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Company Information 

Market TSE 1st Section 

Industry Service 

CEO Kazuhiro Hatano 

HQ Address 10 Fl., Shin-Osaka Brick Building, 6-1 Miyahara 1-chome, Yodogawa-ku, Osaka, Japan 

Year-end March 

HP https://www.linical.co.jp/en/ 

 

Stock Information 

Share Price Number of shares issued (excluding treasury shares) Total market cap ROE Act. Trading Unit 

Ô892 22,586,436 shares Ô20,147 million 9.8% 100 shares 

DPS Est. Dividend yield Est. EPS Est. PER Est. BPS Act. PBR Act. 

Ô14.00 1.6% Ô- -x Ô252.92 3.5x 

* Stock price as of closing on July 1, 2021. Number of shares issued at the end of the most recent quarter excluding treasury shares. 

* ROE is based on FY3/21 results. DPS are based on the estimates of FY3/22. EPS is not published. Number has been rounded off. 

 

Consolidated Earnings Trend 

Fiscal Year Sales Operating Income Ordinary Income Parent Net Income EPS DPS 

March 2018 Act. 9,113 1,846 1,826 1,295 57.02 11.00 

March 2019 Act. 11,313 1,212 1,253 568 25.09 12.00 

March 2020 Act. 10,935 1,005 918 482 21.38 14.00 

March 2021 Act. 10,279 453 588 539 23.91 14.00 

March 2022 Est. 10,700 683 - - - 14.00 

* Estimates are those of the company. 

* The consolidated forecast of ordinary income and parent net income is not disclosed due to many uncertain factors such as fluctuations in exchange rates. 

 

We present this Bridge Report about Linical Co., Ltd. and details of the fiscal year ended March 2021 earnings. 
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Key Points 

 ̧ In the fiscal year March 2021, sales and operating income decreased 6.0% and 54.9% year on year, respectively. As for 

clinical trial operations in the U.S., systems that enable remote clinical trials were adopted, and as the U.S. subsidiary 

adapted swiftly to these systems, sales increased from the previous term, and the operating income after the deduction of 

goodwill amortization turned positive. On the other hand, sales and profits declined in Japan and Europe because the 

worldwide spread of COVID-19 made it difficult to carry out some clinical trials due to restrictions on visits to medical 

institutions and the pandemic also led to revisions of development plans by pharmaceutical companies, such as decreasing 

the number of development projects.  

 

 ̧ According to the companyôs plan for the fiscal year March 2022, the company is estimated to increase sales by 4.1% and 

operating income by 50.6% year on year. Pharmaceutical companies, mainly in Japan and Asia, have resumed R&D 

investment, which had been temporarily frozen in anticipation of COVID-19 subsiding. In addition to receiving orders for 

global tests in Japan, the U.S., and Europe recently, inquiries for new projects are increasing. Under these circumstances 

and based on the epidemic and vaccination status of COVID-19 in each region, it is assumed that the earnings will be back 

to normal in the second quarter in the U.S., the third quarter in Europe, and the fourth quarter in Japan and Asia. The 

dividend is expected to be unchanged from the previous year, with a common dividend of 14 yen per share. 

 

 ̧ For the first time in 18 years, a new drug for Alzheimerôs disease (AD) has been approved by the FDA in the U.S. This is 

the worldôs first disease-modifying therapy drug. The company has been entrusted with multiple clinical trials for 

Alzheimerôs disease (AD) drugs and has already accumulated know-how in this field. In the area of Alzheimerôs disease 

(AD), which is expected to expand in the future, it will be interesting to see if it will be possible for the company to undertake 

large-scale clinical trial projects. 
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1Company Overview 

Linical Co., Ltd. provides contract research organization (CRO) services that support the drug development processes of pharmaceutical 

companies on an outsourced consignment basis, and sales and marketing functions for pharmaceutical products and post market launch 

clinical research and surveys on a consigned basis in the Contract Medical Affairs Business (CMA).  

Pharmaceutical products are subject to approval of the Ministry of Health and Welfare prior to their sales, and efficacy and safety of 

pharmaceutical products must be confirmed through clinical trials prior to their approval. Companies providing clinical trial support 

services are known as contract research organization (CRO) service providers. In addition, there is a need to conduct surveys and clinical 

research after pharmaceutical products have been launched into the market and contract medical affairs is a service provided to support 

these efforts. 

 

Linical has conducted various efforts to eradicate cancer, central nervous system and other diseases globally since its founding, and it 

has deployed its CRO Business in disease realms where there is strong demand for new drug development. These are highly difficult 

disease realms, and Linical is able to support high level clinical trials in these realms by the companyôs knowledgeable and experienced 

experts. In addition, Linical focuses its efforts up the new drug development support and Contract Medical Affairs Business, approval 

application support and post approval marketing and clinical research, and post market survey support services, which exceed the 

traditional definition of outsourcing and is now considered to be part of a wider range of consulting services provided to customers as a 

"true clinical development partner". Furthermore, amidst the advance of globalization and large-scale pharmaceutical product 

development, the Linical Group can provide "one stop shopping" type comprehensive services for large scale global products. 

Consequently, Linical is able to play the role of a strategic business partner by providing total support to help raise the competitive 

advantage of customers in the market and to help pharmaceutical companies develop new future business opportunities. 

Furthermore, Linical has a contract-based business style and is establishing a highly profitable structure. It is focusing on specific 

businesses (i.e., monitoring, quality control, and consulting, which are the main activities of clinical trials), specific clinical trials (i.e., 

Phase II and Phase III) and specific customers (i.e., major pharmaceutical companies with abundant medical product development 

information). 

 

Corporate History 

Linical Co., Ltd. was established in June 2005 by nine members who worked at Fujisawa Pharmaceutical Co., Ltd. (Currently known 

as Astellas Pharma Inc.) on the development of immunosuppressant drugs. Established with the objective of becoming the ideal drug 

development outsourcing (CRO) company from Osaka, Linical focused its efforts upon the realms of central nervous system diseases 

(CNS) and oncology since its founding, and received one of its first orders from Otsuka Pharmaceutical Company shortly after its 

establishment. Thereafter, the Company fortified its staffing as part of its efforts to strengthen its order taking capabilities. In addition, 

Linical is benefitting from the bountiful experiences of its employees in the realm of oncology pharmaceutical product development and 

experiences having worked at foreign pharmaceutical companies. Consequently, Linical is successfully expanding orders in the near 

term. 

With its advance into the site management organization (SMO, clinical trial facility support organization) business, Aurora Ltd. was 

turned into a subsidiary in January 2006. However, all shares held in Aurora were later sold in May 2007 in order to focus management 

resources upon the CRO Business. In July 2008, Linical USA, Inc. was established in California, United States to provide support to 

Japanese pharmaceutical companies seeking to enter the United States market. Also, in October of the same year, Linical listed its shares 

on the Mothers Market of the Tokyo Stock Exchange, and subsequently moved its listing to the First Section of the Tokyo Stock 

Exchange in March 2013. In May 2013, Linical Taiwan Co., Ltd. and Linical Korea Co., Ltd. were established in Taiwan and Korea 

respectively. In April 2014, Linical teamed up with its Linical Korea to acquire the Korean CRO company P-pro. Korea Co., Ltd. In 

October 29, 2014, all of the shares of Nuvisan CDD Holding GmbH, which conducts CRO Business in Europe, were acquired and it 

was converted to a 100% owned subsidiary effective on November 30, 2014. In order to strengthen the collaboration within the Group, 

the company name of Nuvisan CDD was changed to Linical Europe GmbH on December 1, 2014. In addition, Linical U.K. Ltd. was 

established in March 2016, and a local subsidiary called Linical Poland SP. Z.O.O. was also established in October of the same year. 

Moreover, LINICAL Czech Republic s.r.o was established in September 2017. In addition, Accelovance, Inc. was acquired in April 

2018 and its company name was changed to Linical Accelovance America, Inc. This acquisition has contributed to a strengthening of 

Linical's consignment structure for global jointly conducted clinical trials. In addition, Linical Hungary Kft. was established in March 

2019, and Linical China Co., Ltd. was established in May 2019. Furthermore, the company further strengthened their system for 
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undertaking global joint clinical trials, through the enhancement of their business in the European region by integrating the European 

subsidiary of Linical Accelovance America, Inc. (LAA) into LINICAL Europe GmbH in December 2019, and the establishment of a 

Shanghai branch in February 2020. 

In April 2020, Linical Benelux BV and Linical Accelovance Europe BV were merged to form Linical Netherlands BV, and Linical 

China Co., Ltd. and Linical Accelovance China Ltd. are scheduled to be integrated in 2021. 
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Business Description 

Linical mainly conducts contract research organization (CRO) business, post market launches clinical trial and clinical research and 

marketing support activities in the Contract Medical Affairs Business, and new drug development support business. 

As a true partner, the company contributes to the maximization of the value of the medical drugs by helping the procedure from the non-

clinical tests to clinical development and after-release surveys and clinical trial, and making it possible to shorten the time needed to start 

selling the drugs and prolong the life-cycle of the products. On top of that, the company supports not only pharmaceutical companies 

but also the bio-ventures in various ways including exit strategies. 

 

 

(Source: Linical) 

 

CRO Business (Contract Research Organization) 

The mainstay CRO Business is characterized by business-specific CROs. In the main CRO Business, Linical seeks to provide highly 

effective clinical trial support to allow the quick introduction of new drugs into the market by maintaining staff with high levels of 

technological knowledge and bountiful experiences. The company has opened facilities in Asia (Korea, Taiwan, Singapore, China), 

Europe and the United States to be able to respond to growing demand for global studies. Linical provides "one stop shopping" services 

ranging from pharmaceutical affairs to planning, implementation plan creation, monitoring, data management, statistical analysis, and 

pharmacovigilance. With regards to jointly conducted global jointly conducted clinical trials, Linical headquarters operates a function 

where personnel with in depth knowledge about various countries pharmaceutical product development work. These personnel are able 

to provide information necessary to establish a development environment that can enable jointly conducted global jointly conducted 

clinical trials to be conducted in Japanese.  Among the new drug development projects spanning from 10 to 20 years, Linical is 

specialized in the processes of ñPhase IIò and ñPhase IIIò that require 3 to 7 years targeting patients who are particularly important in 

clinical trials, and it provides ñmonitoringò services that are the core of the clinical trials in the contract-based business style in 

conjunction with ñquality controlò and ñconsulting.ò It collects highly reliable data and supports the rapid and reliable development of 

new drugs. Furthermore, it focuses on major pharmaceutical companies with abundant drug development information and is specialized 

in the oncology and CSN disease realms with a strong demand for development from markets as well as the other challenging realms 

to respond to its customersô needs (i.e., pharmaceutical companies). 

In addition, the company offers high-quality services in the fields of schedule management, standard procedure documents for clinical 

trials, compliance with GCP, the reliability of data and case reports, etc. 

* Global jointly conducted clinical trials 
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ñGlobal jointly conducted clinical trialsò refers to conducting clinical trials simultaneously in multiple countries or regions in order to develop new drugs on a 

global scale and aim for early launch. 

*GCP (Good Clinical Practice) 

ñGCPò is the international rule the companies are supposed to obey when they conduct the clinical trial. It is enacted by Ministry of Health, Labor and Welfare 

as a ministerial ordinance so that they can conduct it properly in Japan. 

 

(Source: Linical) 

 

Contract Medical Affairs Business 

The Clinical Trials Act is enacted, and the environment surrounding clinical research is changing drastically. Under this circumstance, 

to obtain information in a timely manner and be the best partner for the medical affairs department of pharmaceutical companies, Linical 

provides full-service support including data management and statistical analysis with a focus on monitoring and research administration 

works of clinical trials. It covers clinical trials that are compliant with J-GCP, ethical guidelines, the Clinical Trails Act and/or ICH-GCP, 

providing services for all regulations. Furthermore, it offers services in the realms of primary and CNS from the beginning of the 

companyôs establishment. It has also strengthened the oncology realm, and more than half of the monitors are experienced in that realm. 

It has a policy to respond to the latest regulations and contribute to the creation of evidence in the challenging areas based on the know-

how cultivated in the past development works. 

 

Innovative Drug Development Business 

Following the existing CRO Business and Contract Medical Affairs Business, Linical is cultivating the third business called Innovative 

Drug Development Business. This business is mainly operated by employees who are involved with licensing, business development, 

clinical trials development, development pharmacy, and marketing at major domestic pharmaceutical companies and have abundant 

results and experiences in determining developed products, introduction and derivation negotiation, and clinical development. In the 

Innovative Drug Development Business, 3 types of consulting services: a) market analysis of developed products, b) support for PMDA 

consultations, and c) licensing support, are provided. With these experiences as a weapon, Linical is currently supporting operations of 

domestic and overseas pharmaceutical companies and biotechnology companies from the early stages of development. It plans to 

strengthen the system to provide total support globally in cooperation with its international bases. 
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Five Strengths 

(1) Comprehensive "One Stop" Services on a Global Scale 

Linical is Japanese global CRO services provider with the ability to provide services in the three regions of Asia, Europe, and the 

United States. In addition, The company is able to provide the service in about 20 countries, or about 30 if included countries where 

the company can provide services through partners. Moreover, Linical boasts of highly skilled professionals with bountiful experience 

in a wide spectrum of comprehensive services ranging from planning, monitoring, data management, statistical analysis, medical 

writing, pharmaceutical affairs, pharmacology vigilance, and other various services who can respond to customers' needs, including 

the need for not only local but also multi-national clinical trials. Therefore, Linical is trial a comprehensive "one stop" service provider 

operating on a global scale. 

 

LINICAL Global Base Three Main Operating Regions of ñJapan and Asia, United States, Europe 

 
 

(Source: Linical) 

 

 

https://www.bridge-salon.jp/


Bridge Report (2183) July 1, 2021                                                      https://www.bridge-salon.jp/ 

 
 

 8 

 

Despite the impact of the spread of COVID-19, all areas have maintained a high level of order backlog due to the improvement of the 

system in the three main operating regions, Japan and Asia + the U.S. + Europe. In addition, although the order backlog as of May 14, 

2021 was less than the order backlog at the end of the fiscal year March 2021, the actual order backlog when adding the large-scale 

projects in Japan and Asia, Europe, and the U.S., which the company is in the process of concluding their contracts, would be over 20 

billion yen.  

 

(2) Innovative Drug Discovery Support to Clinical Development and Research 

As a corporate social responsibility (CSR), the company wants to contribute to society by playing a role in developing pharmaceutical 

products. Linical also enables clients to promote efficient new drug development, extend life cycle management, shorten the time 

required to market launch (TTM), and maximize sales at an early stage (TTP). In Japan, the company supports the creation of medicines 

in the Innovative Drug Development Business, conducts clinical development in the Contract Research Organization (CRO) business, 

and supports clinical tests and research after production or release in the Clinical Research Support Business. 

 

 

(Source: Linical) 

 

(3) Focus Upon Oncology, Central Nervous System, Immune System 

Pharmaceutical product development is currently focused upon the three realms of oncology, central nervous system and immune system. 

Founding members of Linical boast of bountiful experience in the realm of immune system and have provided services in the highly 

difficult realm of immune system since the Company's founding. Thereafter, Linical has expanded its realms of expertise to include 

central nervous system in 2006, and oncology in 2010. Currently, Linical's business is based upon the regions of unmet medical needs 

in these three main business realms of oncology, central nervous system and immune system. In addition, its overseas subsidiaries are 

also boast of a strong track record in oncology, central nervous system, and immune system related services, which are realms where 

unmet medical needs are high. Furthermore, in addition to the dermatology and ophthalmology fields, which are expected to grow in 

the future, the company is preparing to make the regenerative medical field, which has a high degree of difficulty, as a major pillar of its 

future services. 
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(Source: Linical) 

 

Despite the impact of COVID-19, the company has been steadily completing orders and acquiring new ones, and the order backlog 

remains at a high level, mainly in the CNS area (central nervous system) and oncology fields. 

 

Contract test Track RecordAs of June 1, 2021 

 

(Source: Linical) 

https://www.bridge-salon.jp/


Bridge Report (2183) July 1, 2021                                                      https://www.bridge-salon.jp/ 

 
 

 10 

 

 

(Source: Linical) 

 

(4) Global Collaboration 

Linical is Japan's CRO services company that can provide clients with services on a global basis. Because of its ability to provide 

exceptionally high-quality services (Japan Quality), it has established its global business development center in Japan and maintains 

multilingual staff with the ability to communicate in Japanese, English and other languages including Korean, Chinese, German and 

others at its Osaka headquarters and Tokyo branch office. Overseas staff also understand Linical's advantage of having high quality 

services originating in Japan and provide these "Japan Quality" services throughout the Linical business globally. 

The company offers proposals according to needs from clients, including a case in which a project manager and leaders from Japan, 

Taiwan, and South Korea are deployed in Japan and a case in which leaders are deployed at the footholds of respective countries for 

realizing a testing system in Asia, including Japan, Taiwan, and South Korea. In addition, the company has carried out many 

collaborative trials among enterprises in Japan, the U.S., EU, and other Asian countries, so it can give proposals on a global scale 

according to the development strategy of each client. 

 

(5) High Quality Services 

In order to provide high quality services that Linical is widely recognized for, the Company implements training of its staff in both 

aspects of quantity and quality of work. As a result, the Company has been able to maintain high passage rates of the GCP Support 

Certification Examinations administered by the Japan Society of Clinical Trials and Research (JSCTR) since the first examination and 

has been awarded with recognition awards for its high quality and passage rates, which in turn have contributed to promotion of clinical 

trials. In addition, Linical boasts of bountiful experience in GCP compatibility surveys and FDA inspection. In both instances, the 

Company has received high regard for its services from clients. Moreover, overseas subsidiaries have also received high regard for its 

bountiful experiences in dealings with the FDA, KFDA, ANVISA and other organizations. The company strongly believes that its 

greatest mission is to provide customers with the best service by combining high quality and speed. 
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2Management Strategy 

[First Goal] 

(1) To establish bases in Japan and Asia, Europe, and the U.S., and build a system with 1000 employees 

(2) To become profitable in all the main business regions 

(3) To advance into about 20 countries around the world 

 

 
(Source: Linical) 

 

 

[Second Goal] 

(1) To build a system with more than 1500 employees where there will be 500 in Japan, 400 in Asia, 400 in Europe, and 400 in the U.S. 

(2) To maintain and improve profitability while making growth investments (including M&A) in all main business regions 

(3) To advance into about 60 countries around the world 
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(Source: Linical) 

 

(1) Strategy in Japan 

[CRO Business] 

 Initial stage Present 

Clients 

Major domestic pharmaceutical companies Major domestic pharmaceutical companies 

Major overseas pharmaceutical companies 

Domestic and foreign bio-ventures 

 

Disease areas 

Oncology area 

CNS area 

Immunology area 

Oncology area 

CNS area 

Immunology area 

Ophthalmology 

Dermatology area 

Regenerative medicine 

 

Services 

Monitoring  Monitoring  

Project management 

Quality control and auditing 

Data management 

Medical writing 

Pharmacovigilance 

and others 

 (From the reference material for the companyôs financial results briefing) 

 

Initially, the companyôs clients were mainly major domestic pharmaceutical companies. However, by providing full services, the 

company aims to increase its market share among major overseas pharmaceutical companies and domestic and overseas bio-ventures. 

In addition to the oncology, CNS, and immunology areas, the company will make a full-scale entry into the areas of regenerative 

medicine, dermatology, and ophthalmology. 
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[Contract Medical Affairs Business] 

The clinical research law has been enforced, and as a result, the environment surrounding clinical research is changing drastically. Thus, 

the company provides full-service support, including data management and statistical analysis centering on clinical research monitoring 

and administrative research operations to catch up on information promptly and become the best partner for the medical affairs 

departments of pharmaceutical companies. In addition to J-GCP, the company supports ICH-GCP-compliant clinical trials and ethical 

guidelines, and clinical research methods. Therefore, it can provide services under all regulations. Moreover, the company has provided 

services in the primary area and the central nervous system area from the beginning. Now, it is enhancing the oncology area, and more 

than half of the monitors are experienced in the oncology area. Based on the know-how cultivated in pharmaceutical development, the 

company will continue to fulfill the latest regulations and contribute to creating evidence in difficult areas. 

 

Earnings Trend of Contract Medical Affairs Business 

 

 FY 3/12 FY 3/13 FY 3/14 FY 3/15 FY 3/16 FY 3/17 FY 3/18 FY 3/19 FY 3/20 FY 3/21 

Sales 138,400 169,226 288,205 364,918 553,399 806,764 908,810 954,438 1,032,353 949,335 

Operating 

Income 
-21,016 19,504 68,010 111,006 208,284 293,028 277,848 263,702 368,393 247,600 

* Unit: thousand yen 

(Note) From the first quarter of FY 3/16, the name of the previous segment was changed from ñCSO businessò to ñContract Medical Affairs Businessò. 

 

[Innovative Drug Development Business] 

The company operates the third business, that is, the Innovative Drug Development Business, following the existing CRO Business and 

the Contract Medical Affairs Business. This business is mainly operated by employees who are involved with licensing, business 

development, clinical trials development, development pharmacy, and marketing at major domestic pharmaceutical companies and have 

abundant results and experiences in determining developed products, introduction and derivation negotiation, and clinical development. 

In the Innovative Drug Development Business, 3 types of consulting services: a) market analysis of developed products, b) support for 

PMDA consultations, and c) licensing support, are provided.  

With these experiences as a weapon, Linical is currently supporting operations of domestic and overseas pharmaceutical companies and 

biotechnology companies from the early stages of development. It plans to strengthen the system to provide total support globally in 

cooperation with its international bases. 

 

Innovative Drug Development Business -3 types of consulting- 

Market 

analysis/investigation 

 Epidemiological survey of target diseases 

 Market value and trend forecast 

 Current treatment algorithm and guideline survey 

 Approved drugs and development pipeline survey 

 Target product performance (TPP) planning 

 Official drug price and peak sales forecast, profitability evaluation 

Pharmaceutical affairs/ 

Development strategies,  

PMDA consultation 

(MW) 

 Development/pharmaceutical affairs strategy planning and proposal 

 Preparation of materials for PMDA consultation, application, attending meetings, and responding to 

inquiries 

 Preparation of drug study summary, protocols, consent documents, etc. 

 Clinical trial notification and responding to inquiries 

 Domestic administrator services for clinical trials 

 Registration application for orphan drugs 

 Common Technical Document (CTD) publish 

Strategic alliance/ 

license 

 Investigation and analysis of potential partner companies/licensees 

 Interview with potential partner companies/licensees, explanation of products/technologies 

 Participation in a conference for partnering 
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Contract in Innovative Drug Development Business ï (from January 2019 to April 2021)- 

 

Contract 

year 

 

 

Product/Skill 

 

 

The 

nationality of 

contract 

company 

 

Disease  

The 

development 

level in the 

most leading 

country 

Service contents 

Market 

analysis 

Pharmaceutical/ 

Development 

Strategy, etc. 

strategic 

cooperation/ 

license 

2019 Low-

molecular 

compounds  

Country A Skin diseases Application 

being 

prepared 

 

ǒ 

 

Nucleic acids Country A Inflammation/infection/Eye 

diseases 

Non-clinical 

 

ǒ 

 

Low-

molecular 

compounds  

Country A Nerve pain Phase I 

 

ǒ 

 

Monoclonal 

antibodies 

Country A inflammatory disease Application 

being 

prepared 

 

ǒ 
 

Low-

molecular 

compounds  

Country B Gastrointestinal diseases Phase II/III  
ǒ(ICCC) 

 

Low-

molecular 

compounds  

Country C Neurodegenerative diseases Phase I/II 
ǒ ǒ 

 

2020 Low-

molecular 

compounds  

Country D neurology Phase I 
ǒ ǒ 

 

Regenerative 

medicine 

products, etc. 

Country E Eye diseases Application 

being 

prepared 

ǒ ǒ(CTD) 
 

Regenerative 

medicine 

products, etc. 

Country A Heart diseases Phase I/II 
 

ǒ 

 

Monoclonal 

antibodies 

Country A Malignant tumors Phase I/II 
 

ǒ 
 

2021 Low-

molecular 

compounds 

Country F Eye diseases Non-clinical 
ǒ 

 
 

ǒService being offered  ǒService provision ended 

ICCC: In-Country Clinical Caretaker (Administrator of domestic clinical trials) 

CTD: Common Technical Document (International standardized documents for pharmaceutical approval applications) 

(Source: Linical) 

 

(2) Strategy in Asia 

The company will achieve an operating income margin of 15% by expanding the sales of 920 million yen in the fiscal year March 

2021 to 1.5 billion yen at an early stage. In addition, the company will increase the number of employees from the current 109 to 200 

at an early stage, and in the long term, the company will establish a system with 400 employees on its own. As a concrete strategy, the 

 Due Diligence support 

 Contract negotiation support 
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company proposes the inclusion of the Asia region in global jointly conducted clinical trials by pharmaceutical companies in Japan, 

Europe, and the U.S. Furthermore, the company will work to meet the development demand in Japan, Europe, and the U.S. through 

biotech companies in Asia. Moreover, it will promote the cultivation of the Chinese market. 

(3) Strategy in Europe 

The company will achieve an operating income margin of 15% by expanding sales from 19 million euros in the fiscal year March 

2021 to 30 million euros at an early stage. In addition, it will increase the number of employees from the current 191 to 300 at an early 

stage. In the long term, it will establish a system with 400 employees by relying on the companyôs capabilities and implementing 

M&A. As a concrete strategy, in addition to cancer and immunology diseases, the company will enhance the CNS area. The company 

will also expand transactions with Sanofi, Bayer, and Roche, as well as cultivate and expand transactions with promising biotech 

companies. Furthermore, the company aims to expand both CRO service and FSP model service. 

 

(4) Strategy in the U.S. 

The company will achieve an operating income margin of 15% by expanding sales from 20.1 million US dollars in the fiscal year 

March 2021 to 30 million US dollars at an early stage. In addition, it will increase the number of employees from the current 98 to 150 

at an early stage, and in the long term, it will establish a system with 400 employees through M&A. As a concrete strategy, the 

company will expand its business areas from cancer and vaccines to CNS and immunology as well. In addition, it will focus on 

developing transactions with biotech companies that will become the next Gilead in order to achieve growth through working closely 

with customers. Currently, the company has established good relationships with two promising biotech companies and plans to foster 

relationships with about ten companies in the future. It will also consider expanding to Canada and Latin American regions such as 

Mexico. 

 

 

3Fiscal Year ended March 2021 Earnings Results 

(1) Consolidated results 

 FY 3/ 20 Ratio to sales FY 3/ 21 Ratio to sales YoY 

Sales 10,935 100.0% 10,279 100.0% -6.0% 

Gross profit  3,530 32.3% 2,767 26.9% -21.6% 

SG&A  2,525 23.1% 2,314 22.5% -8.4% 

Operating Income 1,005 9.2% 453 4.4% -54.9% 

Ordinary Income 918 8.4% 588 5.7% -35.9% 

Parent Net Income 482 4.4% 539 5.3% +11.8% 

*Unit: million yen 

*The figures include figures calculated by Investment Bridge Co., Ltd., and may differ from actual figures. (Abbreviated hereafter) 

 

Sales and operating income decreased 6.0% and 54.9% year on year, respectively 

Sales decreased 6.0% year on year to 10,279 million yen, and operating income declined 54.9% to 453 million yen. 

The company operates business in 18 countries in Japan, Asia, the U.S., and Europe (including Italy, Canada, and South Africa). The 

results for the fiscal year March 2021 varied among regions due to differences in the status of and response to COVID-19. In the U.S., 

as for clinical trial operations, systems were established to enable remote clinical trials, and the U.S. subsidiary responded promptly to 

them. As a result, the company steadily completed the orders received, which have been increasing due to the improvements of the sales 

system that started in the previous term. Both this and the effect of improving the efficiency of the organization and business system led 

to the company being stably profitable since August 2020. As a result, for the full year, the company made up for the delay in business 

performance due to the impact of COVID-19 in the first half and achieved a large surplus in operating income after deducting goodwill 

amortization. In Europe, the company was affected significantly by the spread of COVID-19 due to the multiple lockdowns in Germany, 

France, Spain, etc., which are the companyôs major base countries, and restrictions on visits to medical institutions. Therefore, the 

company was not able to achieve progress in the orders received or fulfill them. Nonetheless, there were signs of recovery in business 

results in the fourth quarter, and it finally secured an operating profit. In Japan and Asia, due to the impact of COVID-19 and 

pharmaceutical companiesô revision to their development plans, such as decreasing the number of development projects, the company 

could not make progress with securing orders that would have contributed to sales in the fiscal year March 2021. On the other hand, 
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currently, inquiries for new projects are increasing as R&D investment at pharmaceutical companies that had been temporarily frozen 

is resuming in anticipation of COVID-19 subsiding. The improvement in the acquisition of new orders will contribute to future sales 

growth.  

Gross profit margin was 26.9%, down 5.4 points from the previous term. However, SG&A declined 8.4% year on year due to a decrease 

in commissions paid and amortization of goodwill. Thus, the ratio of SG&A to sales was 22.5%, down 0.6 points year on year. Ordinary 

income declined 35.9% year on year to 588 million yen, which was lower than the rate of decrease in operating income. This was 

attributable to the foreign exchange loss of 48 million yen in the previous term turning into a foreign exchange gain of 14 million yen in 

the current term and the recording of 126 million yen as subsidy income. Moreover, despite expenses such as arbitration on projects 

entrusted by the U.S. subsidiary prior to its acquisition and attorneysô fees related to negotiations with the seller of Accelovance, Inc., as 

well as payment of settlement money to customers, parent net income increased by 11.8% from the previous term. This was because of 

recording corporate tax adjustment of 200 million yen due to the recording of deferred tax assets as a result of the tax refund of 285 

million yen at the U.S. subsidiary and the prospect of future taxable income due to improved business performance.  

 

Sales and profit by segment 
 FY 3/ 20 Ratio to sales FY 3/ 21 Ratio to sales YoY 

CRO Business 9,902 90.6% 9,329 90.8% -5.8% 

Contract Medical Affairs business 1,032 9.4% 949 9.2% -8.0% 

Consolidated sales 10,935 100.0% 10,279 100.0% -6.0% 

CRO Business 2,247 85.9% 1,765 87.7% -21.4% 

Contract Medical Affairs business 368 14.1% 247 12.3% -32.8% 

Adjustment amount -1,610 - -1,559 - - 

Consolidated operating income 1,005 - 453 - -54.9% 

*Unit: million yen 

 

In the CRO Business, both sales and profit declined because the worldwide spread of the novel coronavirus resulted in restrictions on 

visits to medical institutions, making it difficult to carry out some clinical trial operations and leading to a delay in the start of clinical 

trials for new projects, which resulted in a decrease in sales and profit. Sales dropped 5.8% year on year. Segment profit, too, went down 

21.4% year on year due to decreased sales. The segment profit margin was 18.9%, down 3.8 points year on year. 

 

Like the CRO Business, the Contract Medical Affairs Business was affected by the spread of COVID-19, resulting in a decline in sales 

and profit. Sales decreased 8.0% from the previous term. In addition, segment profit decreased 32.8% year on year due to a decline in 

sales. Profit margin was 26.1%, down 9.6 points year on year. 

 

Non-consolidated performance trends in each country 

Japan 

 

(Source: Linical) 
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In the fiscal year March 2020 and the fiscal year March 2021, sales and profits declined year on year. This resulted from orders not 

being fulfilled because of restrictions on visits to medical institutions and the effects of revisions to the development plans of 

pharmaceutical companies, such as decreasing the number of development projects due to the spread of COVID-19.  

 

Asia 

 
(Source: Linical) 

 

The above graph includes the Chinese business of the American company, Accelovance (currently Linical Accelovance America 

(LAA)), which was acquired in April 2018 in the fiscal year March 2019. In the fiscal year March 2021, profits declined year on year 

due to the impact of COVID-19, as it halted the progress and fulfillment of orders received because of restrictions on visits to medical 

institutions. The operating income from the fiscal year March 2017 to the fiscal year in March 2019 is the amount before deducting the 

amortization of goodwill borne by the Korean business. The goodwill generated by the acquisition of the Korean subsidiary was 

amortized in the fiscal year March 2019. 

 

Europe 

 
(Source: Linical) 

The above graph includes the European business of the American company, Accelovance (currently Linical Accelovance America 

(LAA)), which was acquired in April 2018 in the fiscal year March 2019. In the fiscal year March 2021, as a result of lockdowns 
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