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1.  Changes in Key Management Indices 
 
1.1 Management Indices 

Term 

The 30th Term 
Six month period ended 

June 30, 2019 
(Unaudited) 

The 31tst Term 
Six month period ended 

June 30, 2020 
(Unaudited) 

The 30th Term 
 
 

(Audited) 

Period 
January 1, 2019 

June 30, 2019 
January 1, 2020 

June 30, 2020 
January 1, 2019 

December 31, 2019 

Revenue 
(Three month period ended 
June 30) 

¥m 
5,056 
(1,919) 

2,516 
(1,354) 

9,726 
 

(Loss) profit before income 
taxes 

¥m 292 (1,270) 534 

Net (loss) profit attributable to 
owners of the parent company 
(Net Loss, Three month period 
ended June 30) 

¥m 
395 
(622) 

(2,117) 
(1,371) 

1,432 

Comprehensive (loss) income 
attributable to owners of the 
parent company 

¥m (425) (4,590) 2,367 

Equity attributable to owners of 
the parent company 

¥m 41,481 40,939 45,075 

Total assets ¥m 58,435 51,078 56,680 

Basic (loss) earnings per share 
(Loss, Three month period 
ended June 30) 

¥ 
5.19 
(8.14) 

(27.45) 
(17.76) 

18.70 

Diluted (loss) earnings per share ¥ 5.13 (27.45) 18.50 

Ratio of equity attributable to 
owners of the parent company 
to total assets 

(%) 71.0 80.2 79.5 

Cash flows from operating 
activities 

¥m 76 1,057 3,441 

Cash flows from investing 
activities 

¥m (306) (387) (246) 

Cash flows from financing 
activities 

¥m (1,658) (148) (6,964) 

Cash and cash equivalents at 
the end of the period 

¥m 16,915 15,362 15,375 

Notes 1.   The Group has prepared interim condensed consolidated financial statements and, therefore, has not included information regarding changes 

in key management indices for the submitting company. 

2.  The financial figures quoted above have been extracted from the interim condensed consolidated financial statements and consolidated 

financial statements prepared in accordance with International Financial Reporting Standards (IFRS). 

3.  Revenue does not include consumption taxes. 

 
2   Business Description 

For the six month period ended June 30, 2020, there was no significant change in the nature of the 
business run by the Group, which includes the Company and its affiliated companies. There were 
also no changes in the Group’s significant affiliated companies. 
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Forward-looking statements in this section reflect the views of management as of August 13, 2020. 
 
1   Business and Operational Risks 
 

During the six month period ended June 30, 2020 the world was impacted by a novel strain of 
coronavirus commonly referred to as COVID-19. The COVID-19 pandemic has created a challenging 
environment for people and companies across the world. The Group recognizes that the COVID-19 
outbreak may have an impact on our business in the form of new business-related and operational 
risks that were not stated in the annual securities report for the preceding fiscal year, and were not 
apparent at the time last year’s annual securities report was created.  The extent to which the 
coronavirus impacts our business will depend on future developments, which are highly uncertain 
and difficult to predict. While the COVID-19 pandemic in the United Kingdom and Japan continues 
to evolve, the Group is monitoring closely for potential impacts: 

 
Potential business impacts from COVID-19 
 
• Overall business: apart from its new in-house COVID-19 R&D program, the Group is currently 

prioritizing revenue-generating work for its major collaboration partners. Work on in-house 
R&D programs, where the Group does not receive revenues from external partners, has been 
reduced in the short term. In-house R&D programs can be rapidly scaled up again in the future.  

• Supply chain: the Group’s core R&D facility in the United Kingdom has continued to operate 
throughout the COVID-19 pandemic. Its teams are working closely with providers across the 
supply chain to ensure continuity. To date the Group has not experienced any major 
interruptions to the supply of critical consumables for laboratory work and continue to closely 
monitor the situation. 

• Drug discovery projects: to ensure a safe working environment for its employees, laboratory-
based work is being conducted on a rota basis with some reduced capacity to enable social 
distancing and adherence to other government health and safety . Despite this, productivity 
remains strong. The Group has an extensive CRO network that is geographically diversified, 
and it has secured increased capacity with providers in China and Eastern Europe. Despite this, 
the Group expects to see some small delays to project timelines and will continue to closely 
monitor the situation. 

• Early development/clinical trials: patient safety is of utmost importance, and the Group is 
working closely with its providers and partners to advance its current clinical trials safely. The 
Group expects that there will be an impact to timelines for both in-house and partnered 
clinical programs, and that studies expected to complete in 2020 are now more likely to 
complete in 2021. 

• Business development and new partnerships: scheduled and future partnership discussion 
meetings have not been impacted and are being conducted virtually. 

 
In June 2020, the Group sold all of its shares in Sosei CVC Ltd., a subsidiary company. Accordingly, 
the fund management-related risks of 2.3 Business Activities of the Group noted in the Annual 
Securities Report for the fiscal year ended December 31, 2019 are no longer applicable. 
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2   Overview of Operating Results 
 
2.1 Operating Results 
 

The Group is a science and technology-led company, specializing in drug discovery and early-stage 
drug development. Our mission is to make a significant contribution to improving the quality of life 
and health of people around the world. Our vision is to become one of Japan’s global biotechnology 
and drug discovery champions.  
 
During the six month period ended June 30, 2020, the Group continued to advance its drug 
discovery and early-stage development pipeline, as well as enhance its proprietary StaR® 
(“stabilized receptor”) technology and Structure-based Drug Design (“SBDD”) platform. 
 
Our business model is focused across three core areas to create value; (i) supporting our existing 
partnerships with major global pharmaceutical companies, (ii) generating new and progressing 
existing collaborations in R&D with innovative technology companies and venture funds, and (iii) 
signing new high-value partnerships based on successful in-house drug discovery and early-stage 
development of new candidates. 
 
On 25 March 2020, the Group hosted its 30th Ordinary General Meeting of Shareholders in Tokyo. 
At the event, the Group’s Chairman, President and CEO, Mr. Shinichi Tamura, discussed the 
strengthened focus on the execution of the next stage of its growth strategy, which aims to leverage 
world-class Platform, Discovery and Early Development capabilities to advance and extend a 
portfolio of Partnered Programs. The Group’s strategy was outlined as follows: 
 

1. Build a leading science and technology -led drug discovery business 
o The acquisition of Heptares Therapeutics in 2015 with its world-leading scientific 

and technological capabilities, notably the StaR® G protein-coupled receptor (GPCR) 
technology and SBDD platform, was and remains the cornerstone of this mission. 

o This technology and platform are core to the Group’s drug discovery efforts and 
together have allowed us to establish one of the world’s leading approaches to 
GPCR-target drug design. 

o The Group will continue to leverage the significant untapped opportunity to 
discover drugs that target GPCRs and other membrane proteins, with a clear focus 
on high-value programs, including those addressing difficult to drug targets. 

2. Generate multiple new drug candidates targeted for high-value collaborations or long-term 
ventures 

o The Group’s science and technology-led approach has enabled it to create over 24 
preclinical drug candidates in the last ten years, with seven of these having moved 
into human clinical trials. This high degree of productivity comes from its extremely 
efficient approach, which enables the Group to generate preclinical candidates 1-2 
years faster than the pharmaceutical industry standard. 

o Many of these preclinical drug candidates have formed the basis of the Group’s 
high-value collaborations, including partnerships with Pfizer, Allergan, AstraZeneca, 
Takeda, Genentech and more recently, AbbVie. 
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2   Overview of Operating Results (continued) 
 

2.1 Operating Results (continued) 
 

o The Group will continue this drug discovery and early-stage development strategy, 
with an aim to execute at least 2 new high-value collaborations or long-term 
ventures every year. 

 
3. Invest the proceeds of high-value collaborations and long-term ventures into the 

technologies needed to reinforce its leadership in GPCR drug discovery and SBDD 
o Technology does not stand still. The Group’s goal is to become a pharma discovery 

partner of choice by providing a highly attractive solution to increasing innovation 
and productivity.  

o The Group invests its collaboration and venture proceeds to continuously refresh 
and enhance its technology capabilities. So far it has:  

 acquired G7 Therapeutics in Switzerland,  
 collaborated with a German-based company developing innovative DNA-

encoded library tools, and the University of Cambridge on Artificial 
Intelligence-related approaches, and  

 invested significantly in Nobel Prize winning Cryo-EM technology. 
o The Group intends to continue to acquire, or enter partnerships to secure access to, 

more new technologies, tools and platforms in order to remain at the cutting edge 
of science and technology which will expand its leadership in innovative drug 
discovery. 
 

As of June 30, 2020, the Group had over 20 programs ongoing in discovery, with 13 in preclinical 
development, and multiple in-house and partnered programs12 currently in clinical trials. 
 
The Group’s response to COVID-19 
 
A novel strain of coronavirus (COVID-19) was declared a global pandemic by the World Health 
Organization (WHO) on March,11 2020. The Group has been carefully monitoring COVID-19 
pandemic and its impact on our operations. As a business operating in the global life sciences 
industry, the Group has an important role to play to ensure the health and safety of all stakeholders 
and society. The Group’s priority remains the health of its employees, community members, and 
investigators and patients in its clinical trials. The Group has taken several actions in response to 
the COVID-19 pandemic, including: 
 
 
 
 
 

 
1 Includes AZD4635 combination for prostate cancer, AZD4635 for multiple solid malignancies, HTL0016878 for neurobehavioral symptoms of 
Alzheimer’s disease, HTL0018318 for Alzheimer’s disease (voluntarily suspended), PF-0781532 for T2DM/Obesity, HTL0014242 for neurological 
disorders, and HTL0030310 for endocrine disorders. 
2 Phase 2 trial of HTL0018318 for DLB in Japan remains under voluntary suspension and has been withdrawn. The Group plans to resubmit a new 
clinical trial notification for HTL0018318 (or another novel M1 agonist) to the Japanese Pharmaceuticals and Medical Devices Agency (PMDA) in the 
future, pending the outcome of an ongoing investigation. 
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2  Overview of Operating Results (continued) 
 
2.1 Operating Results (continued) 
 

 Implemented policies and practices to ensure a safe working environment for its 
employees and the communities where it operates to reduce the spread of COVID-19. This 
includes a work from home policy for many employees, while its essential employees, 
primarily laboratory-based scientists, are working on an optimized rota basis and in 
accordance with applicable UK government health and safety protocols issued in response 
to the COVID-19 pandemic. The Group has also introduced weekly SARS-CoV-2 testing of 
its essential employees at its UK R&D facility. 

 Donated supplies of personal protective equipment (PPE) to a local hospice in the United 
Kingdom. 

 Initiated a new in-house COVID-19 R&D program to apply its unique SBDD platform and 
capabilities to the global research efforts to discover drugs targeting the SARS-CoV-2 
coronavirus and to treat COVID-19 and infections caused by future variants of SARS-CoV-
2. All findings are to be made freely available to the global research community. 

 
On April 14, 2020, the Group announced that it would apply it Structure-based Drug Design 
Expertise in a new COVID-19 R&D program. The new R&D program is to identify novel compounds 
that block the activity of the SARS-CoV-2 MPro protease (Nsp5), which has been designated as an 
important potential target for drug development. The Mpro protease cleaves a polyprotein 
encoded by the viral genome into 12 non-structural proteins (Nsp4-Nsp16) some of which play 
crucial roles in viral replication. The Group has created a multidisciplinary team spanning structural 
and biophysical analysis, computational chemistry and medicinal chemistry. The team brings a 
wealth of experience in SBDD and cutting-edge technologies that will be applied to the precision 
design of new inhibitor compounds against not only the SARS-CoV-2 coronavirus but also against 
predicted future variants. All findings from the program will be made freely available to the global 
research community investigating solutions to the COVID-19 crisis. Furthermore, the Group is 
looking to establish collaborations with industry partners to support this program and also to 
contribute its unique expertise to other areas under investigation as part of the global effort by the 
pharmaceutical and biotechnology industries to find new treatments for COVID-19. There is no 
material impact to the Group’s financial statements from investing in this important not-for-profit 
research initiative. Our aim for this project is to make a long-term contribution to the well-being of 
the patients around the world through industry wide collaboration. 
 
Progressing our multiple partnerships with major global pharmaceutical companies 
 
The Group continued to make good progress with its partners and has implemented measures to 
ensure R&D continuity and productivity under the new conditions imposed as a result of the 
COVID-19 situation. This is most notable with Takeda and Genentech, where our work on these 
respective research and development collaborations has been prioritized and continues to move 
forward productively.  
 
Our other out-licensed programs are being advanced exclusively by our partners, such as with 
AstraZeneca, Pfizer, and AbbVie, whilst progress is ongoing, we do anticipate that some delays 
could emerge as a result of the global COVID-19 situation. 
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2   Overview of Operating Results (continued) 

 
2.1 Operating Results (continued) 

 
On 1 May 2020, the Group noted that Novartis announced that the European Medicines Agency's 
(EMA) Committee for Medicinal Products for Human Use (CHMP) recommended the approval in 
the European Union of Enerzair® Breezhaler® (QVM149; indacaterol acetate, glycopyrronium 
bromide and mometasone furoate [IND/GLY/MF]) as a maintenance treatment of uncontrolled 
asthma in adult patients. 
 
On 5 June 2020, the Group noted that Novartis announced that full results from the Phase IIIb 
ARGON study were published online in Respiratory Medicine. The Phase IIIb open label ARGON 
study showed that once-daily treatment with single inhaler, high- and medium-dose Enerzair® 
Breezhaler® demonstrated non-inferiority to a free combination of twice-daily, high-dose 
salmeterol xinafoate/fluticasone propionate (Sal/Flu) plus once-daily tiotropium (Tio), delivered in 
two different devices, in improving quality of life in people with uncontrolled asthma. Among 
secondary analyses, improvements in lung function, asthma control, health status, and reductions  
in moderate exacerbations were observed with high-dose once-daily IND/GLY/MF compared to 
high-dose Sal/Flu plus Tio. 
 
On 25 June 2020, the Group announced that it had entered into an exclusive discovery 
collaboration and option to license agreement with AbbVie, a research-based global 
biopharmaceutical company, to discover, develop and commercialize novel medicines that 
modulate GPCR targets of interest to AbbVie. The collaboration will initially focus on discovery of 
novel small molecules targeting inflammatory and autoimmune diseases. The Group will apply its 
proprietary StaR® technology and GPCR-focused SBDD capabilities and fund R&D activities through 
the completion of Investigational New Drug (IND)-enabling studies. AbbVie has an exclusive option 
to in-license the program and assume responsibility for global development and commercialization. 
Under the terms of the agreement, the Group is eligible to receive up to US$32 million in upfront 
and near-term milestone payments, as well as potential option, development and commercial 
milestones of up to $377 million, plus tiered royalties on global commercial sales. AbbVie has the 
option to expand the collaboration up to a total of four targets. 
 
On 29 June 2020, the Group noted that Novartis Pharma K.K., the Japan business of strategic 
alliance partner Novartis, announced the world’s first manufacturing and marketing approval for 
its Enerzair® Inhalation Capsules (medium-dose and high-dose) in Japan as a treatment of 
bronchial asthma (in cases requiring combination use of inhaled corticosteroid, inhaled long-acting 
β2-adrenergic agonist and inhaled long-acting anticholinergic agent). The achievement of this 
milestone results in a payment to Sosei Heptares from Novartis under the terms of the 2005 
Development and Licensing agreement. Enerzair® is a long-acting beta2-agonist (LABA)/long-
acting muscarinic antagonist (LAMA)/inhaled corticosteroid (ICS) combination and delivers its 
bronchodilating and anti-inflammatory action through treatment once per day with the 
Breezhaler® inhaler. The two medium-dose and high-dose specifications each contain 150 μg of 
indacaterol acetate and 50 μg of glycopyrronium bromide, with 80 μg and 160 μg respectively of 
mometasone furoate. For the first time in Japan, a new digital device combining a sensor with the 
Breezhaler® inhaler is being made available. The sensor connects with a smartphone to record  
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2   Overview of Operating Results (continued) 
 

2.1 Operating Results (continued) 
 
daily treatment doses and provide medication reminders. It also supports communication between 
patients and their physicians, contributing to the long-term management of insufficiently 
controlled asthma. 

 
Advancing our collaborations with innovative technology and venture funds 
 
The Group continued to make significant progress with its technology and venture partners. 
 
On 14 January 2020, the Group announced that significant scientific progress at its spin-off 
companies Orexia Limited (“Orexia”) and Inexia Limited (“Inexia”) triggered the next tranche of 
funding from venture capital firm Medicxi under its €40 million commitment. The Group and 
Medicxi, which specializes in financing asset-centric companies, created Orexia and Inexia in 2019 
to develop novel therapies based on positive modulators of the G protein-coupled receptors 
(GPCRs) Orexin OX1 and OX2 for neurological diseases, including narcolepsy. 
On 7 May 2020, the Group announced that it had made further significant progress with its orexin 
program, which is being developed in conjunction with its spin-off companies Orexia and Inexia. 
The Group solved the structure of the agonist bound orexin OX2 receptor and identified a small 
molecule binding site using its unique StaR® technology and structure-based approach. The new 
improved insights into the receptor’s structure will help optimize the discovery and development 
of novel molecules targeting neurological diseases. Orexia and Inexia are funded by Medicxi under 
a €40 million commitment. 
 
Investing on our in-house discovery and early development to generate new candidates for 
partnering 
 
The Group continued to make significant investments in its pipeline, as it advanced multiple 
discovery candidates and early development programs. The Group’s two ongoing in-house Phase I 
clinical trials (HTL0014242 and HTL0030310) are progressing well and are now the subject of 
multiple ongoing partnering discussions. We do, however, expect that some delays to the 
completion of these studies could emerge as a result of the global COVID-19 situation. 
 
On 20 March 2020, the Group announced a new high-impact publication highlighting the potential 
of structure-based approaches to generate novel peptide-based drugs targeting GPCRs. The article 
entitled ‘Advances in Therapeutic Peptides Targeting G Protein-coupled Receptors’ (Davenport et 
al.) has been published by Nature Reviews Drug Discovery, a prestigious and highly influential peer-
reviewed journal.  
 
The article focuses on the new discovery strategies that leverage cutting-edge structure-based 
technologies, including Sosei Heptares’ unique StaR® platform and cryo-EM, to generate novel and 
selective peptides with precisely designed activities and improved drug-like (pharmacokinetic and 
pharmacodynamic) properties. Such peptides include agonists, antagonists, as well as peptides 
designed to activate specific downstream signalling pathways (biased ligands), and dual agonists 
that activate two different GPCRs. 
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2   Overview of Operating Results (continued) 
 

2.1 Operating Results (continued) 
 
The generation of novel, precisely designed peptide leads against disease-relevant GPCRs provides 
multiple partnering opportunities for the Group. 

 
Operational highlights after the period under review ended June 30, 2020 
 
On July 7, 2020, the Group noted that Novartis announced that the European Commission (EC) had 
approved Enerzair® Breezhaler® as a maintenance treatment of asthma in adult patients not 
adequately controlled with a maintenance combination of LABA/High dose of ICS who experienced 
one or more asthma exacerbations in the previous year. Once-daily Enerzair® Breezhaler® is the 
first LABA/LAMA/ICS fixed-dose combination available in the European Union (EU) for these 
patients. The approval also includes an optional digital companion with sensor and app that 
provides inhalation confirmation, medication reminders and access to objective data to better 
support therapeutic decisions. EC approval is based on robust efficacy and safety data from over 
3,000 asthma patients in Novartis’ Phase III IRIDIUM study, in which once-daily Enerzair® 
Breezhaler® was superior to once-daily Atectura® Breezhaler® (IND/MF) in improving the lung 
function of patients whose asthma is uncontrolled with LABA/ICS standard-of-care treatment. The 
EC decision is applicable to all 27 European Union member states as well as the UK, Iceland, Norway 
and Liechtenstein. The achievement of this milestone results in a payment to the Group of US$5 
million from Novartis under the terms of its 2005 Development and Licensing agreement. The 
Group is eligible to receive royalties from future sales of Enerzair® Breezhaler® in the EU and other 
markets in which it is approved. 
 
On July 10, 2020, the Group noted that Novartis announced that full results from its Phase III 
IRIDIUM study were published in the prestigious peer-reviewed journal The Lancet Respiratory 
Medicine. The IRIDIUM trial met its primary endpoint with once-daily treatment with high- and 
medium-dose Enerzair® Breezhaler® demonstrating statistically significant improvements in lung 
function compared with once-daily QMF149 (IND/MF) in patients whose asthma is uncontrolled 
with LABA/ICS treatment. The key secondary endpoint was improvement in Asthma Control 
Questionnaire (ACQ-7) score for IND/GLY/MF versus IND/MF. Although both treatments delivered 
clinically meaningful improvements in this measure, the key secondary endpoint was not met. In 
secondary analyses, improvements in lung function and clinically meaningful reductions in 
moderate-to-severe and severe asthma exacerbation rates were observed with high-dose 
IND/GLY/MF compared to high-dose Sal/Flu. The overall incidence of adverse events (AE) and 
serious adverse events (SAE) for IND/GLY/MF and IND/MF in the IRIDIUM study were generally low 
and comparable among treatment groups. Asthma exacerbation was the most reported AE and 
SAE. Enerzair® Breezhaler® is approved in the EU, Japan and Canada. Further regulatory reviews 
are currently underway in other countries. 

On July 16, 2020 the Group announced that it had successfully completed an International Offering 
of new shares and euro-yen denominated convertible bonds due 2025 that raised a total of JPY 
20.9 billion (approximately $195 million). The Company intends to use the net proceeds of the 
International Offering as follows: 
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2   Overview of Operating Results (continued) 
 

2.1 Operating Results (continued) 
 
The majority of funds will be used to pursue strategic growth initiatives including: 

 a potentially transformative acquisition to secure long-term revenue growth; 
 investments in novel technologies that complement and future-proof its drug discovery 

platform; 
 expansion of its drug candidate discovery and early development into new target classes; 

and  
 in-licensing late-stage clinical assets to develop for the Japanese market. 

Any balance of funds will be used to support organic growth initiatives, such as investments in 
current research activities and general corporate purposes. 
 
As of June 30, 2020, the Group had a total of 170 employees (an increase of seven employees vs. 
the end of the previous fiscal year FY19). 
 
As a result of the above activities, the Group reported the following financial results for the six 
month period ended June 30, 2020. Revenue of JPY 2,516 million (a decrease of JPY 2,540 million 
vs. the prior corresponding period), an operating loss of JPY 1,136 million (vs. an operating profit 
of JPY 731 million in the prior corresponding period), a net loss before income taxes of JPY 1,270 
million (vs. a net profit before income taxes of JPY 292 million in the prior corresponding period), 
and a net loss of JPY 2,117 million (vs. a net profit of JPY 395 million in the prior corresponding 
period).  
 

 
6 month period ended 

June 30, 2020 
¥m 

6 month period ended 
June 30, 2019 

¥m 
Change 

Revenue 2,516 5,056 (2,540) 

Cash cost of sales (304) (375) 71 
Cash research and development expenses (1,500) (1,862) 362 
Cash selling, general and administrative expenses (925) (1,239) 314 
Other cash income 32 16 16 

Cash earnings  (181) 1,596 (1,777) 

Non-cash costs (955) (865) (90) 

Operating (loss) profit  (1,136) 731 (1,867) 
Net finance costs 46 (385) 431 
Share of loss of associates (180) (54) (126) 

Net (loss) profit before income tax (1,270) 292 (1,562) 

Net (loss) profit for the period (2,117) 395 (2,512) 

Note: Cash earnings describes operating profit before deducting depreciation, amortization, stock-based compensation expense 
and impairment. 

 
The Group operates as a single business segment and, therefore, segmental information has been 
omitted. Further explanation of the Group’s financial performance is detailed below. 
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2   Overview of Operating Results (continued) 
 
2.1  Operating Results (continued) 
 

Revenue 

 
6 month period ended 

June 30, 2020 
¥m 

6 month period ended 
June 30, 2019 

¥m 
Change 

Royalty income 1,219 1,201 18 
Milestone income and upfront fees 753 3,173 (2,420) 
Product supply revenue - 135 (135) 
Other 544 547 (3) 

 2,516 5,056 (2,540) 

 
Revenue in the six month period under review totaled JPY 2,516 million (a decrease of JPY 2,540 
million vs. the prior corresponding period). 
 
Revenue related to royalties in the six month period under review totaled JPY 1,219 million (an 
increase of JPY 18 million vs. the prior corresponding period). The majority of the Group’s royalty 
revenue relates to sales of Ultibro® Breezhaler® and Seebri® Breezhaler® by Novartis3. 
 
In June 2020 Novartis announced that QVM149, a new inhaled LABA/LAMA/ICS therapy for the 
treatment of Asthma, containing the Group’s out-licensed compound glycopyrronium bromide, 
received marketing approval in Japan and in July 2020 Novartis announced that it had received 
marketing approval in the EU. The Group is eligible to receive royalties on net sales of this new 
product. 
 
Revenue related to milestone income and upfront fees in the six month period under review 
totaled JPY 753 million (a decrease of JPY 2,420 million vs. the prior corresponding period). 
Milestone revenues can vary considerably quarter on quarter and depend on the achievement of 
defined milestone events within a quarter. The decrease in revenue was primarily due to there 
being no major milestone payments from existing discovery and development partnerships in the 
six month period under review, whereas the Group received a US$15m milestone payment from 
AstraZeneca in the prior corresponding period. The Group classifies a “major” milestone payment 
as any single payment greater than or equal to approximately USD 5 million.  

  

 
3 Glycopyrronium bromide and certain use and formulation intellectual property were exclusively licensed to Novartis in April 2005 by 
Sosei and Vectura. Seebri®, Ultibro®, Enerzair® and Breezhaler® are registered trademarks of Novartis AG. 
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2   Overview of Operating Results (continued) 
 
2.1 Operating Results (continued) 
 

Operating expenses 

 
6 month period ended 

June 30, 2020 
¥m 

6 month period ended 
June 30, 2019 

¥m 

Change 

Cash cost of sales 304 375 (71) 

Cash research and development expenses 1,500 1,862 (362) 

Cash general and administrative expenses 925 1,239 (314) 

Non-cash expenses 955 865 90 

  Cost of sales 29 18 11 

  Research and development expenses 190 176 14 

  General and administrative expenses 736 671 65 

 
Cash cost of sales 
Cost of sales in the six month period under review totaled JPY 304 million yen (a decrease of JPY 
71 million vs. the prior corresponding period). This is primarily related to the decrease in the costs 
directly associated with ORAVI® product supply. Otherwise, cost of sales comprises the fully loaded 
cost of those employees providing research and development services to specific customers under 
contracts (including other costs directly associated with these activities such as lab consumables 
and an allocated share of depreciation of lab equipment). 
 
Cash research and development expenses 
Cash research and development (“R&D”) expenses in the six month period under review totaled 
JPY 1,500 million (a decrease of JPY 362 million vs. the prior corresponding period). The decrease 
in R&D spend primarily related to a reduction in project activity due to COVID-19, as well as the 
successful recovery of excess costs incorrectly charged by one supplier. In the period under review, 
95% of R&D spend related to our UK operations.  

 
Cash general and administrative expenses 
Cash general and administrative (“G&A”) expenses in the six month period under review totaled 
JPY 925 million (a decrease of JPY 314 million vs. the prior corresponding period). The decrease in 
G&A spend primarily related to a reduction in our UK National Insurance liability linked to share 
based payments as a result of the reduction in our share price over the period. 

 
Non-cash expenses 
Non-cash expenses primarily consist of depreciation on property, plant and equipment, 
amortization of intangible assets and stock-based compensation expense. Non-cash expenses in 
the six month period under review were JPY 955 million (an increase of JPY 90 million vs. the prior 
corresponding period). In total, depreciation amounted to JPY 255 million (an increase of JPY 32 
million vs. the prior corresponding period). Amortization for the six month period under review 
totaled JPY 413 million (a decrease of JPY 58 million vs. the prior corresponding period). Stock-
based compensation expense for the period was JPY 287 million (an increase of JPY 116 million vs. 
the prior corresponding period). The increase in stock based compensation expense reflects the 
issuance of new Restricted Stock Units in April 2020. 
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2   Overview of Operating Results (continued) 

 
2.1 Operating Results (continued) 

 
Operating income 
Operating loss in the six month period under review totaled JPY 1,136 million (vs. an operating 
profit of JPY 731 million in the prior corresponding period). The main reason for the operating loss 
was due to the decrease in revenue (for the reasons stated above). 
 
Net finance income/costs 
Net finance income in the six month period under review totaled JPY 46 million (vs. a net finance 
costs of JPY 385 million in the prior corresponding period). The improvement was primarily due to 
foreign exchange related gains driven by the strength of the USD vs. GBP, as well as a reduction in 
interest costs due to the repayment of the Group’s bank loans in December 2019. 

 
Net loss for the period 
The net loss in the six month period under review totaled JPY 2,117 million (a net profit of JPY 395 
million in the prior corresponding period). The main reason for the net loss was due to the decrease 
in revenue (for the reasons stated above). 

 
2.2 Analysis of balance sheet 
 

Assets 
Total assets at June 30, 2020 were JPY 51,078 million (a decrease of JPY 5,602 million vs. the end 
of the previous fiscal year FY19). The main reasons for the decrease were the effect of a weak GBP 
on the translation of GBP-denominated assets into JPY and the deconsolidation of Sosei RMF1 
following the disposal in June 2020 of the Group’s shareholding in Sosei CVC Limited (which 
controlled the fund).  
 
Liabilities 
Total liabilities at June 30, 2020 were JPY 10,139 million (a decrease of JPY 1,463 million vs. the end 
of the previous fiscal year FY19). The main decrease was in other financial liabilities which was due 
to the impact of the deconsolidation of Sosei RMF1. 
 
Equity 
Total equity at June 30, 2020 was JPY 40,939 million (a decrease of JPY 4,139 million vs. the end of 
the previous fiscal year FY19). This was primarily due to the net loss of JPY 2,117 million and 
exchange differences of translation of JPY 2,508 million.  
 
The ratios of Cash and cash equivalents, Interest-bearing debt and Equity attributable to owners 
of the parent company to total assets were 30.1%, 3.2% and 80.2%, respectively. 
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2   Overview of Operating Results (continued) 
 

2.3 Cash Flows 
 

Cash and cash equivalents at June 30, 2020 decreased by JPY 13 million from the beginning of the 
year and amounted to JPY 15,362 million.  
 
Cash flows from operating activities 
Net cash provided by operating activities for the period under review totaled JPY 1,057 million. 
This was primarily due to income tax refunds of JPY 1,126 million.  
 
Cash flows from investing activities 
Net cash used in investing activities for the period under review totaled JPY 387 million. This was 
primarily due to a decrease in cash and cash equivalents of JPY 577 million resulting from the 
deconsolidation of Sosei RMF1, partially offset by sales on investment securities by Sosei RMF1 of 
JPY 238 million. 
 
Cash flows from financing activities 
Net cash used in financing activities for the period under review totaled JPY 148 million. This was 
primarily due to contingent consideration payments of JPY 159 million. 

 
2.4 Operational and Financial Issues to Be Addressed 

For the six month period ended June 30, 2020, there was no significant change in management 
issues to be addressed by the Group. 

 
2.5 Research and Development Activities 

The Group’s research and development expenses for the six month period ended June 30, 2020 
were 1,690 million yen (a decrease of JPY 348 million vs. the prior corresponding period). Specific 
details of the research and development activities can be found in “Section 2. Business Review, 
sub-section 2. Overview of Operating Results, 2-1 Operating Results.” 
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3  Significant Contracts affecting Business Operations 
 

Significant management contracts signed by the Group during the three month period ended June 
30, 2020 are as follows: 
 
1) Contracts with Heptares Therapeutics Ltd. 
 

Licensing agreement 
Contract Name: Collaboration and Option to License Agreement 

The other party: AbbVie Ireland Unlimited Company ("AbbVie") 

Contract Day: June 24, 2020 

Contract period: From the Contract Day to the later of either 1.) the expiration date of the patent for the subject patent 
rights, etc. or 2.) the date 10 years after the commencement of marketing, for each covered product and 
country. 

Main Contract 
Terms: 

Under the collaboration Heptares will perform research on GPCR targets of interest to AbbVie through to 
the completion of Investigational New Drug (IND)-enabling studies. AbbVie has an exclusive option to 
license the program and assume responsibility for global development and commercialization. Heptares 
is eligible to receive upfront and near-term milestone payments, as well as potential option, development 
and commercial milestones, plus tiered royalties on global commercial sales. AbbVie has the option to 
expand the collaboration up to a total of four targets. 
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1.  Stock Information 
 
1.1 Total Number of Shares 
 

Total Number of Shares at June 30, 2020 

Type Total number of authorized shares (shares) 

Common shares 149,376,000 

 

Issued Shares 

Type 

Number of issued 
shares at June 30, 

2020 (shares) 

Number of issued 
shares at the date of 
submission (shares) 

(August 13, 2020) 

Name of listed financial 
instruments exchange or 

name of registered 
authorized financial 

instruments firms 
associations Details 

Common 
shares 

77,270,728 80,572,128 
Tokyo Stock Exchange 

(Mothers) 

Number of shares 
constituting one unit: 100 

shares 

 Total 77,270,728 80,572,128 － － 

Note. In the “number of issued shares at the date of submission” the number of shares issued through the exercise of stock 
options during the period between August 1, 2020 and the submission date of this quarterly report is not included. 

 

1.2 Stock Acquisition Rights (Stock Options) 
Not applicable. 

 
1.3 Status of Exercise of Moving Strike Convertible Bond (MSCB) 

Not applicable. 
 
1.4 Changes in the Total Number of Issued Shares and Capital Stock for the six month period ended 

June 30, 2020 

Date 

Increase/ 
(decrease) in 
total number 

of 
issued shares 

(shares) 

Balance of 
total 

number of 
issued shares 

(shares) 

Increase/ 
(decrease) in 
capital stock 

¥m 

Balance of 
capital stock 

¥m 

Increase/ 
(decrease) in 

legal capital 
reserve 

¥m 

Balance of 
legal 

capital 
reserve 

¥m 

April 1, 2020 － 

June 30, 2020 
(Note 2) 

157,002 77,270,728 144 37,662 144 25,779 

Note 1.  The ¥m amounts are based on J-GAAP. 
2. The total number of issued shares increased by 111,200 due to the exercise of stock acquisition rights, and the resulting 

increases in capital stock and legal capital reserve were 93 million yen each. 
3. The total number of issued shares increased by 35,624 due to the allotment of Restricted Stock Units (“RSU”) on April 10, 

2020, and the resulting increases in capital stock and legal capital reserve were 40 million yen each. 
4. The total number of issued shares increased by 10,178 due to the allotment of Restricted Stock Units (“RSU”) on June 16, 

2020, and the resulting increases in capital stock and legal capital reserve were 11 million yen each. 
5. The total number of issued shares increased by 3,301,400 due to the issuance of New Shares through an International 

Offering on July 16, 2020, and the resulting increases in capital stock and legal capital reserve were 2,528 million yen each. 
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1.  Stock Information (continued) 
 
1.5 Major Shareholders 
 

At June 30, 2020  

Name Address 
Number of shares 

held (shares) 

Percentage of 
shares 

held to total 
number 

of shares issued (%) 

Daisuke Gomi Matsumoto-shi, Nagano 6,490,000 8.40 

Taiyo Fund, L.P. 
(Standing proxy: MUFG Bank, Ltd.) 

5300 Carillon Point Kirkland, WA 
98033, U.S.A. 
(Standing proxy: 7-1, Marunouchi 
2-chome, Chiyoda-ku, Tokyo) 

3,323,600 4.30 

Japan Trustee Services Bank, Ltd. 
(trust account 9) 

8-11, Harumi 1-chome, Chuo-ku, 
Tokyo 

2,548,300 3.30 

Pfizer Pharmaceuticals K.K. 
22-7, Yoyogi 3-chome, Shibuya-ku, 
Tokyo 

1,885,136 2.44 

Taiyo Hanei Fund, L.P. 
(Standing proxy: MUFG Bank, Ltd.) 

5300 Carillon Point Kirkland, WA 
98033, U.S.A. 
(Standing proxy: 7-1, Marunouchi 
2-chome, Chiyoda-ku, Tokyo) 

1,884,000 2.44 

Rakuten Securities, Inc 
6-21 Minami-Aoyama 2-chome, 
Minato-ku, Tokyo 

1,800,800 2.33 

State Street Bank and Trust 
Company 505227 
(Standing proxy: Mizuho Bank, 
Ltd.) 

P.O. Box 351 Boston 
Massachusetts, 02101, USA 
(Standing proxy: 15-1, Konan 2-
chome, Minato-ku, Tokyo) 

1,238,900 1.60 

Shinichi Tamura London, U.K. 1,138,062 1.47 

Japan Trustee Services Bank, Ltd. 
(trust account) 

8-11, Harumi 1-chome, Chuo-ku, 
Tokyo 

1,124,400 1.46 

The Master Trust Bank of Japan, 
Ltd. (trust account) 

11-3, Hamamatsucho 2-chome, 
Minato-ku, Tokyo 

1,110,895 1.44 

  22,544,093 29.18 

Note 1 
Of the above number of shares held, the number of shares in association with fiduciary activities is as follows: 
Japan Trustee Services Bank, Ltd. (trust account 9)  2,548,300 shares 
Japan Trustee Services Bank, Ltd. (trust account)  1,124,400 shares 
The Master Trust Bank of Japan, Ltd. (trust account)  1,110,895 shares 
 
Note 2 
JTC Holdings, Ltd., Japan Trustee Services Bank, Ltd. and Trust & Custody Services Bank, Ltd. merged on July 27, 2020 to form 
Custody Bank of Japan, Ltd. 
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1.  Stock Information (continued) 
 
1.5 Major Shareholders (continued) 

 
Note 3 
In the amended report of possession of large-volumes provided for public inspection on March 16, 2020, the following 
shareholdings are respectively attributed to Taiyo Fund Management Co. LLC its two joint holders at March 9, 2020. However, since 
the Company is unable to confirm the actual number of shares held at June 30, 2020, they are not included in the major 
shareholders table above.  
 
Detail included in the report is as follows: 

 

Name Address 

Number of share 
certificates 

held 
(shares) 

Holding ratio 
of share 

certificates 
(%) 

Taiyo Fund Management Co. LLC 5300 Carillon Point Kirkland, WA 98033, 
U.S.A. 

3,252,000 4.22 

Taiyo Hanei GP, Ltd. Appleby Trust (Cayman) Ltd., Clifton 
House, 75 Fort Street, Grand Cayman 
KY1-1108, Cayman Islands 

1,842,200 2.39 

Taiyo Pacific CG LLC 5300 Carillon Point Kirkland, WA 98033, 
U.S.A. 

1,715,800 2.23 

 6,810,000 8.84 

 
 
1.6 Voting Rights 

Issued Shares 
As at June 30, 2020 

Item 
Number of shares 

(shares) 
Number of voting 

rights Details 

Non-voting shares - - - 
Shares with restricted voting rights (treasury shares, etc.) - - - 
Shares with restricted voting rights (other) - - - 

Shares with full voting rights (treasury shares, etc.) 
Common shares 

200 
- - 

Shares with full voting rights (other) 
Common shares 

77,230,500 
772,305 Note 1 

Shares less than one unit 
Common shares 

40,028 
- Note 2 

Total number of issued shares 77,270,728 - - 

Voting rights held by all the shareholders - 772,305 - 

Note  1.  These are standard shares of the Company which do not have any limitation of rights. 
Note  2.  “Shares less than one unit” includes 13 treasury shares owned by the Company. 
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1.  Stock Information (continued) 
 
1.6 Voting Rights (continued) 

 
Treasury Shares, Etc. 
As at June 30, 2020 

Name or 
trade 
name of 
holder Holder’s address 

Number of 
shares 

held in own 
name 

(shares) 

Number of 
shares 

held in other’s 
name 

(shares) 

Total number 
of 

shares held 
(shares) 

Percentage of 
shares held to 

total number of 
shares issued (%) 

Sosei Group 
Corporation 

2-1 Kojimachi, 
Chiyoda-ku, Tokyo 

200 － 200 0.00 

 
2.  Status of Officers as at June 30, 2020 

Not applicable. 



Sosei Group Corporation 
 

Section 4. Interim Condensed Consolidated Financial Statements 

－ 22 － 

 
1.  Preparation Policy of the Interim Condensed Consolidated Financial Statements 

The interim condensed consolidated financial statements of the Company are prepared in 
accordance with International Accounting Standards 34 Interim Financial Reporting pursuant to 
the provisions of Article 93 of the Ordinance on Terminology, Forms, and Preparation Methods of 
Quarterly Consolidated Financial Statements (Cabinet Office Ordinance of Japan No. 64 of 2007). 

 
2.  Auditor’s Report 

The interim condensed consolidated financial statements for the three month period ended June 
30, 2020 (from April 1, 2020 to June 30, 2020) and for the six month period ended June 30, 2020 
(from January 1, 2020 to June 30, 2020) were reviewed by Ernst & Young ShinNihon LLC, in 
accordance with the provisions of Article 193-2, Paragraph 1 of the Financial Instruments and 
Exchange Act. 
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Interim Condensed Consolidated Statement of Financial Position as at June 30, 2020 
 

 
Notes 

(Unaudited) 
June 30, 2020 

¥m 
December 31, 2019 

¥m  
Assets    

Non-current assets    
Property, plant and equipment  3,604 4,120 
Goodwill  13,707 14,365 
Intangible assets  11,597 12,999 
Investments accounted for using the equity method  3,093 3,539 
Other financial assets  6,7 1,030 2,053 
Other non-current assets  31 41 
Total non-current assets  33,062 37,117 

Current assets    
Trade receivables  2,063 1,924 
Income tax receivable  103 1,765 
Other current assets 6 488 499 
Cash and cash equivalents 6 15,362 15,375 
Total current assets  18,016 19,563 

Total assets  51,078 56,680 

    
Liabilities and Equity    
Liabilities    

Non-current liabilities    
Deferred tax liabilities  2,051 2,008 
Contingent consideration in business combinations 7 3,106 3,203 
Lease liabilities  1,500 1,704 
Other financial liabilities 6,7 - 1,489 
Other non-current liabilities 6 1,246 895 
Total non-current liabilities  7,903 9,299 

Current liabilities    
Trade and other payables 7 941 1,211 
Income taxes payable  268 162 
Lease liabilities  152 175 
Other current liabilities 6 875 755 
Total current liabilities  2,236 2,303 

Total liabilities  10,139 11,602 
Equity    

Capital stock  37,662 37,479 
Capital surplus  26,819 26,548 
Treasury stocks  (0) (0) 
Retained earnings  (14,381) (12,264) 
Other components of equity  (9,161) (6,688) 
Equity attributable to owners of the parent  40,939 45,075 
Non-controlling interests  - 3 

Total equity  40,939 45,078 
Total liabilities and equity  51,078 56,680 
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Interim Condensed Consolidated Statement of Profit or Loss and Other Comprehensive Income  

for the six month period ended June 30, 2020 

 

Notes 

(Unaudited) 
Six month period ended 

June 30, 2020 
¥m 

(Unaudited) 
Six month period ended 

June 30, 2019 
¥m 

Revenue 9 2,516 5,056 
Cost of sales  (333) (393) 

Gross profit  2,183 4,663 

Research and development expenses  (1,690) (2,038) 
Selling, general and administrative expenses 10 (1,661) (1,910) 
Other income  35 24 
Other expenses 6 (3) (8) 

Operating (loss) profit  (1,136) 731 

Finance income 7 369 244 

Finance costs 7 (323) (629) 

Share of loss of associates accounted for using the equity 
method 

 (180) (54) 

Net (loss) profit before income taxes  (1,270) 292 
Income tax (expense) benefit  (847) 103 

Net (loss) profit for the period  (2,117) 395 

Other comprehensive income:    
Items that will not be reclassified subsequently to profit or 
loss: 

   

Net change in fair value of equity investments designated 
as measured at fair value through other comprehensive 
income  

7 35 (20) 

Total items that will not be reclassified subsequently to 
profit or loss 

 35 (20) 

Items that may be reclassified subsequently to profit or loss:    
Exchange differences on translating foreign operations 7 (2,508) (800) 

Total items that may be reclassified subsequently to profit 
or loss 

 (2,508) 
(800) 

  Total other comprehensive loss  (2,473) (820) 

Total comprehensive loss for the period   (4,590) (425) 

    
Net (loss) profit for the period attributable to:    

Owners of the parent  (2,117) 395 
Non-controlling interests  (0) (0) 

  (2,117) 395 

    
Total comprehensive loss for the period attributable to:    

Owners of the parent  (4,590) (425) 
Non-controlling interests  (0) (0) 

  (4,590) (425) 

Earnings per share (yen)     
Basic (loss) earnings per share 11 (27.45) 5.19 

Diluted (loss) earnings per share 11 (27.45) 5.13 
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Interim Condensed Consolidated Statement of Profit or Loss and Other Comprehensive Income  

for the three month period ended June 30, 2020 

 

Notes 

(Unaudited) 
Three month period ended 

June 30, 2020 
¥m 

(Unaudited) 
Three month period ended 

June 30, 2019 
¥m 

Revenue  1,354 1,919 
Cost of sales  (158) (179) 

Gross profit  1,196 1,740 

Research and development expenses  (1,022) (1,013) 
Selling, general and administrative expenses  (878) (1,069) 
Other income  16 13 
Other expenses 6 (3) (1) 

Operating loss  (691) (330) 

Finance income  211 352 

Finance costs  (172) (674) 

Share of (loss) profit of associates accounted for using the 
equity method 

 (118) 15 

Net loss before income taxes  (770) (637) 
Income tax (expense) benefit  (601) 15 

 Net loss for the period  (1,371) (622) 

Other comprehensive income:    
Items that will not be reclassified subsequently to profit or 
loss: 

   

Net change in fair value of equity investments designated 
as measured at fair value through other comprehensive 
income  

 5 10 

Total items that will not be reclassified subsequently to 
profit or loss 

 5 10 

Items that may be reclassified subsequently to profit or loss:    
Exchange differences on translating foreign operations  (205) (1,756) 

Total items that may be reclassified subsequently to profit 
or loss 

 
(205) (1,756) 

  Total other comprehensive loss  (200) (1,746) 

Total comprehensive loss for the period   (1,571) (2,368) 

    
Net loss for the period attributable to:    

Owners of the parent  (1,371) (622) 
Non-controlling interests  (0) (0) 

  (1,371) (622) 

    
Total comprehensive loss for the period attributable to:    

Owners of the parent  (1,571) (2,368) 
Non-controlling interests  (0) (0) 

  (1,571) (2,368) 

Earnings per share (yen)     
Basic loss per share 11 (17.76) (8.14) 

Diluted loss per share 11 (17.76) (8.14) 
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Interim Condensed Consolidated Statement of Changes in Equity for the six month period ended June 30, 2020 
 

 

Notes 
Capital stock 

¥m 

Capital 
surplus 

¥m 

Treasury 
stock 

¥m 

Retained 
earnings 

¥m 

Other 
components 

of equity: 
¥m 

Equity 
attributable 

to owners 
of 

the parent 
¥m 

Non- 
controlling 

interests 
¥m 

Total equity 
¥m 

Balance at January 1, 2020  37,479 26,548 (0) (12,264) (6,688) 45,075 3 45,078 
Net loss for the period  - - - (2,117) - (2,117) (0) (2,117) 
Other comprehensive loss  - - - - (2,473) (2,473) - (2,473) 

Total comprehensive loss for the period   - - - (2,117) (2,473) (4,590) (0) (4,590) 

Issuance of new shares 8 183 (58) - - - 125 - 125 
Share-based payments  - 329 - - - 329 - 329 
Change on loss of control of 
subsidiary 

6 - - - - - - (3) (3) 

Total transactions with owners  183 271 - - - 454 (3) 451 

Balance at June 30, 2020 (Unaudited)  37,662 26,819 (0) (14,381) (9,161) 40,939 - 40,939 

           
Balance at January 1, 2019  36,854 26,042 (0) (13,696) (7,623) 41,577 3 41,580 

Net profit (loss) for the period  - - - 395 - 395 (0) 395 
Other comprehensive loss  - - - - (820) (820) - (820) 

Total comprehensive income (loss) for 
the period  

 - - - 395 (820) (425) (0) (425) 

Issuance of new shares  133 25 - - - 158 - 158 
Share-based payments  - 171 - - - 171 - 171 

Total transactions with owners  133 196 - - - 329 - 329 
Balance at June 30, 2019 (Unaudited)  36,987 26,238 (0) (13,301) (8,443) 41,481 3 41,484 
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Interim Condensed Consolidated Statement of Cash Flows for the six month period 
ended June 30, 2020 
 

 

Notes 

Six month period ended 
June 30, 2020 

(Unaudited) 
¥m 

Six month period ended 
June 30, 2019 

(Unaudited) 
¥m 

Cash flows from operating activities      
(Loss) profit before income taxes  (1,270) 292 
Adjustments for:     

Receipt of non-cash consideration from customer  - (258) 
Depreciation and amortization  668 705 
Share-based payments  287 171 
(Gain) loss on revaluation of investment securities 
through profit or loss 

 (244) 9 

Loss on sale of investment securities  73 - 
Loss (gain) on revaluation of investment in capital  75 (17) 
Change in fair value of contingent consideration  136 141 
Net foreign exchange loss  28 39 
Interest income  (32) (16) 
Interest expenses  30 124 
Share of losses of associates accounted for using 
the equity method 

 180 54 

Increase in trade receivables  (304) (511) 
Decrease (increase) in other accounts receivables  11 (51) 
Decrease in trade payables  (227) (399) 
Increase in deferred revenues  652 - 
Other  (104) (153) 
Subtotal  (41) 130 

Grants received  - 34 
Interest and dividends received  32 16 
Interest paid  (4) (61) 
Income taxes refunded  1,126 2 
Income taxes paid  (56) (45) 

Net cash provided by operating activities  1,057 76 
Cash flows from investing activities    

Purchase of property, plant and equipment  (41) (220) 
Purchase of intangible assets  (6) - 
Payments for purchase of investment securities  - (100) 
Proceeds from sale of investment securities  238 - 
Change in cash and cash equivalents due to disposal 6 (577) - 
Other  (1) 14 

Net cash used in investing activities  (387) (306) 
Cash flows from financing activities    

Repayments of lease obligations  (114) (35) 
Repayments of long-term borrowings  - (1,500) 
Payment for settlement of contingent consideration 7 (159) (776) 
Proceeds from contributions from limited partners  - 495 
Proceeds from issuance of new shares   125 158 

Net cash used in financing activities  (148) (1,658) 
Effects of exchange rate changes on cash and cash 
equivalents 

 (535) 43 

Net decrease in cash and cash equivalents  (13) (1,845) 
Cash and cash equivalents at the beginning of the 
period 

 15,375 18,760 

Cash and cash equivalents at the end of the period  15,362 16,915 
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1.  Reporting entity 
Sosei Group Corporation (the “Company”) is a joint-stock company located in Japan. The address 
of its registered head office and principal place of business is available on the Company’s website 
(URL: https://www.soseiheptares.com). The interim condensed consolidated financial statements 
reflect the balances and transactions of the Company and its subsidiaries (the “Group”) and its 
interest in affiliated companies as at June 30, 2020 and for the six month period then ended. The 
Group is engaged in the pharmaceutical business. 

 
2.  Basis of preparation 

The interim condensed consolidated financial statements of the Group have been prepared in 
accordance with International Accounting Standards (“IAS”) 34 Interim Financial Reporting. The 
interim condensed consolidated financial statements do not include all the information and 
disclosures required in the annual consolidated financial statements and should be read in 
conjunction with the Group’s annual consolidated financial statements for the fiscal year ended 
December 31, 2019. The Group’s interim condensed consolidated financial statements were 
approved by the Board of Directors on August 13, 2020. 
 
The interim condensed consolidated financial statements of the Group have been prepared on 
the historical cost basis except for specified financial instruments and other balances measured at 
fair value. The interim condensed consolidated financial statements of the Group are presented 
in Japanese yen, which is the functional currency of the Company, and amounts are rounded up 
or down to the nearest million yen. 

 
3.  Significant accounting policies 

The significant accounting policies applied to the Group’s interim condensed consolidated 
financial statements for the six month period ended June 30, 2020 are consistent with those 
applied to the consolidated financial statements for the twelve month period ended December 
31, 2019 except for income tax expenses which were calculated based on the estimated annual 
effective tax rate in the twelve month period ending December 31, 2020.  

 
4.  Use of significant estimates and judgements 

In preparing the interim condensed consolidated financial statements, management is required 
to make estimates, judgments, and assumptions that affect the application of accounting policies 
and the reported amounts of assets, liabilities, revenue, and expenses; however, actual results 
may differ from these estimates due to their nature. The estimates and underlying assumptions 
are reviewed on an ongoing basis. The effects of a revision to an accounting estimate are 
recognized in the period in which the estimate is revised and in any future periods affected.  
Estimates and assumptions that have material impacts on the interim condensed consolidated 
financial statements of the Group are consistent with those in the fiscal year ended December 31, 
2019. 
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5.  Operating segments 

The Group operates a single business segment being the pharmaceutical business. 
 
6   Loss of control of subsidiaries 

Sosei CVC Ltd. and RMF1 Limited Partnership for Investment are no longer consolidated from June 
19, 2020. 

 
6.1 Summary of loss of control 

At a board meeting held on May 20, 2020, the directors resolved to sell the Group’s shareholding 
in Sosei CVC Ltd., a consolidated subsidiary, and completed the disposal on June 19, 2020.  With 
the disposal of these shares the Group’s ownership of Sosei CVC Ltd. decreased from 90% to 0%, 
and both Sosei CVC Ltd. and Sosei RMF1 Investment Limited Partnership, controlled by Sosei CVC 
Ltd. as a General Partner, were excluded from the scope of consolidation from this date. 
Following the disposal, the Group’s interest of Sosei RMF1 Investment Limited Partnership has 
been 15% and that of JPY 284 million is included in “Other financial assets” on June 19, 2020. 
 

6.2 Changes in assets and liabilities involving loss of control 
At June 19, 2020 

¥m 

Assets over which control was lost:  

Other financial assets (1,269) 

Other current assets (14) 

Cash and cash equivalents (601) 

Liabilities over which control was lost:  

Other financial liabilities 1,564 

Other non-current liabilities 0 

Other current liabilities 6 

 

6.3 Change in cash and cash equivalents due to disposal 
At June 19, 2020 

 ¥m 

Cash consideration received 
Cash and cash equivalents of subsidiaries no longer consolidated 

24 
(601) 

Change in cash and cash equivalents due to disposal (577) 

 
6.4 Loss on loss of control of subsidiary 

A loss on loss of control of subsidiaries of JPY 3 million is included in “Other expenses”. 
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7   Financial instruments 
 

7.1 Methods of calculating fair values 
The fair values of financial instruments are calculated as follows: 

 
Other financial assets 
Other financial assets are revalued in line with changes in fair value. Other financial assets 
comprise unlisted securities (Orexia Limited, Inexia Limited and RMF1) and contingent 
consideration receivable relating to business disposals; all are categorized as level 3 of the fair 
value hierarchy.  

 
The fair values of RMF1 unlisted securities up to the date of were assessed using risk adjusted 
discounted cashflow models when there was an indication of a movement in fair value during 
the period. Significant unobservable inputs used in the cash flow models included the projected 
cashflows and discount rates (ranging from 9.9% - 13.0%). Changes in fair value during the period 
are recorded in “Finance income” or “Finance costs” as a gain or loss on revaluation. 
 
The fair values of RMF1 interest investment after the date of deconsolidation are assessed using 
net assets, future cashflows and estimated profits, all of which represent significant 
unobservable inputs used in the valuation models. Changes in fair value during the period are 
recorded in “Finance income” or “Finance costs” as a gain or loss on revaluation . 

 
The fair values of Orexia and Inexia are assessed using a model that combines the reproduction 
cost of assets contributed and the present value of probability adjusted funding inflows, and then 
applies a lack of control discount. Significant unobservable inputs used in the model include the 
future cash balance, the estimated probabilities of success of assets progressing to the next 
milestone event and discount rate (16.0%). Changes in fair value during the period are recorded 
in “Net change in fair value of equity investments designated as measured at fair value through 
other comprehensive income”. 

 
The fair values of contingent consideration receivable are assessed using risk adjusted discounted 
cashflow models when there is an indication of a movement in fair value during the period. 
Significant unobservable inputs used in the cash flow models include the projected cashflows 
and discount rates (ranging from 1.9% -2.1%). Changes in fair value during the period are 
recorded in “Finance income” or “Finance costs” as a gain or loss on revaluation. 

 
Contingent consideration in business combinations 
Such consideration is calculated by discounting the estimated amount payable after taking into 
account the probability of occurrence of future cash outflows. The contingent consideration 
arising in business combinations is categorized within Level 3 of the fair value hierarchy. 
Significant unobservable inputs used in the cashflow model include the probabilities of success 
of assets progressing to the next milestone event and discount rates (ranging from 1.8% - 2.5%). 
Changes in fair value during the period are recorded in “Finance income” or “Finance costs” as a 
gain or loss on revaluation. 
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7   Financial instruments (continued) 
 

Other financial liabilities 
Other financial liabilities comprised holdings in RMF1 by external parties which were revalued in 
line with changes in the fair value of RMF1, up to the date of deconsolidation. Other financial 
liabilities were categorized as level 3 of the fair value hierarchy. Changes in fair value during the 
period are recorded in “Finance income (Gain on revaluation of investment in capital)” or 
“Finance costs (Loss on revaluation of investment in capital)”. 

 
7.2 Fair value hierarchy 

The classification of financial instruments within the fair value hierarchy from Level 1 to Level 3 
is as follows: 
Level 1:  Quoted prices (unadjusted) in an active market for identical assets or liabilities 
Level 2:  Fair value determined using inputs other than quoted prices included within Level 1 

that are observable for the asset or liability, either directly or indirectly 
Level 3:  Fair value determined using valuation techniques including measurement based on 

unobservable inputs 
 

Analysis of financial instruments measured at fair value 
 
At June 30, 2020 

 Level 1 
¥m 

Level 2 
¥m 

Level 3 
¥m 

Total 
¥m 

Financial assets:     
Financial assets measured at fair value through profit or loss     

Other financial assets - - 568 568 
Financial assets measured at fair value through other comprehensive income     

Other financial assets - - 403 403 

 - - 971 971 

Financial liabilities:     
Financial liabilities measured at fair value through profit or loss     

Contingent consideration in business combinations - - 3,106 3,106 

 - - 3,106 3,106 
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7   Financial instruments (continued) 
7.2 Fair value hierarchy 

 
At December 31, 2019 

 Level 1 
¥m 

Level 2 
¥m 

Level 3 
¥m 

Total 
¥m 

Financial assets:     
Financial assets measured at fair value through profit or loss     

Other financial assets - - 1,615 1,615 
Financial assets measured at fair value through other comprehensive income     

Other financial assets - - 380 380 

 - - 1,995 1,995 

Financial liabilities:     
Financial liabilities measured at fair value through profit or loss     

Contingent consideration in business combinations - - 3,203 3,203 
Other financial liabilities - - 1,489 1,489 

 - - 4,692 4,692 

 
Reconciliation of movements of level 3 financial instruments 
 

    Six month period ended June 30, 2020 

 
 Financial assets 

¥m 
Financial liabilities

¥m

Balance at the beginning of the period 1,995 4,692
Decrease through the sale of equity investments (238) -
Decrease due to loss of control (Note 1) (985) (1,564)
Net gains or losses (realized) (Note 2) (73) 1
Net gains or losses (unrealized) (Note 2) 249 170
Other comprehensive income (Note 3) 23 -
Transfer (Note 4) - (193)

Balance at the end of the period 971 3,106

Note 1: Specific details can be found “note 6 Loss of control of subsidiaries”. 
Note 2: Realized / unrealized gains or losses are included in “Finance income” and “Finance costs” in the interim condensed   

consolidated statement of profit or loss and other comprehensive income. 
Note 3: Other comprehensive income is included in “Net change in fair value of equity investments designated as measured at fair 

value through other comprehensive income” and “Exchange differences on translating foreign operations” in the interim 
condensed consolidated statement of profit or loss and other comprehensive income. 

Note 4: The amount of obligation satisfied in “Contingent consideration in business combinations” is transferred to “Trade and 
other payables”. The cumulative amount settled after the transfer was JPY 159 million. 
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7   Financial instruments (continued) 

7.2 Fair value hierarchy 
  

Six month period ended June 30, 2019 

 
Financial assets 

¥m 
Financial liabilities 

¥m 

Balance at the beginning of the period 1,457 5,359 
Increase through the acquisition of unlisted securities 360 - 
Increase through contribution from limited partners - 495 
Net gains or losses (unrealized) (Note 1) 203 335 
Other comprehensive income (Note 2) (33) - 
Transfer (Note 3) - (703) 

Balance at the end of the period 1,987 5,486 

Note 1:  Unrealized gains or losses are included in “Finance income” and “Finance costs” in the consolidated statement of profit 
or loss and other comprehensive income. 
Note 2:  Other comprehensive income is included in “Net change in fair value of equity investments designated as measured at 
fair value through other comprehensive income” and “Exchange differences on translating foreign operations” in the interim 
condensed consolidated statement of profit or loss and other comprehensive income. 
Note 3:  The amount of obligation satisfied in “Contingent consideration in business combinations” is transferred to “Trade and 
other payables”. The settlement amount after the transfer was JPY 776 million in the first quarter of the previous consolidated 
cumulative period. 

 
7.3 Fair value of financial assets and financial liabilities measured at amortized cost 

Since the carrying amounts of financial assets measured at amortized cost in the consolidated 
statement of financial position approximate their fair values disclosure of the fair values has been 
omitted. 

 
8.  Capital and other capital items 

Due to the allotment of Restricted Stock Units (“RSUs”) (72,392 shares) during the six month 
period ended June 30, 2020, capital stock has increased by JPY 81 million and capital surplus has 
decreased by JPY 81 million. 
 

9.  Revenue 
The Group earns revenue through sales of a developed pharmaceutical product, license 
agreements for development and marketing rights of pharmaceutical products and research and 
development services agreements contracted with third parties. These agreements are classified 
into the following types of revenue based on their purpose and performance obligations: 

 
9.1 Types of revenue classified by purpose  

- Royalty income: Sales royalty income 
- Milestone income and upfront fees: Upfront fees, Development milestone income, Sales 

milestone income 
- Product supply revenue 
- Income from contracted research and development services  
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9.  Revenue (continued) 

9.2 Types of revenue classified by performance obligation: 
 

Grant of Licenses 
When a license is distinct from other goods or services and evaluated as a right to use license 
Upfront fees are recognized at the time of grant of the license if the performance obligation is 
satisfied at one point in time. Development milestone income is only recognized when it is 
determined that milestones agreed between the parties, such as regulatory filings, have been 
reached, taking into consideration the probability of a subsequent significant reversal of revenue. 
Sales royalty income and sales milestone income are measured based on the sales recorded by the 
counterparty when (or as) the later of (i) a contractually agreed target is achieved or a sales 
transaction has occurred, and (ii) the performance obligation is satisfied.   
 
When a license is distinct from other goods or services and evaluated as a right to access license 
Not applicable. 

 
Research and Development services 
Consideration for upfront fees and development milestone income allocated to performance 
obligations other than the license 
Consideration relating to performance obligations that are not satisfied at a point in time is initially 
recorded at the value of the contract liability when the Group receives consideration before the 
performance obligations are satisfied. 
Revenue from contracted research and development services is recognized over time from the 
contract date to the achievement of development milestones, such as regulatory filings, as 
contractually agreed with a customer based on the progress of the development because the Group’s 
performance enhances the value of the license that the customer controls as the customer earns 
benefit from it. However, development milestone income is only recognized when it is determined 
that milestones agreed between the parties, such as regulatory filings, have been reached, taking 
into consideration the probability of a subsequent significant reversal of revenue.  

  
FTE revenue  
Full Time Equivalent (“FTE”) revenue earned from research and development services is recognized 
over time based on the progress of the research and development activities agreed between the 
parties because the customer simultaneously receives and consumes the benefits provided by the 
Group’s performance. 
 
Product supply revenue 
Product supply revenue is recognized upon the customer’s acceptance. 
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9.  Revenue (continued) 
 9.3 Breakdown of revenue 
 

 Six month period ended June 30, 2020 
 performance obligations 

Types of Revenue 

Grant of 
Licenses 

¥m 

Research and 
Development 

services 
¥m 

Product 
supply 

 revenue 
¥m 

Total 
¥m 

Royalty income  1,219 - - 1.219 
Milestone income and upfront fees 576 177 - 753 
Product supply revenue - - - - 
Other - 544 - 544 
 1,795 721 - 2,516 

 
 

 Six month period ended June 30, 2019 
 performance obligations 

Types of Revenue 

Grant of 
Licenses 

¥m 

Research and 
Development 

services 
¥m 

Product 
 supply 
revenue 

¥m 
Total 

¥m 
Royalty income 1,201 - - 1,201 
Milestone income and upfront fees 2,988 185 - 3,173 
Product supply revenue - - 135 135 
Other - 547 - 547 
 4,189 732 135 5,056 

 
9.4 Geographical information 

 
The breakdown of external revenue split by location of customer is as follows: 

Country 
Six month period ended 

June 30, 2020 
¥m 

Six month period ended 
June 30, 2019 

¥m 

Japan 435 595 
Switzerland 1,353 1,452 
Bermuda 281 - 
UK 197 2,224 
United States 177 659 
Ireland 73 126 

 2,516 5,056 
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10.  Selling, general and administrative expenses 

 The breakdown of selling, general and administrative expenses is as follows: 
 

 
Six month period ended 

June 30, 2020 
¥m 

Six month period ended 
June 30, 2019 

¥m 

Personnel expenses 764 926
Depreciation expenses 450 500
Outsourcing expenses 282 296
Other 165 188

 1,661 1,910

 

11.  Earnings per share 
 
 11.1 Basic earnings per share 

 The following table shows basic (loss) earnings per share and explains the basis for the calculation. 
 

 Six month period ended 
June 30, 2020 

Six month period ended 
June 30, 2019 

(Loss) profit for the period attributable to owners of the 
parent (¥m) 

(2,117) 395 

Weighted-average number of common shares 
outstanding (Shares) 

77,146,514 76,358,608 

Basic (loss) earnings per share (¥) (27.45) 5.19 

 
 

 Three month period ended 
June 30, 2020 

Three month period ended 
June 30, 2019 

Loss for the period attributable to owners of the parent 
(¥m) 

(1,371) (622) 

Weighted-average number of common shares 
outstanding (Shares) 

77,186,452 76,406,575 

Basic loss per share (¥) (17.76) (8.14) 
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11.  Earnings per share (Continued) 
 
11.2 Diluted earnings per share 

The following table shows diluted (loss) earnings per share and the basis for the calculation. 
 

 
Six month period ended 

June 30, 2020 
Six month period ended 

June 30, 2019 

(Loss) profit for the period attributable to owners of the 
parent (¥m)  

(2,117) 395 

Adjustment to (loss) profit for the period used in the 
calculation of diluted earnings per share (¥m) 

- - 

(Loss) profit for the period used in the calculation of 
diluted earnings per share (¥m) 

(2,117) 395 

Weighted-average number of common shares 
outstanding (Shares) 

77,146,514 76,358,608 

Increases in number of common shares used in the 
calculation of diluted earnings per share (Shares) 

  

Increases in number of common shares due to the 
exercise of stock options (Shares) 

- 813,070 

Weighted-average number of common shares 
outstanding used in the calculation of diluted earnings per 
share (Shares) 

77,146,514 77,171,678 

Diluted (loss) earnings per share (¥) (27.45) 5.13 

 
 

 
Three month period ended 

June 30, 2020 
Three month period ended 

June 30, 2019 

Loss for the period attributable to owners of the parent 
(¥m)  

(1,371) (622) 

Adjustment to (loss) profit for the period used in the 
calculation of diluted earnings per share (¥m) 

- - 

Loss for the period used in the calculation of diluted 
earnings per share (¥m) 

(1,371) (622) 

Weighted-average number of common shares 
outstanding (Shares) 

77,186,452 76,406,575 

Increases in number of common shares used in the 
calculation of diluted earnings per share (Shares) 

  

Increases in number of common shares due to the 
exercise of stock options (Shares) 

- - 

Weighted-average number of common shares 
outstanding used in the calculation of diluted earnings per 
share (Shares) 

77,186,452 76,406,575 

Diluted loss per share (¥) (17.76) (8.14) 

In the six month period ended June 30, 2020, in the three month period ended June 30, 2020 and in the three month period 
ended June 30, 2019, there is no dilutive effect from potential common shares as partial conversion of stock options, RSU and 
PSU reduced the loss per share. 
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12.  Impact of COVID-19 
 

The impact of COVID-19 on the Group’s operations is uncertain and cannot be predicted with 
confidence.  The Directors have considered the actual impact and a range of potential impacts 
of COVID-19 on the Group’s operations in the preparation of these interim condensed 
consolidated financial statements. The Director’s assessment assumes, for accounting purposes, 
that the impact is not long term.  
 
The Directors believe the Group retains enough liquidity to continue to pursue its stated business 
strategy and, accordingly, it is appropriate to use the going-concern basis of preparation. This 
assessment did not identify any adjustments necessary to the underlying carrying amounts of 
assets and liabilities carried at cost / at amortized cost (including goodwill and intangible assets), 
but the indirect impact COVID-19 has had on exchange rates has impacted their carrying amounts 
in the Japanese yen denominated consolidated statement of financial position. The carrying 
amounts of assets and liabilities carried at fair value (see Note 7) have also been impacted by the 
recent volatility in foreign exchange rates and interest rates. The assessment did not identify any 
adjustments necessary to the underlying values of revenues and expenditures recorded in the 
period. In accordance with IAS 21 The Effects of Changes in Foreign Exchange Rates, foreign 
exchange gains and losses and exchange differences on translating foreign operations continue to 
be recorded in the interim condensed statement of profit or loss and other comprehensive income 
in line with normal procedures.  
 
The extent to which COVID-19 impacts our future financial results will depend on the duration and 
severity of the pandemic. 
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13.  Significant subsequent events 

 
13.1  Issuance of New Shares and Convertible Bonds 

 
At a board meeting held on June 30, 2020, the directors resolved to issue a New Shares and Euro-
yen Denominated Convertible Bonds due 2025 through an International Offering, and the proceeds 
were received on July 16, 2020. A summary of the issuance is as follows:

Issuance of New Shares through an International Offering  
 

(1) Number of New Shares Issued: 3,301,400 shares  
(2) Issue Price (Offer Price): ¥1,595 per share  
(3) Aggregate Issue Price: ¥5,265,733,000  
(4) Amount Paid: ¥1,531.2 per share  
(5) Total Amount Paid: ¥5,055,103,680  
(6) Amount of increase in capital stock: ¥2,527,551,840  
(7) Amount of increase in capital reserves: ¥2,527,551,840  
(8) Closing Date: 16 July 2020 (London time)  
(Note) The New Shares were purchased by the Underwriter at the amount paid and offered for 
sale at the Issue Price (Offer Price).  

 
Issuance of Euro-yen Denominated Convertible Bonds due 2025 through an International Offering  
 

(1) Bonds Offered: Sosei Group Corporation Euro-yen Denominated Convertible Bonds due 2025 
(2) Aggregate Principal Amount: ¥16,000,000,000 
(3) Issue Price: 100.0% of par value (each Bond shall have a denomination of ¥10,000,000). 
(4) Offer Price: 102.5% of par value 
(5) Closing Date and Issue Date: 16 July 2020 (London time) 
(6) Maturity: The Bonds will be redeemed at 100% of their principal amount on 16 July 2025. The 

Bonds may be redeemed prior to maturity upon, among other things, increased share prices 
and investor put. 

(7) Interest Rate: 0.5% per annum on the outstanding principal amount of the Bonds 
(8) Interest payment date: Payable semi-annually in arrears on 16 January and 16 July in each 

year. 
(9) Particulars of the Stock Acquisition Rights:  

(i) Type and number of shares subjects to the Stock Acquisition Rights: 
Type: Common stock of the Company 
Number: The number of shares newly issued by the Company by the exercise of the Stock 
Acquisition Rights is the number produced by dividing the total issue price of the Corporate 
Bonds related to the request for exercise by the conversion price described in (iii) below. 
(ii)  Total number of Stock Acquisition Rights: 1,600 
(iii)  Amount to be paid to exercise Stock Acquisition Rights: When exercising Stock Acquisition 
Rights, the bonds attached to the Stock Acquisition Rights shall be contributed, and the price of 
such bonds shall be the same as the par value. The conversion price shall be ¥1,834. 

(iv)  Exercise period: July 30, 2020 to July 2, 2025(local time at the place where the exercise is 
requested). However, certain terms and conditions apply as stated in the issuance requirements. 



Sosei Group Corporation 
 

Section 4. Interim Condensed Consolidated Financial Statements 
Note to the Interim Condensed Consolidated Financial Statements 

－ 40 － 

 
13.  Significant subsequent event (Continued) 

  
13.1  Issuance of New Shares and Convertible Bonds (Continued) 

 
(10) Collateral or guarantee of the bonds: The bonds do not have collateral or guarantee. 
(11) Conditions for exercising Stock Acquisition Rights: The Stock Acquisition Rights may not be 

exercised in part. 
(12) Listed exchange: Bonds with stock acquisition rights are listed on the Singapore Stock Exchange. 

 
Use of Proceeds 

The aggregate net proceeds of up to approximately ¥20.9 billion (US$195 million) from the 
International Offerings are expected to be applied as follows:  
 approximately ¥18.8 billion (US$176 million) to be applied by the end of June 2023 towards 

strategic growth initiatives including: funding acquisitions, or investments in companies or 
technologies that complement its business; expanding drug candidate discovery and early 
development; and potentially in-licensing pipeline products for the Japanese market.  

 approximately ¥2.1 billion (US$20 million) to be applied by the end of June 2023 towards 
organic growth initiatives, including the cost of research and working capital.  

Until we use the net proceeds of the International Offerings, we intend to invest the funds in short-
term, interest-bearing instruments. 

 
13.2  Enerzair® Breezhaler® granted marketing approval 

 
On July 7, 2020 Novartis announced that the European Commission had approved Enerzair® 
Breezhaler® (QVM149; indacaterol acetate, glycopyrronium bromide and mometasone furoate) as 
a maintenance treatment of asthma in adult patients not adequately controlled with a maintenance 
combination of a long-acting beta2-agonist and a high-dose of an inhaled corticosteroid who 
experienced one or more asthma exacerbations in the previous year. The achievement of this 
milestone results in a payment by Novartis to Sosei Heptares of US$5 million under the terms of its 
2005 Development and Licensing agreement. Sosei Heptares is eligible to receive royalties from 
future sales of Enerzair® Breezhaler® in the EU and other markets in which it is approved. 
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Not applicable. 
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Review Report 
 
Ernst & Young ShinNihon LLC have reviewed the Financial Statements and have issued an unqualified 
review opinion thereon.  Please refer to the Japanese Quarterly Securities Report for the full review 
opinion. 


