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GENERAL INTRODUCTORY COMMENTS AND DISCLAIMER
In this interim financial report, unless stated otherwise, the terms “Company”, “Valneva” and “Group” refer
to Valneva SE and its subsidiaries.
This interim financial report does not contain or constitute an offer of, or the solicitation of an offer to buy
or subscribe for, Valneva shares to any person in the USA or in any jurisdiction to whom or in which such
offer or solicitation is unlawful. The Valneva shares may not be offered or sold in the USA. The offer and
sale of the Valneva shares has not been and will not be registered under the US Securities Act.
This interim financial report contains forward-looking statements about the Group’s targets and forecasts,
especially in chapter 1.4 – “Operational and strategic outlook FY 2019”. Such statements are based on
data, assumptions and estimates that the Company considers reasonable.
They are subject to change or adjustments to factor in uncertainties inherent in all research and
development activities, as well as the economic, financial, competitive, regulatory and climatic
environment. In addition, the Group’s business activities and its ability to meet its targets and forecasts
may be affected if some of the risk factors described in chapter 1.5 – “Risk factors” of this interim financial
report arise.
Investors are urged to pay careful attention to the risk factors before making their investment decision.
One or more of these risks may have an adverse effect on the Group’s activities, condition, the results of
its operations or on its targets and forecasts. Furthermore, other risks not yet identified or considered as
significant by the Group could have the same adverse effects, and investors may lose all or part of their
investment.
Forward-looking statements, targets and forecasts shown in this interim financial report may be affected
by risks, either known or unknown uncertainties and other factors that may lead to the Group’s future
results of operations, performance and achievements differing significantly from the stated or implied
targets and forecasts. These factors may include changes in economic or trading conditions and
regulations, as well as the factors set forth in chapter 1.5 – “Risk factors” of this interim report.
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MANAGEMENT REPORT
1.1 Overview

Valneva is a biotech company developing and commercializing vaccines for infectious diseases with major
unmet needs.
Valneva’s portfolio includes two commercial vaccines for travelers: IXIARO ®/JESPECT® indicated for the
prevention of Japanese encephalitis and DUKORAL® indicated for the prevention of cholera and, in some
countries, prevention of diarrhea caused by ETEC 1.
The Company has various vaccines in clinical development including a unique vaccine against Lyme
disease.
Valneva has operations in Austria, Sweden, the United Kingdom, France, Canada and the US with over
480 employees. More information is available at www.valneva.com.
1.2 Operational Review
1.2.1

Commercial products

Valneva’s commercialized vaccines are its main sources of revenue. Sales from the two fully owned and
manufactured products IXIARO®/JESPECT® and DUKORAL® are complemented by sales from the
distribution of third party products in markets where Valneva operates its own marketing and sales
infrastructure. In the first half of 2019, revenues from product sales reached €61.6 million compared to
€53.5 million in the first half of 2018, representing 15% year on year growth at AER (12% year on year
growth at CER2).
Since 2016, Valneva has been commercializing its two travel vaccines IXIARO® and DUKORAL® through
its own commercial organizations in the US, Canada, Nordic countries, UK and Austria. Valneva is in the
process of setting up a commercial organization in France, with a view to commencing operations there at
the beginning of 2020.
Valneva may expand its commercial presence into other countries if financially attractive.
Japanese encephalitis vaccine (IXIARO®/JESPECT®)
Valneva’s Japanese encephalitis vaccine is the only approved and available vaccine for European and
American travelers visiting endemic areas and for US military personnel being deployed to those areas. It
is licensed in more than thirty-five countries and marketed under the trade names IXIARO® in North
America, Europe, Hong Kong, Singapore and Israel, and under the trade name JESPECT ® in Australia
and New Zealand.

1

2

ETEC = Enterotoxigenic Escherichia coli (E. Coli) bacterium. Indications differ by country - Please refer to Product / Prescribing
Information (PI) / Medication Guide approved in your respective countries for complete information, incl. dosing, safety and age
groups in which this vaccine is licensed.
CER and AER growth: In order to illustrate underlying performance, Valneva has decided to include information on its results in
terms of constant exchange rate (CER) growth. This represents growth calculated as if the exchange rates used to determine the
results of overseas companies in Euros had remained unchanged from those used in the comparative period. CER% represents
growth at constant exchange rates. AER% represents growth at actual exchange rates.
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Since the approval of IXIARO®/JESPECT® in 2009, the vaccine label has been extended by the European
Medical Agency (EMA) and the US Food and Drug Administration (FDA) for use in children from the age
of two months. In addition, an accelerated IXIARO® vaccination schedule (seven days apart) for adult
travelers (18-65 years) was approved by the EMA in 2015 as well as Health Canada and the FDA in 2018.
These approvals come in addition to the previously approved schedule (28 days apart).
The Company, together with its marketing & distribution partners, has been focusing on increasing
penetration through its sales and marketing activities. As the sole supplier of a JE vaccine in the US,
Valneva distributes IXIARO® directly to the US Government’s Department of Defense.
In the first half of 2019, revenues from IXIARO®/JESPECT® product sales reached €45.1 million,
compared to €37.6 million in the first half of 2018. The 20% increase at AER (15% at CER) was largely
driven by demand in North America, both in the public and private markets. During the first half of 2019,
Valneva announced the signing of a new $59 million contract with the U.S. Department of Defense (DoD)3
to supply IXIARO® doses in 2019 and 2020. The DoD also has an option to purchase a further $11 million
of IXIARO®.
This contract award and further penetration of the U.S. private market will continue to drive growth in
2019. Based on first half sales, Valneva reaffirms that it expects revenues from IXIARO®/JESPECT® sales
to grow at a minimum of 15% (at CER) in 2019.
Cholera (ETEC4) vaccine (DUKORAL®)
Valneva’s oral vaccine DUKORAL® is the only vaccine against cholera authorized and available for
travelers of the European Union, Canada and Australia and with approved indications for ETEC3 in certain
countries. DUKORAL® is indicated for adults and children from 2 years of age who will be visiting endemic
areas. DUKORAL® was first granted authorization for use in Sweden in 1991. In 2004, DUKORAL ® was
granted a marketing authorization by the European commission for European Union members (including
Norway and Iceland) and was prequalified by the World Health Organization.
In the first half of 2019, revenues from DUKORAL® sales reached €15.2 million, compared to €14.2 million
in the first half of 2018. The 7% increase (both at AER and CER) was largely driven by a solid sales
performance in Canada in the first half of 2019.
Based on first half sales, Valneva reaffirms that it expects revenues from DUKORAL® sales to grow by up
to 5% (at CER) in 2019, through continued market penetration in key markets.
1.2.2

Other additional sources of revenues

Third-party distribution
To further leverage its commercial infrastructure, Valneva distributes certain third-party vaccines.
In the first half of 2019, total revenues from third party distribution were €1.4 million compared to
€1.7 million in the first half of 2018.

3

Valneva Press Release: Valneva Announces New $59 Million IXIARO® Supply Contract with US Government
Indications differ by country - Please refer to Product / Prescribing Information (PI) / Medication Guide approved in your respective
countries for complete information, incl. dosing, safety and age groups in which this vaccine is licensed, ETEC = Enterotoxigenic
Escherichia coli (E. Coli) bacterium.
4
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Valneva will no longer distribute the typhoid vaccine “Vivotif®” in 2020 as the contract signed in 2015 with
US Company PaxVax (now part of Emergent BioSolutions) will terminate at the end of 2019 and will not
be renewed. Under the terms of the agreement, Valneva has been distributing and promoting Vivotif® in
Canada, Austria and the Nordic countries (Sweden, Norway, Denmark and Finland) while PaxVax has
been distributing and promoting Valneva’s cholera vaccine DUKORAL® in Italy, Spain and Portugal.
Valneva expects this termination to have a limited impact as Vivotif® sales are expected to represent
around 1.5% of the Company’s overall product sales in 2019. Valneva is in discussions with potential new
partners to distribute its DUKORAL® vaccine in Italy, Spain and Portugal.
Technologies and services
Revenues from the Technologies and Services segment were €3.4 million in the first half of 2019
compared to €3.9 million in the first half of 2018.
The Technologies and Services segment mainly includes revenues from the Company’s technologies
(EB66® cell line and vaccine adjuvant IC31®), as well as R&D services provided by Valneva to third parties
including process and assay development, production and testing of Clinical Trial Material (CTM).
At the end of 2018, Valneva Sweden AB, the Company’s Swedish subsidiary and HOOKIPA Pharma Inc.
announced they had entered into a three-year collaboration and manufacturing agreement. Under the
terms of the agreement, Valneva Sweden provides analytical services, develops process scale-up and
produces GMP clinical trial material to support the development of new immunotherapies based on
HOOKIPA’s Vaxwave®* and TheraT®* arenavirus vector- technologies. In return, Valneva will receive fixed
and success-based service fees.
1.2.3

Vaccine Research & Development (R&D)

Valneva is dedicated to the preclinical and clinical development of vaccines in areas of high, unmet
medical needs. Today, the Company’s R&D portfolio mainly reflects its established competences in
vector-borne infectious diseases.
By investing in the development of a focused pipeline of future vaccine candidates, the Company aims to
generate interesting upsides and shareholder value.
While Valneva strives to develop products towards marketing approval, the Company will also continue to
evaluate monetizing its R&D assets through licensing and partnering.
Vaccine candidates under development
Valneva has a promising, differentiated and competitive set of clinical stage vaccine candidates.
Those include unique vaccine candidates against Lyme disease and Chikungunya.
Lyme disease vaccine candidate – VLA15
Lyme disease is a systemic infection caused by Borrelia bacteria transmitted to humans by infected
Ixodes ticks5. It is considered to be the most common vector borne illness in the Northern Hemisphere.
According to the US Centers for Disease Control and Prevention (CDC), approximately 300,000 6
Americans are infected with Lyme disease annually with at least a further 200,000 cases in Europe7. Early
5
6

Stanek et al. 2012, The Lancet 379:461–473
As estimated by the CDC https://wwwnc.cdc.gov/eid/article/21/9/15-0417_article
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symptoms of Lyme disease (such as a gradually expanding erythematous rash called Erythema migrans
or more unspecific symptoms like fatigue, fever, headache, mild stiff neck, arthralgia or myalgia) are often
overlooked or misinterpreted. Left untreated, the disease can disseminate and cause more serious
complications affecting the joints (arthritis), heart (carditis) or the central nervous system.
Valneva has developed a multivalent vaccine candidate, VLA15, which is currently the only active vaccine
program in clinical development against Lyme disease. The program was granted Fast Track designation
by the U.S. Food and Drug Administration (FDA) in July 20178.
Valneva reported final Phase 1 data demonstrating VLA15’s favorable safety profile and immunogenicity
in all doses and formulations tested, with OspA-specific IgG antibody responses against all OspA
serotypes. In addition, VLA15 elicited an excellent anamnestic response following a booster vaccination in
a time window of 12 to 15 months after initial primary immunization9.
As part of the Phase 2 studies, two higher, alum-adjuvanted formulations (135μg and 180μg) have been
selected for further development10. In the first Phase 2 study, VLA15-201, the vaccine is administered
intramuscularly at Day 1, Month 1 and Month 2 while in the second Phase 2 study, VLA15-202, an
alternative immunization schedule is being tested with injections at Day 1, Month 2 and Month 6.
Subjects will be followed up to 18 months, with the main immunogenicity readout for both studies one
month after completion of the primary immunization with three vaccinations (primary endpoint). The
overall Phase 2 objectives for VLA15 are to determine the optimal dosage level and vaccination schedule
for use in Phase 3 pivotal field efficacy studies, based on immunogenicity and safety data.
Phase 2 is expected to include 820 subjects and last approximately two years with initial data (primary
endpoint) expected mid-2020.
Chikungunya vaccine candidate – VLA1553
Chikungunya is a mosquito-borne viral disease caused by the Chikungunya virus (CHIKV), a Togaviridae
virus, transmitted by Aedes mosquitoes. Clinical symptoms include acute onset of fever, debilitating joint
and muscle pain, headache, nausea and rash, potentially developing into long-term, serious health
impairments. Chikungunya virus causes clinical illness in 72-92% of infected humans around 4 to 7 days
after an infected mosquito bite. Complications resulting from the disease include visual, neurological,
heart and gastrointestinal manifestations; fatalities have been reported (case fatality rates of 0.1% to 4.9%
from epidemics)11 in elderly patients at higher risk. Chikungunya outbreaks have been reported in Asia,
Africa, the Americas and recently (2017) in Europe. As of 2017, there have been more than one million
reported cases in the Americas12 and the economic impact is considered to be significant (e.g. Colombia
outbreak 2014: $73.6m13). The medical and economic burden is expected to grow as the CHIKV primary
mosquito vectors continue to further spread geographically. With no preventive vaccines or effective
treatments available, chikungunya is considered a major public health threat.

7

As estimated from available national data. Case reporting is highly inconsistent in Europe and many LB infections still go
undiagnosed
8

Valneva PR: Valneva Receives FDA Fast Track Designation for its Lyme Disease Vaccine Candidate VLA15
Valneva PR: Valneva Reports Positive Initial Booster Data and Final Phase 1 Data for its Lyme Disease Vaccine Candidate
10 Valneva PR: Valneva Reports Successful Outcome of Phase 2 Run-In for its Lyme Disease Vaccine Candidate
11 WHO, PAHO
12 PAHO/WHO data: Number of reported cases of Chikungunya Fever in the Americas – EW 51 (December 22, 2017)
13 Cardona-Ospina et al., Trans R Soc Trip Med Hyg 2015
9
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Valneva has been working on the development of VLA1553, a monovalent, single-dose live-attenuated
vaccine candidate for protection against chikungunya. The program was granted Fast Track designation
by the FDA in December 201814. VLA1553 aims to differentiate from other candidates under development
through single-shot protection. At the end of May 2019, Valneva announced further positive Phase 1
results for its vaccine candidate15.
VLA1553 was generally safe in all dose groups. The low and medium dose groups were well tolerated and
showed a superior safety profile, including viremia, compared to the high dose. No adverse events of
special interest (e.g. chikungunya infection related) were reported up to Month 7 and the product
candidate´s local tolerability profile was excellent.
The results showed an excellent immunogenicity profile in all vaccinated dose groups after a single
vaccination with a 100% seroconversion achieved at Day 14 after a single vaccination in all dose groups
and fully sustained at 100% at Month 6.
A subset of study subjects were re-vaccinated after six months. For those subjects, no anamnestic
response was observed which demonstrates that a single vaccination of VLA1553 is sufficient to induce
sustaining, high titer, neutralizing antibodies. Vaccinees were protected from vaccine induced viremia
serving as an “intrinsic human viral challenge”.
The Phase 1 clinical trial is a randomized, observer-blinded, dose-escalation, multi-center study. It is
investigating three different dose levels of VLA1553 in approximately 120 healthy adults vaccinated with a
single-shot immunization. The trial design also includes measurements of antibody persistence and
evaluates an additional vaccination using the highest dose of VLA1553 at 6 and 12 months.
Valneva is committed to advancing its chikungunya vaccine candidate as quickly as possible and expects
to be in a position to announce an accelerated development plan to licensure in the third quarter of 2019.
On July 25, 2019, Valneva was awarded non-dilutive financial support of up to $23.4 million by the
Coalition for Epidemic Preparedness Innovations (CEPI) for the manufacturing and late-stage clinical
development of its single-dose, live-attenuated vaccine against chikungunya 16. The funding underwrites a
partnership effort to accelerate regulatory approval of VLA1553 for use in regions where outbreaks occur
and supports World Health Organization (WHO) prequalification to facilitate broader access in lower and
middle-income countries.
Zika vaccine candidate – VLA1601
Zika is a mosquito-borne viral disease caused by the Zika virus (ZIKV), a flavivirus transmitted by Aedes
mosquitoes17. Disease outbreaks have been reported in tropical Africa, Southeast Asia, the Pacific
Islands, and, since 2015, in the Americas. According to the World Health Organization (WHO), there is
scientific consensus that the ZIKV is a cause of microcephaly and Guillain-Barré syndrome18. Between
2015 and beginning of January 2018, over 500,000 cases of suspected Zika infection and many cases of
14

Valneva PR: Valneva Awarded FDA Fast Track Designation for Chikungunya vaccine candidate
Valneva press release: Valneva Reports Further Positive Results for Its Chikungunya Vaccine Candidate
16 Valneva PR: CEPI awards up to $23.4 million to Valneva for late-stage development of a single-dose Chikungunya vaccine
17 https://www.cdc.gov/zika/transmission/index.html
18 http://www.who.int/mediacentre/factsheets/zika/en/
15
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the congenital syndrome associated with the ZIKV were reported by countries and territories in the
Americas, according to the WHO. There is currently no specific treatment available.
Valneva has developed a highly purified inactivated whole virus vaccine candidate, VLA1601, using its
proven and licensed inactivated JE vaccine platform. In July 2017, Valneva partnered the program with
US Company Emergent BioSolutions19 and initiated a Phase 1 study in the US in February 2018. Valneva
has concluded Phase 1 for its vaccine candidate against the Zika virus, VLA1601 20. The final results
confirmed the interim Phase 1 data reported by Valneva and Emergent Biosolutions at the end of 2018.
The highly purified inactivated vaccine candidate, VLA1601, met the study’s (VLA1601-101) primary
endpoint as it showed an excellent safety profile in all tested doses and schedules during the entire study.
The safety profile of all tested doses and schedules is comparable to IXIARO ® and other clinical stage
ZIKV vaccines.
VLA1601 was immunogenic in all tested doses and schedules. The immune response was dose- and
schedule-dependent with kinetics as expected for an inactivated, alum-adjuvanted whole-virus vaccine.
Seroconversion rates (SCRs) of up to 85.7% were reached for the highest dose level tested. Antibodies
declined during six-month follow-up, as expected for this vaccine class, with SCRs remaining up to 40%.
Further development considerations will include measures to optimize the primary immune response.
Emergent BioSolutions has an option for an exclusive worldwide license for Valneva’s Zika vaccine
technology. A decision of the parties on any further development step is expected later in the year.
1.2.4

Other business updates

Termination of the GSK Strategic Alliance Agreement21
At the end of June 2019, Valneva announced a mutual agreement with GSK to end the Strategic Alliance
Agreement (“SAA”), originally agreed between Novartis and Intercell (predecessor companies of GSK and
Valneva, respectively). The previously announced settlement arrangements result in €10.7 million of
negative revenue impact to the Company (based on the €9 million payment and €6 million recognition of
marketing authorization-related milestones (excluding the financing component), offset by the release of
€4.3 million of SAA-related contract liability). Product sales revenue is unaffected. As a result, Valneva
has regained full control of its main R&D assets including its Lyme disease vaccine candidate, VLA15.
Drawdown of a further €10 million from the European Investment Bank facility 22
In July 2019, Valneva drew down a further €10 million of the remaining European Investment Bank (“EIB”)
facility that was granted to the Company in July 2016. Valneva will therefore have drawn down a total of
€20 million23 of the €25 million facility. The Company plans to use the funds to advance its R&D programs,
including its Lyme disease candidate. Under the terms of the agreement signed with the EIB, each credit
tranche is repayable at the end of a five-year period commencing from the drawdown date.

19

Valneva PR: Valneva and Emergent BioSolutions Join Forces to Develop a Vaccine against the Zika Virus
Valneva PR: Valneva Reports Strong Q1 2019 Operating Results and Advances Key R&D Programs towards Major Milestones
21 Valneva PR: Valneva Announces Mutual Agreement with GSK to End Strategic Alliance Agreement; Regains Control of R&D
22 Valneva PR: Valneva Announces Drawdown of Further €10 million from its Existing European Investment Bank Loan
23
Two tranches of €5 million each have been drawn down in April and December 2017 respectively.
20
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Competition for DUKORAL® expected in the course of 2020
The Company expects to face competition for DUKORAL® in the course of 2020. Valneva assumes,
however, that the overall product sales implications will be limited especially since DUKORAL ® is a very
successfully established brand and its indications are broader in Canada, the largest market for this
product.
Submission of delisting application to the Vienna Stock Exchange 24
At the beginning of July, Valneva submitted a request to the Vienna Stock Exchange (VSE) to delist its
ordinary shares from VSE’s Official Market (Amtlicher Handel). The application was submitted after
Valneva’s shareholders approved the delisting at the Company’s annual general meeting on June 27,
2019. The delisting from the VSE shall be effective by the end of 2019. The decision to delist from the
VSE was made by the Company in order to focus on the best capital markets for life science companies
and increase liquidity by centralizing trading on Euronext Paris. The listing on Euronext Paris remains
unchanged.
1.3 Financial Review
FIRST HALF 2019 FINANCIAL REVIEW
(unaudited, consolidated under IFRS)
Revenues
Valneva’s total revenues for the first half of 2019 include a one-time effect related to the discontinuation of
the Strategic Alliance Agreement (SAA) with GSK in June 2019. A negative effect of net €10.7 million was
included in Valneva’s revenues from collaboration and licensing reflecting both the current and future
payment obligations related to the termination of the SAA.
Valneva’s total revenues (on an AER basis) in the first half of 2019 were €54.5 million (€65.2 million
excluding the one-time SAA effect) compared to €59 million in the first half of 2018.
Product sales revenues (on an AER basis) in the first half of 2019 increased to €61.6 million from
€53.5 million in the first half of 2018, representing year over year growth of 15.1%.
Revenues from collaborations and licensing amounted to negative €7.1 million (positive €3.6 million
excluding the one-time SAA effect) in the first half of 2019 compared to positive €5.4 million in the
comparator period of 2018.
Operating result and EBITDA
Costs of goods and services sold (COGS) were €23.1 million in the first half of 2019. Gross margin on
product sales amounted to 66.1% compared to 60.0% in the first half of 2018. €13.4 million of COGS
related to IXIARO®/JESPECT® sales, yielding a product gross margin of 70.2%. €6.4 million of COGS
related to DUKORAL® sales, yielding a product gross margin of 57.6%. Of the remaining COGS in the first
half of 2019, €1.0 million related to the Third Party Product distribution business and €2.2 million were
related to cost of services. In the first half of 2018, overall COGS were €24.0 million, of which €21.4 million
related to cost of goods and €2.6 million related to cost of services.

24

Valneva PR: Valneva Submits Delisting Application to the Vienna Stock Exchange

AUGUST 1, 2019

9

VALNEVA SE

H1 2019

Research and development expenses in the first half of 2019 increased to €14.1 million from €12.9 million
in the comparator period of 2018. This was driven by planned increased investments into Valneva’s
clinical stage vaccine candidates. Marketing and distribution expenses in the first half of 2019 amounted
to €11.8 million, compared to €10.9 million in the first half of 2018. In the first half of 2019, general and
administrative expenses remained on the same level as in the comparator period of 2018 and amounted
to €8.8 million. Amortization and impairment charges in the first half of 2019 amounted to €1.4 million
compared to €1.6 million in the first half of 2018.
Valneva realized an operating loss of €1.7 million (operating profit of €9 million excluding the one-time
SAA effect) in the first half of 2019 compared to an operating profit of €2.3 million in the comparator period
of 2018. EBITDA in the first half of 2019 was €2.4 million (€13.1 million excluding the one-time SAA
effect), compared to an EBITDA of €5.8 million in the first half of 2018.
Net result
In the first half of 2019, Valneva generated a net loss amounting to €2.4 million (net profit of €8.3 million
excluding the one-time SAA effect) compared to a net loss of €0.2 million in the first half of 2018.
Finance costs and currency effects in the first half of 2019 resulted in a net finance expense of
€0.5 million, compared to a net finance expense of €2 million in the first half of 2018. The improved net
finance result compared to the first half of the prior year was partly the result of foreign currency gains
incurred during the first half of 2019, as well as lower interest expenses following the re-payment of the
Biopharma (Pharmakon) loan in early January 2019.
Results from investments in associates comprise a €0.7 million profit from Valneva’s 48.9% shareholding
in BliNK Biomedical SAS.
Cash flow and liquidity
Net cash generated by operating activities in the first half of 2019 amounted to €13.3 million compared to
€13.7 million in the first half of 2018.
Cash outflows from investing activities in the first half of 2019 amounted to €3.8 million, compared to
€1.1 million in the first half of 2018, and resulted primarily from the purchase of equipment.
Cash outflows from financing activities amounted to €16.6 million in the first half of 2019 and consisted of
€9.7 million repayments of the Biopharma (Pharmakon) loan, €2.5 million of fees related to the private
placement of new shares in October 2018 as well as payments of lease liabilities and interest. Cash
outflows from financing activities amounted to €10.6 million in the first half of 2018.
Liquid funds on June 30, 2019 stood at €69.9 million compared to €81.7 million on December 31, 2018.

1.4

Operational and Strategic Outlook FY 2019

Valneva intends to continue reporting double-digit product sales growth in 2019. The Company projects
that product sales revenues this year will grow to between €115 million to €125 million in 2019,
representing 15-20% (CER) year-on-year growth.
Overall revenue is expected to be between €125 million and €135 million in 2019 while gross margin is
expected to be above 60% and net operating margin, prior to R&D investments, between 25% and 35%.
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Valneva confirms it will maintain positive EBITDA in the range of €5 million - €10 million in 2019 with
higher R&D investment of €35 million - €40 million, driven by the clinical development progression of its
Lyme and Chikungunya vaccine candidates.
The Company intends to further increase the value of its R&D portfolio by advancing promising product
candidates into and through the different stages of clinical development. In alignment with the regulatory
authorities, Valneva will undertake every opportunity to accelerate the development of its Lyme disease
vaccine and chikungunya vaccine candidates.
Valneva expects to continue growth of its proprietary product sales, through increased market penetration
in key territories and further development of its commercial network, including in the US private market
while investing in its key clinical stage product candidates.
1.5

Risk Factors

The development of innovative products includes the inherent risk of failure and the Company is therefore
exposed to significant industry-specific risks. Valneva is subject to additional risks because virtually most
of its revenues arise from two commercialized vaccines only, namely DUKORAL ® and
IXIARO®/JESPECT®. Moreover, the Company has incurred significant losses since its inception, is
exposed to liquidity risk and may never reach sustainable profitability. Management has undertaken
considerable efforts to establish a risk management system in order to monitor and mitigate the risks
associated with its business.
However, the Company remains exposed to significant risks, including in particular the following:
Valneva may fail to reach its sales goals for its two commercial vaccines and to develop and
commercialize its product candidates as expected or at all. The ability to commercialize product
candidates will depend upon the degree of market acceptance among Valneva's primary customers, the
customers of Valneva's strategic partners and the medical community. This degree of market acceptance
will depend upon many factors, including recommendations by global and local health organizations,
reimbursements by health authorities and health insurers and payers, legislative efforts to control or
reduce health care costs or reform government healthcare programs, and the ability of customers to pay
or be reimbursed for treatment costs. While the Company takes every effort to support review processes
in the best interest of travelers, it cannot be ruled out that existing vaccination recommendations or
indications may change in the future. Lastly, while Valneva expects that the consequences of competition
for DUKORAL® in 2020 will be limited, there is a risk that Valneva’s sales of this product may be affected
more significantly.
Demand for Valneva's vaccines may be adversely affected by international, national or local events or
economic conditions that affect consumers' willingness to travel, such as security concerns relating to
threatened or actual terrorist attacks, armed conflicts or recent crises in the global economy.
The Company's manufacturing facilities in Livingston, Scotland, and Solna, Sweden, are, and will
continue to be, significant factors in growing revenues from product sales and maintaining control over
production costs. The manufacturing of biological materials is a complex undertaking and technical
problems may occur. Valneva may experience delays, be unsuccessful in manufacturing or face
difficulties in the ability to manufacture its products according to market demands or in meeting regulatory
requirements. Biological manufacturing is subject to government regulation and regular inspection. It is not
possible to predict the changes that regulatory authorities may require during the life cycle of a novel
vaccine. Such changes may be costly and may affect the Company's sales and marketing and product
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revenue expectations. The failure to comply with regulatory requirements, including current Good
Manufacturing Practices, or a deficiency in quality control could give rise to regulatory actions or
suspension or revocations of manufacturing licenses and result in failure to supply and/or product recall.
The risk of suspension or revocation of a license also applies to third parties with whom the Company has
entered into manufacturing, supply, distribution or services agreements.
The Company's manufacturing facility in Livingston, Scotland, is the sole source of commercial
quantities of the JE vaccine. The Company's manufacturing facility in Solna, Sweden, is the sole source
of commercial quantities of the DUKORAL® vaccine. The destruction of either of these facilities by fire or
other catastrophic events would prevent the Company from manufacturing the relevant product and
supplying its customers and therefore would cause considerable losses. If a subcontractor or logistical
supplier could no longer provide services, the Company may not be able to supply one of its vaccines for
several months, and consequently would face considerable losses. In addition, the Company’s business
requires the use of hazardous materials, which increases the Company's exposure to dangerous and
costly accidents that may result in accidental contamination or injury to people or the environment. In
addition, the business is subject to stringent environmental health and safety and other laws, regulations
and standards, which result in costs related to compliance and remediation efforts that may adversely
affect the Company's performance and financial condition.
The Company’s sales largely depend upon (i) the maintenance, renewal or transfer of marketing
authorizations granted by regulatory authorities, (ii) the therapeutic indications approved by such
authorities, (iii) recommendations issued by authorities or advisory bodies, and (iv) the regulatory status of
the Company’s products. Any difficulty or delay in maintaining, renewing, amending or transferring
marketing authorizations, or any changes in the scope or terms of such authorizations or regulatory
status, may adversely the Company’s revenues, profits and financial condition.
The development and success of the Company’s commercial vaccines and several of its product
candidates are dependent upon the performance of third party manufacturers and contractors. Should
these manufacturers and contractors fail to meet requirements, the development and commercialization of
the Company’s product and product candidates may be limited or delayed, which would have a material
adverse effect on the Company's business, financial condition, and results of operations.
The Company's R&D activities, and in particular the clinical development of its Lyme and chikungunya
vaccine candidates, are expensive and time-consuming. The result of these R&D activities is inherently
uncertain and the Company may experience delays or failures. In order to continue to develop and
commercialize its product candidates, the Company will require regulatory approvals from the U.S. Food
and Drug Administration (FDA), the European Medicines Agency (EMA), and other relevant regulatory
agencies, which may be delayed or denied if the Company cannot establish the safety and efficacy of its
product candidates. Development failures, changes in regulatory requirements, adverse events or lack of
efficacy in its clinical trials may force the Company to stop development of its product candidates, prevent
regulatory approval of its product candidates, or impact its existing products which could materially harm
its business.
The vaccine industry is highly competitive, and if the Company's competitors commercialize their
products more quickly than Valneva or develop alternatives to Valneva's products or sell competing
products at lower prices, the Company might lose a significant share of the expected market.
The Company's ability to commercialize its product candidates or to license its technologies partially
depends on the ability to obtain and maintain adequate protection of its intellectual property rights in the
U.S., the EU, and elsewhere. If the Company's efforts to protect its intellectual property rights are not
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sufficient, competitors may use its technologies to create competing products, erode the Company's
competitive advantage, and capture all or part of its expected market share. The Company's efforts to
avoid infringing, or to defend itself against any claims of infringement of the intellectual property rights of
third parties may be costly and, if unsuccessful, may result in limited or prohibited commercialization of its
product candidates or licensing of its technologies, subject it to royalties or other fees, or force it to
redesign its product candidates.
The Company may be unsuccessful in establishing strategic partnerships and collaborations, which
could significantly limit or delay its ability to develop and commercialize discoveries and inventions and
realize results from its R&D programs and technologies. The success of strategic partnerships depends,
in part, on the performance of the strategic partners, over which the Company has little or no control.
Future business opportunities or a delay or failure in the development or commercialization of one or more
of the Company's product candidates may result in requirements for additional funding, which may only
be available, if at all, with unfavorable consequences or on unfavorable terms. If the Company is not able
to fulfill investor or analyst expectations, its ability to raise financing may be adversely affected.
Any failure to appropriately monitor and manage the Company’s development, including any wrong
investment decision, as well as any failure to successfully integrate businesses acquired in the future, may
have a material adverse effect on the Company's business, financial condition, and results of operations.
If Valneva undertakes a merger or acquisition, the process of integrating its existing operations with any
newly acquired or merger partner business, technology, service or product could be expensive and time
consuming and may result in unforeseen operating difficulties and expenditures. The development and
commercialization of the Company's product candidates may be delayed if Valneva is unable to recruit
and retain top managers and qualified scientific and commercial personnel or if any of the key members of
the Management or scientific or commercial staff discontinues his or her employment or consulting
relationship with the Company.
The use of any of Valneva’s product candidates in clinical trials and the sale of any of Valneva’s current or
future products will subject the Company to potential liability or product liability claims. The Company's
clinical trial liability and product liability insurance coverage may not be sufficient to cover liability or
product liability claims, which Valneva may incur as a result of the use of its product candidates in clinical
trials or the sale of current and future products, or may cease to be available at a reasonable cost in the
future.
The BREXIT may increase Valneva’s costs and adversely affect some of the risks to which the Group is
exposed, e.g. by increasing risks related to currency exchange fluctuations, manufacturing & supply,
customs duties and tax. Future performance of the business may also be impacted, as the manufacturing
of bulk material for IXIARO® is done is the UK. Valneva has prepared for a “hard BREXIT”, notably by
setting up some safety stocks, thus minimizing the impact of border crossing problems after BREXIT, and
by reviewing its product release processes for IXIARO ®.
Risks associated with litigation are set out in note 9 to the H1 financial statements (section 3 of this
report).
The Company’s success largely depends on the work and expertise of its management and commercial
and scientific personnel. The loss of their skills could affect the Company’s ability to achieve its goals.
Poor development in the credit markets and financial services industries, and the general deterioration in
global economic conditions could decrease consumer discretionary spending and global growth rates,
impair Valneva's ability to raise money to fund the expansion of its operations, adversely affect Valneva
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partners' ability or willingness to further develop and commercialize partnered products or impair the value
of, or returns on, Valneva’s investments. The Company is exposed to market risk, including price risk and
cash flow and fair-value interest rate risk and it is exposed to credit risks.
In addition, operating results may be negatively affected by exposure to foreign exchange and other
economic risk factors. Valneva may not be able to use tax loss carry-forwards to offset future taxable
income and as a consequence may face higher future tax obligations than expected and/or may have to
repay tax credits.
Further risk factors are set out in detail in the registration document of Valneva filed with the AMF on
March 25, 2019 under number D.19-0197.
1.6

Related Parties’ transactions

In the first six months of 2019 and 2018, there was no transaction or change in transactions between
related parties which materially affected Valneva’s financial position or performance.
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2. AUDITOR’S REPORT ON THE CONDENSED CONSOLIDATED HALF YEAR
FINANCIAL REPORT (FOR THE PERIOD FROM JANUARY 1 TO JUNE 30, 2019)
This is a free translation into English of the Statutory Auditors’ review report issued in French and is
provided solely for the convenience of English speaking readers. This report should be read in conjunction
with, and construed in accordance with, French law and professional auditing standards applicable in
France.
To the Shareholders,
In compliance with the assignment entrusted to us by your Annual General Meeting and in accordance
with the requirements of article L. 451-1-2 III of the French Monetary and Financial Code (Code monétaire
et financier), we hereby report to you on:


the review of the accompanying condensed half-year consolidated financial statements of
Valneva SE, for the six months ended June 30, 2019;
 the verification of the information contained in the half-year management report.
These condensed half-year consolidated financial statements are the responsibility of the board of
directors. Our role is to express a conclusion on these financial statements based on our review.
1. Conclusion on the financial statements
We conducted our review in accordance with professional standards applicable in France. A review of
interim financial information consists of making inquiries, primarily of persons responsible for financial and
accounting matters, and applying analytical and other review procedures. A review is substantially less in
scope than an audit conducted in accordance with professional standards applicable in France and
consequently does not enable us to obtain assurance that we would become aware of all significant
matters that might be identified in an audit. Accordingly, we do not express an audit opinion.
Based on our review, nothing has come to our attention that causes us to believe that the accompanying
condensed half-year consolidated financial statements are not prepared, in all material respects, in
accordance with IAS 34 - the standard of IFRSs as adopted by the European Union applicable to interim
financial information.
Without qualifying our conclusion, we draw your attention to the note “6. Leases” to the financial
statements which presents the impact of the first time adoption of the IFRS 16 standard.
2. Specific verification
We have also verified the information given in the half-year management report on the condensed halfyear consolidated financial statements subject to our review. We have no matters to report as to its fair
presentation and consistency with the condensed half-year consolidated financial statements.
Neuilly-sur-Seine and Bordeaux, July 31, 2019
The Statutory Auditors
French original signed by
PricewaterhouseCoopers Audit

Deloitte & Associés

Cedric Mazille
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3. CONDENSED
AS OF JUNE 30, 2019

H1 2019

CONSOLIDATED

INTERIM

FINANCIAL

REPORT

CONDENSED CONSOLIDATED INTERIM INCOME STATEMENT
€ in thousand
(except per share amounts)
Note
4

Product sales
Revenues from collaboration, licensing
and services
Revenues

4

Cost of goods and services
Research and development expenses
Marketing and distribution expenses
General and administrative expenses
Other income and expenses, net
Amortization and impairment of fixed assets/intangibles
OPERATING PROFIT/(LOSS)
Finance income
Finance expenses
Result from investments in associates
PROFIT/(LOSS) BEFORE INCOME TAX
Income tax
PROFIT/(LOSS) FOR THE PERIOD
Losses per share
for profit/loss for the period attributable to the equity
holders of the Company, expressed in € per share
(basic and diluted)
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Six months ended June 30,
2019
2018
61,610
53,539
(7,100)
54,511

5,428
58,967

(23,094)
(14,084)
(11,796)
(8,849)
3,006
(1,441)
(1,746)
692
(1,188)
738
(1,504)
(896)
(2,401)

(24,022)
(12,881)
(10,941)
(8,804)
1,599
(1,644)
2,274
205
(2,170)
309
(503)
(194)

(0.03)

(0.00)

VALNEVA SE

H1 2019

CONDENSED CONSOLIDATED INTERIM STATEMENT OF COMPREHENSIVE INCOME
Six months ended June 30,
€ in thousand

Note

Loss for the period
Other comprehensive income/(loss)
Items that may be reclassified to profit or loss
Currency translation differences
Items that will not be reclassified to profit or loss
Defined benefit plan actuarial losses
Other comprehensive income/(loss) for the period, net
of tax
TOTAL COMPREHENSIVE LOSS FOR THE PERIOD
ATTRIBUTABLE TO THE OWNERS OF THE COMPANY
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2019
(2,401)

2018
(194)

(487)

(1,411)

-

-

(487)

(1,411)

(2,887)

(1,605)

VALNEVA SE

H1 2019

CONDENSED CONSOLIDATED INTERIM BALANCE SHEET
€ in thousand

June 30,
2019

December 31,
2018

127,283
43,247
49,578
14,201
1,427
16,205
2,626
121,860
24,589
14,086
13,241
69,944
249,143

103,934
44,891
37,997
1,122
17,236
2,689
125,972
22,727
11,259
10,261
81,725
229,907

131,724
13,638
297,728
(177,241)
(2,401)

143,186
13,638
297,720
(171,435)
3,264

6
4

77,571
12,861
57,162
5,987

43,777
14,273
25,798
-

6
4

1,560
39,848
1,935
14,994
1,614
8,848
1,760
9,000

3,707
42,944
16,665
13,325
1,406
8,643
865
-

1,698
117,420
249,143

2,041
86,721
229,907

Note
ASSETS
Non-current assets
Intangible assets
Right of use assets
Property, plant and equipment
Equity-accounted investees
Other non-current assets
Deferred tax assets
Current assets
Inventories
Trade receivables
Other current assets
Cash and cash equivalents
TOTAL ASSETS
EQUITY
Capital and reserves attributable to the
Company’s equity holders
Share capital
Share premium and other regulated reserves
Retained earnings and other reserves
Net result for the period
LIABILITIES
Non-current liabilities
Borrowings
Non-current lease liabilities
Non-current refund liabilities
Non-current contract liabilities, other liabilities and
provisions
Current liabilities
Borrowings
Trade payables and accruals
Current tax liability
Tax and employee-related liabilities
Current lease liabilities
Current refund liabilites
Current contract liabilities, other liabilities and
provisions
TOTAL LIABILITIES
TOTAL EQUITY AND LIABILITIES
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CONDENSED CONSOLIDATED INTERIM CASH FLOW STATEMENT
€ in thousand
Note
CASH FLOWS FROM OPERATING ACTIVITIES
Profit/loss for the period
Depreciation and amortization
Share-based payments
Income tax
Other adjustments for reconciliation to cash used in
operations
Changes in working capital

5

Cash generated from/(used in) operations
Income tax paid
Net cash generated from/(used in) operating
activities
CASH FLOWS FROM INVESTING ACTIVITIES
Purchases of property, plant and equipment
Purchases of intangible assets
Purchases of financial assets
Interest received
Net cash generated from/(used in) investing
activities
CASH FLOWS FROM FINANCING ACTIVITIES
Proceeds from issuance of common stock, net of
costs of equity transactions
Disposal/(Purchase) of treasury shares
Proceeds from borrowings, net of transaction costs
Repayment of borrowings
Payment of lease liabilities
Interest paid
Net cash generated from/(used in) financing
activities
Net change in cash and cash equivalents
Cash at beginning of the period
Exchange gains/(losses) on cash
Cash at end of the period
Cash and cash equivalents at end of the period
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Six months ended June 30,
2019
2018
(2,401)
4,109
921
896

(194)
3,510
965
503

5,096
5,363

2,812
6,839

13,985
(696)

14,435
(709)

13,289

13,726

(3,787)
(117)
116

(839)
(163)
(134)
77

(3,788)

(1,059)

(2,492)
(16)
(11,269)
(2,008)
(831)

(66)
(7)
(9,071)
(1,452)

(16,617)
(7,115)
77,084
(24)
69,944
69,944

(10,596)
2,071
33,545
(981)
34,635
37,717

VALNEVA SE

H1 2019

CONDENSED CONSOLIDATED INTERIM STATEMENT OF CHANGES IN EQUITY
€ in thousand

Share
capital

Balance as of January 1, 2018

11,638

Share
premium
and other
regulated
reserves
252,934

Retained
earnings
and other
reserves

Net
result

Total
equity

(160,421)

(11,482)

92,669

Total comprehensive loss
Income appropriation
Employee share option plan
- value of employee services
- exercise of share options
Treasury shares

-

-

(1,411)
(11,482)

(194)
11,482

(1,605)
-

-

-

944
(66)

-

944
(66)

Cost of equity transactions, net of tax

-

-

-

-

-

-

-

(12,015)

11,288

(727)

Balance as of June 30, 2018

11,638

252,934

(172,436)

(194)

91,942

Balance as of January 1, 2019

13,638

297,720

(171,435)

3,264

143,186

-

-

(9,474)

-

(9,474)

13,638

297,720

(180,909)

3,264

133,712

Total comprehensive loss
Income appropriation
Employee share option plan
- value of employee services
- exercise of share options
Treasury shares

-

-

(487)
3,264

(2,401)
(3,264)

(2,887)
-

-

8
-

907
(16)

-

907
8
(16)

Cost of equity transactions, net of tax

-

-

-

-

-

-

8

3,668

(5,664)

(1,989)

13,638

297,728

(177,241)

(2,401)

131,724

Changes in Accounting Policy –
Initial Application of IFRS 16
Restated balance as of
January 1, 2019

Balance as of June 30, 2019
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SELECTED NOTES TO THE CONDENSED CONSOLIDATED INTERIM FINANCIAL REPORT
1. Basis of preparation
This condensed consolidated interim financial report of Valneva SE (hereafter referred to as the “Group”
or “Company”) for the first six months ended June 30, 2019 has been prepared in accordance with
International Financial Reporting Standards as adopted by the EU applicable to interim financial reporting
(IAS 34) authorizing the presentation of selected explanatory notes. In consequence, these condensed
consolidated financial statements must be read in conjunction with the consolidated annual financial
statements for the year ended December 31, 2018 available in French and in English at the company’s
website: www.valneva.com.
The accounting policies adopted in the preparation of the interim condensed consolidated financial
statements are consistent with those followed in the preparation of the Group’s annual consolidated
financial statements for the year ended 31 December 2018, except for the adoption of new standards
effective as of 1 January 2019.
No standards or interpretations were early adopted, if they are not mandatorily applicable in 2019.
The Group applies, for the first time, IFRS 16 Leases applying the modified retrospective approach as of
the mandatory adoption date of January 1, 2019. Hence, the cumulative effect of initially applying IFRS 16
is recognized in opening equity at the date of initial application with no restatement of prior year figures
required. The nature and effect of these changes are disclosed in note 6.
Several other amendments and interpretations apply for the first time in 2019, but do not have an impact
on the interim condensed consolidated financial statements of the Group.
For presentation clarity, figures herein have been rounded and, where indicated, are presented in
thousands of euros. However, calculations are based on exact figures. For this reason, the sum of the
numbers in a column of a table may not conform to the total figure displayed in the column.
The “Brexit” vote had no significant impact other than FX rate implications on the Group’s financial
statements as of June 30, 2019. Future events following the vote and their implications on the Group’s
business will be monitored by Valneva’s management.
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2. Group structure
List of direct or indirect interests:
Country of
incorporation

BliNK Biomedical SAS

FR

Consolidation
method
Equity method

Valneva France SAS

FR

Full

100%

-

Vaccines Holdings Sweden AB

SE

Full

100%

100%

Valneva Austria GmbH

AT

Full

100%

100%

Valneva Canada Inc.

CA

Full

100%

100%

Valneva Scotland Ltd.

UK

Full

100%

100%

Valneva Sweden AB

SE

Full

100%

100%

Valneva UK Ltd.

UK

Full

100%

100%

Valneva USA, Inc.

US

Full

100%

100%

Name

June 30,
2019
48.9%

December 31,
2018
43.3%

3. Segment reporting
The segments consist of the following:





“Commercialized
vaccines” (marketed vaccines, currently the Group’s vaccines
®
®
IXIARO /JESPECT , DUKORAL®, as well as third-party products)
“Vaccine candidates” (proprietary Research & Development programs aiming to generate new
approvable products in order to generate future cash flows from product sales or from
commercialization through partnering with pharmaceutical companies)
“Technologies and services” (services and inventions at a commercialization stage, i.e. revenue
generating through collaborations, service and licensing agreements, including EB66 ® and IC31®)
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Income statement aggregates by segment for the six months ended June 30, 2018:

€ in thousand
Revenues
Cost of goods and services
Research and development
expenses
Marketing and distribution
expenses
General and administrative
expenses
Other income and expenses, net
Amortization and impairment of
fixed assets/intangibles
Operating profit/(loss)
Finance income/expenses and
income tax
Profit/(Loss) for the period

Commercialized
vaccines
53,624
(21,406)

Vaccine
candidates
1,446
(2)

Technologies
and
services
3,896
(2,614)

Corporate
Overhead
-

Total
58,967
(24,022)

(3,398)

(9,218)

(264)

-

(12,881)

(10,639)

-

(302)

-

(10,941)

(2,165)
-

(789)
1,779

(385)
136

(5,465)
(316)

(8,804)
1,599

(1,384)
14,631

(3)
(6,787)

(257)
210

(5,781)

(1,644)
2,274

14,631

(6,788)

210

(2,468)
(8,249)

(2,468)
(194)

Income statement aggregates by segment for the six months ended June 30, 2019:

€ in thousand
Revenues
Cost of goods and services
Research and development
expenses
Marketing and distribution
expenses
General and administrative
expenses
Other income and expenses, net
Amortization and impairment of
fixed assets/intangibles
Operating profit/(loss)
Finance income/expenses and
income tax
Profit/(Loss) for the period

AUGUST 1, 2019

Commercialized
vaccines
61,705
(20,873)

Vaccine
candidates
(10,552)
-

Technologies
and
services
3,357
(2,221)

Corporate
Overhead
-

Total
54,511
(23,094)

(1,939)

(11,558)

(587)

-

(14,084)

(11,204)

(462)

(130)

-

(11,796)

(2,045)
7

(822)
2,520

(331)
230

(5,650)
250

(8,849)
3,006

(1,385)
24,266

(5)
(20,880)

(50)
268

(5,401)

(1,441)
(1,746)

24,266

(20,880)

268

(654)
(6,055)

(654)
(2,401)
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4. Revenues from contracts with customers
Revenues as presented in the Condensed Consolidated Interim Income Statement and in the Segment
Reporting (see Note 3) include both revenues from contracts with customers and other revenues, which
are out of scope from IFRS 15:
Six months ended June 30, 2018
€ in thousand
Revenues from contracts with
customers
Other revenues
Revenues
Six months ended June 30, 2019
€ in thousand
Revenues from contracts with
customers
Other revenues relating to subleasing
of right-of-use assets
Revenues

Commercialized
vaccines

Vaccine
candidates

Technologies and
services

Total

53,624
53,624

1,446
1,446

3,180
716
3,896

58,251
716
58,967

Commercialized
vaccines

Vaccine
candidates

Technologies and
services

Total

61,705

(10,552)

2,688

53,842

61,705

(10,552)

669
3,357

669
54,511

Valneva’s total revenues for the first half of 2019 include a one-time effect related to the discontinuation of
the Strategic Alliance Agreement (SAA) with GSK in June 2019. A negative effect of net €10.7 million was
included in Valneva’s revenues from collaboration and licensing reflecting both the current and future
payment obligations related to the termination of the SAA.
€ in thousand
€
in thousand
Settlement
fee (fixed)
Settlement fee (variable; excluding financing component)
Release of SAA related contract liabilities
Net one-time effect of SAA termination

June 30, 2019
(9,000)
(5,987)
4,274
(10,714)

The Group’s revenues from contracts with customers are disaggregated as follows:
Type of goods or service
Six months ended June 30, 2018
€ in thousand
JEV® product
DUKORAL® product
Third party products
Others
Revenues from contracts with
customers
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Commercialized
vaccines
37,722
14,155
1,747
-

Vaccine
candidates
1,446

Technologies and
services
3,180

Total
37,722
14,155
1,747
4,627

53,624

1,446

3,180

58,251
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Six months ended June 30, 2019
€ in thousand
JEV® product
DUKORAL® product
Third party products
Others
Revenues from contracts with
customers

H1 2019

Commercialized
vaccines
45,156
15,195
1,355
-

Vaccine
candidates
(10,552)

Technologies and
services
2,688

Total
45,156
15,195
1,355
(7,863)

61,705

(10,552)

2,688

53,842

Commercialized
vaccines
22,751
11,742
3,921
4,675
9,252
1,283

Vaccine
candidates
836
611
-

Technologies and
services
153
10
615
2,333
70

Total
23,740
11,752
3,921
5,289
12,196
1,353

53,624

1,446

3,180

58,251

Commercialized
vaccines
32,033
12,499
3,632
5,447
6,584
1,510

Vaccine
candidates
162
(10,714)
-

Technologies and
services
10
15
2
2,161
500

Total
32,205
12,499
3,647
5,450
(1,969)
2,010

61,705

(10,552)

2,688

53,842

Commercialized
vaccines
43,828
9,796

Vaccine
candidates
1,446

Technologies and
services
3,180

Total
43,828
14,422

53,624

1,446

3,180

58,251

Geographical markets
Six months ended June 30, 2018
€ in thousand
United States
Canada
United Kingdom
Nordics
Other Europe
Rest of World
Revenues from contracts with
customers
Six months ended June 30, 2019
€ in thousand
United States
Canada
United Kingdom
Nordics
Other Europe
Rest of World
Revenues from contracts with
customers
Sales channels
Six months ended June 30, 2018
€ in thousand
Direct product sales
Sales through distributors
Revenues from contracts with
customers
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Six months ended June 30, 2019
€ in thousand
Direct product sales
Sales through distributors
Revenues from contracts with
customers

H1 2019

Commercialized
vaccines
54,444
7,261

Vaccine
candidates
(10,552)

Technologies and
services
2,688

Total
54,444
(602)

61,705

(10,552)

2,688

53,842

In general, revenues have fluctuated in the past and the Company expects that they will continue to do so
over different reporting periods in the future.

5. EBITDA
EBITDA (Earnings before interest, taxes, depreciation and amortization) is calculated by excluding
depreciation, amortization and impairment of tangible and intangible assets from the operating loss.
Six months ended June 30,
2019
2018

€ in thousand
Operating profit/(loss)

(1,746)

2,274

Depreciation

1,128

1,579

Amortization

2,981

1,931

EBITDA

2,362

5,784

6. Leases
From January 1, 2019, IFRS 16 (Leases) has to be applied. It replaces IAS 17 (Leases), IFRIC 4
Determining whether an arrangement contains a Lease, SIC 15 Operating Leases Incentives and SIC 27
Evaluation the Substance of Transactions Involving the Legal Form of a Lease. For the lessee it results in
the removal of the distinction between operating and finance lease, hence most of the leases have to be
recognized on the balance sheet.
The standard includes two recognition exemptions for lessees – leases of ’low-value’ assets (Valneva SE
set a threshold of € 5,000) and short-term leases (i.e., leases with a lease term of 12 months or less),
which Valneva uses for all classes of underlying assets. At the commencement date of a lease, a lessee
recognizes a liability to make lease payments (i.e., the lease liability) and an asset representing the right
to use the underlying asset during the lease term (i.e., the right-of-use asset). Lessees are required to
separately recognize the interest expense on the lease liability and the depreciation expense on the rightof-use asset.
Lessees are also required to remeasure the lease liability upon the occurrence of certain events (e.g., a
change in the lease term, a change in future lease payments resulting from a change in an index or rate
used to determine those payments). The lessee will generally recognize the amount of the
remeasurement of the lease liability as an adjustment to the right-of-use asset.
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Lessor accounting under IFRS 16 is substantially unchanged from today’s accounting under IAS 17.
Lessors continue to classify all leases using the same classification principle as in IAS 17 and distinguish
between two types of leases: operating and finance leases.
Valneva chose to apply the modified retrospective approach as of the mandatory adoption date of January
1, 2019. Hence, the cumulative effect of initially applying IFRS 16 is recognized in opening equity at the
date of initial application with no restatement of prior year figures required. Valneva chose not to apply
IFRS 16 to leases of intangible assets according to IFRS 16.4.
For all leases previously classified as operating leases, Valneva measured right-of-use assets as its
carrying amount as if IFRS 16 had always been applied since commencement date.
Furthermore, the following practical expedients have been used:





Using a single discount rate to a portfolio of leases with similar characteristics;
Applying the recognition exemption for leases ending within 12 months of the date of initial
application;
excluding initial direct costs from the measurement of the right-of-use asset and
using hindsight, such as in determining the lease term if the contract contains options to extend or
terminate the lease.

Valneva established a project team to review all of the group’s leasing contracts over the last two years.
To identify the potential IFRS 16 impact areas for Valneva SE, leasing contracts were identified and
analyzed using a lease analysis tool. After the valuation of the contracts and the input of the data into the
calculation tool, the postings of the first-time adoption of IFRS 16 were calculated as of January 1, 2019.
For the main lease liability relating to a real-estate property in Solna, Sweden an interest rate of 2.49%
and a remaining lease term of 19 years have been determined.
Balance as of
December 31, 2018
-

IFRS 16
Adoption
50,937

Restated balance as of
January 1, 2019
50,937

thereof reclassification from PPE

-

26,414

26,414

Property, plant and equipment

37,997

(26,414)

11,583

€ in thousand
Right-of-use-assets

Lease liabilities
Retained earnings and other
reserves

26,662

33,997

60,659

(171,435)

(9,474)

(180,909)

In the course of the first-time adoption of IFRS 16, a reclassification from property, plant and equipment to
right-of-use assets amounting to €26.4 million was made.
In addition, Valneva recognized right-of-use assets previously accounted for as operating lease expenses
amounting to €24.5 million as well as the corresponding lease liability (€34.0 million). The difference
amounting to €9.5 million has been recognized in retained earnings and other reserves.
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The lease liabilities as at January 1, 2019 can be reconciled to the operating lease commitments as of
December 31, 2018 as follows:
€ in thousand
Operating lease commitments as at December 31, 2018
Incremental borrowing rates as at January 1, 2019
Discounted operating lease commitments at January 1, 2019
Commitments relating to short-term leases
Commitments relating to leases previously classified as finance leases
Lease liabilities as at January 1, 2019
€ in thousand

January 1, 2019
Reclass (IAS17)
IFRS 16 Adoption
Additions
Amortization
Lease Payments
Interest expense
Revaluation due to
variable payments
Exchange rate
differences
June 30, 2019

Land, buildings
and leasehold
improvements
26,414
23,943
(1,126)
-

43,509
0.01% - 3.39%
34,154
(158)
26,662
60,659

Right-of-use assets
Manufacturing
Furniture,
and laboratory
fittings
equipment
and other
111
469
13
(17)
(82)
-

Total
26,414
24,523
13
(1,226)
-

Lease
liabilities
26,662
33,997
13
(2,008)
463

(4)

-

-

(4)

(4)

(145)
49,082

94

2
402

(143)
49,578

(201)
58,923

7. Financial instruments
In 2018 and 2019, the Group entered into various foreign currency option and forward contracts to limit
the risk of foreign currency losses on expected future cash flows. The underlying currency amount and the
duration of the options and forwards depend on the amount and timing of the expected future cash flows.
At June 30, 2019 and at December 31, 2018 the Company had the following open foreign currency
options:
Fair Value
Underlying
December 31, 2018
currency amount
Duration (€ in thousand)
Foreign currency option
$4.8 million
89 days
Foreign currency option
CAD 5.0 million
113 days
177

June 30, 2019
Foreign currency forward
Foreign currency forward
Foreign currency option
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currency amount
$4 million
$4 million
CAD 2.0 million
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Duration
71 days
106 days
64 days

Fair Value
(€ in thousand)
46
36
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Other financial assets and financial liabilities are accounted at their carrying amount, which corresponds to
their approximate fair value.

8. Cash and cash equivalents
Cash, cash equivalents and short-term deposits include the following:

€ in thousand
Cash in hand
Cash at bank
Short-term bank deposits (maturity less than 3 months)
Restricted cash
Cash and cash equivalents

June 30,
2019

December 31,
2018

6
44,939
25,000
69,944

3
57,082
20,000
4,641
81,725

As of June 30, 2019, there are no cash and cash equivalents with restrictions on remittances (December
31, 2018: 4,641 K€).

9. Contingencies
Following the merger between the companies Vivalis SA and Intercell AG in 2013, certain former Intercell
shareholders initiated legal proceedings before the Commercial Court of Vienna to request a revision of
the exchange ratio between Intercell and Valneva shares used in the merger. Valneva filed an extensive
statement in response to the petitions in which it described the basis for the original exchange ratio,
including the use of independent third parties. If the court decides to revise the exchange ratio, there is
legal uncertainty as to whether the court could extend this revision to all former Intercell shareholders who
exchanged their shares, even if they were not a party to the dispute (erga omnes effect). If the court so
decides and this is confirmed after exhaustion of appeals, Valneva may be forced to compensate all
former shareholders following the reevaluation of the exchange ratio. The outcome of the proceedings to
review the exchange ratio cannot be predicted with certainty at the present time. It is, therefore, currently
not possible to estimate whether a specific shareholder group will be granted additional payments or what
the amount of these payments might be. However, Valneva, after consultation with its external advisors,
believes that these legal proceedings are unsubstantiated and are not likely to succeed in court. Detailed
information on the potential specific financial consequences which might result from a successful claim
could adversely affect Valneva’s ability to defend its interests in this case, and therefore is not provided, in
accordance with IAS 37.92.
In July 2016, a claim for additional payment was raised, and litigation was filed in December 2016, in
connection with the 2009 acquisition of Humalys SAS, by which Vivalis (now Valneva) had acquired a
technology which was later combined with other antibody discovery technologies and spun off to Blink
Biomedical SAS in early 2015. Former shareholders of Humalys claimed additional consideration as a
result of the spin-off transaction. A first instance decision in the Humalys case is expected in the second
half of this year (2019). Valneva, after consultation with its external advisors, believes that this claim is
unsubstantiated and the filed litigation is not likely to succeed in court. Detailed information on the
potential specific financial consequences which might result from a successful claim could adversely affect
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Valneva’s ability to defend its interests in this case, and therefore is not provided, in accordance with IAS
37.92.

10. Events after the reporting period
There are no events occurring between the reporting period and the time of publication that are expected
to have a material effect on the financial statements.
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4. RESPONSIBILITY STATEMENT
We, hereby, declare that, to the best of our knowledge, the condensed consolidated financial statements
for the half year ended June 30, 2019 have been prepared in accordance with applicable accounting
standards and present a fair view of the assets, financial position and results of the Company and all
companies included in the scope of consolidation, and that the management report fairly presents all
major events during the first six months of the year, their impact on the accounts and the main
transactions between related parties and provides a description of the main risks and uncertainties the
company faces in the remaining six months of the year.

Thomas Lingelbach,
President and Chief Executive Officer

Franck Grimaud
President and Chief Business Officer
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