandin F2 alpha
antagonist OBE022 for treating acute preterm labor,
the randomized placebo-controlled Part B of the
trial is now underway. Preliminary efficacy data is
expected in the first quarter of 2019 in approximately 30 patients and may support a go/no-go Phase 2b
decision.
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LEADERSHIP

Leadership

Barbara Duncan, Dr. Frank Verwiel, Annette Clancy (f.l.t.r.)

Board of Directors
Dr. Frank Verwiel, Independent Member, Chairman of the Board
Annette Clancy, Independent Member, Chair of the Compensation,
Nomination and Corporate Governance Committee
Barbara Duncan, Independent Member, Chair of the Audit Committee
Dr. Rafaèle Tordjman, Independent Member, Vice Chair of the Board
Dr. Jacky Vonderscher, Independent Member
Dr. James I. Healy, Sofinnova Investments
Ed Mathers, NEA
Dr. Ernest Loumaye, CEO & co-Founder
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Wim Souverijns, Dr. Ernest Loumaye, Dr. Elke Bestel, Tim Adams, Dr. Jean-Pierre Gotteland (f.l.t.r.)

Management
Ernest Loumaye, MD, PhD, OB/GYN,
CEO & co-Founder
Dr. Loumaye is a serial entrepreneur with extensive
experience developing therapeutics for women’s
health. He was the founder and CEO of Preglem,
Head of Clinical Development for Reproductive
Health at Serono and Head of the Reproductive
Medicine Unit at Universite Catholique de Louvain
(UCL), University Hospital in Brussels.
Tim Adams, CFO
Tim Adams is a very experienced CFO. He served as
CFO of athenahealth, Inc. and as Chief Investment
Officer of Constitution Medical Investors, Inc., a
private investment firm focused on health-care-sector-related acquisitions and investments. Prior he
was Senior Vice President of Corporate Strategy for
Keystone Dental, Inc.
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Wim Souverijns, CCO
Wim Souverijns brings 20 years of experience in the
pharmaceutical industry. He served as Vice President,
Global Marketing Hematology & Oncology within
Celgene. Prior he held various international assignments at PwC Consulting and in different market
access leadership roles at Amgen.
Jean-Pierre Gotteland, PhD, CSO
Dr. Gotteland was Chief Development Officer at
PregLem SA, and Vice President of Non-Clinical
Development and CMC. Dr. Gotteland held several
research and development positions at Serono. Dr.
Gotteland also served as Medicinal Chemistry Group
Leader at Pierre Fabre Medicament.
Elke Bestel, MD, CMO
Dr. Bestel worked at PregLem, as the Chief Medical
Officer, as Vice President Clinical Operations and as a
Global Project Director. She was one of the key players in the development of Esmya. Prior she worked
at Galderma, France where she was responsible for
clinical studies, development and registration.
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INVESTORS

Investors
Key share data
Key share information as of 31 December 2018

Number shares issued
Nominal value per share (in CHF)

2018

2017

45,477,137

37,131,262

1/13th

1/13th

1,602,601

10,183

43,443,911

36,342,945

(1.91)

(2.25)

2018
NASDAQ

2018
SIX**

2017
NASDAQ*

(USD)

(CHF)

(USD)

High

20.35

21.90

14.69

Low

9.05

10.55

5.00

Year-end price

12.66

12.55

9.76

Market capitalization (in million) as of 31 December

575.7

570.7

362.4

Treasury shares
Number of shares outstanding
Loss per share

Share price and market capitalization

* beginning 26 January 2017
** beginning 16 July 2018

Ticker Details:
ISIN-No:
CUSIP Number:
NASDAQ Global Select Market Ticker Symbol:
SIX Swiss Exchange Ticker Symbol:
Security Number:
Indices:
Share Register Close Date:
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CH0346177709
H5861P103
OBSV
OBSN
34,617,770
SPI, SIX Life Sciences®, SIX Bio+MedTech, SPI (small)
2 April 2019
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INVESTORS

Shareholder structure
Major shareholders* Percentage of share capital

2018

Sofinnova Investments
New Enterprise Associates
Venrock Healthcare Capital Partners
Ernest Loumaye
OrbiMed
Sofinnova Partners
FMR LLC
ObsEva
MedicXi
Wellington Management
Select Biotechnology Portfolio
First Manhattan
Aisling Capital
HBM Healthcare Investments

10.5%
10.1%
7.5%
6.8%
5.7%
4.1%
4.0%
3.5%
3.5%
3.4%
3.3%
3.3%
3.1%
3.1%

* as of 31 December 2018

Corporate calendar 2019
Full Year 2018 Financial Results:
Share Register Close:
First Quarter 2019 Financial Results:
Annual General Meeting:
Half Year 2019 Financial Results:
Third Quarter 2019 Financial Results:

ObsEva in 2018

5 March 2019
2 April 2019
week of 6 May 2019
8 May 2019
week of 5 August 2019
week of 4 November 2019
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SELECTED FINANCIAL INFORMATION

Selected Financial Information
Consolidated statements of comprehensive loss
2018

2017

2016

2015

USD ,000

USD ,000

USD ,000

USD ,000

15

16

22

17

Research and development expenses

(62,872)

(54,912)

(23,711)

(16,892)

General and administrative expenses

(14,297)

(12,568)

(6,452)

(2,954)

Total operating expenses

(77,169)

(67,480)

(30,163)

(19,846)

OPERATING LOSS

(77,154)

(67,464)

(30,141)

(19,829)

393

590

36

–

–

(1)

(97)

(38)

(76,761)

(66,875)

(30,202)

(19,867)

45

(51)

–

–

(76,716)

(66,926)

(30,202)

(19,867)

(1.91)

(2.25)

(1.40)

(1.87)

Operating income other than revenue
OPERATING EXPENSES

Finance income
Finance expense
NET LOSS BEFORE TAX
Income tax benefit / (expense)
NET LOSS FOR THE YEAR
Net loss per share, basic and diluted

Consolidated selected balance sheet data
2018

2017

2016

2015

USD ,000

USD ,000

USD ,000

USD ,000

Cash and cash equivalents

138,640

110,841

25,508

54,275

Working capital

128,311

103,684

22,054

50,266

Total assets

167,440

135,235

45,525

71,590

Total liabilities

20,524

12,584

9,484

6,915

Share capital

3,420

2,864

1,740

1,694

(183,927)

(106,667)

(39,599)

(39,437)

146,916

122,651

36,041

64,675

Accumulated losses
Total shareholders’ equity
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CONTACTS

Contacts
ObsEva SA
Chemin des Aulx, 12
1228 Plan-les-Ouates
Geneva, Switzerland
+41 (0)22 552 3840
ObsEva USA SA
One Financial Center
Boston MA 02111
USA
+1 (857) 972 9366
www.obseva.com
Linkedin

Disclaimer
Any statements contained in this document that do not describe historical facts
may constitute forward-looking statements as that term is defined in the Private
Securities Litigation Reform Act of 1995. These statements may be identified by
words such as “believe”, “expect”, “may”, “plan,” “potential,” “will,” and similar
expressions, and are based on ObsEva’s current beliefs and expectations. These
forward-looking statements include expectations regarding the clinical development of ObsEva’s product candidates, the timing of enrollment in and data from
clinical trials and the results of interactions with regulatory authorities. These
statements involve risks and uncertainties that could cause actual results to differ
materially from those reflected in such statements. Risks and uncertainties that
may cause actual results to differ materially include uncertainties inherent in the
conduct of clinical trials, clinical development and related interactions with regulators, ObsEva’s reliance on third parties over which it may not always have full control, and other risks and uncertainties that are described in the Risk Factors section
of ObsEva’s Annual Report on Form 20-F for the year ended December 31, 2018,
and other filings ObsEva makes with the SEC. These documents are available on
the Investors page of ObsEva’s website at www.obseva.com. Any forward-looking statements speak only as of the date of this press release and are based on
information available to ObsEva as of the date of this release, and ObsEva assumes
no obligation to, and does not intend to, update any forward-looking statements,
whether as a result of new information, future events or otherwise.

www.obseva.com

