
Overview of overall operating results
During the fiscal year ended March 31, 2022, in the 
pharmaceutical sector, multiple factors have made it more 
difficult to foresee the future course of business, including 
the spread of preventive/compound solutions and the 
arrival of new entrants from outside the sector, on top of 
the push to curb prices of brand-name drugs and promote 
the use of generics in their stead, the greater difficulty in 
developing new drugs, and rising R&D expenses.

Against this backdrop, in May 2021 the Group revised 
its business goals laid out in the Mid-term Business Plan 
2022, its five-year plan that commenced in FY2018, given 
the changes that had since occurred to the business 
environment. We have thus pursued business activities 
under the renewed goals. Despite the impact of the novel 
coronavirus infection on various aspects of our business 
activities throughout the fiscal year under review, we have 
managed to ensure the continuity of our business by 
taking the utmost precaution to prevent employees from 
being infected, with our top priority being the fulfillment 
of our duty to ensure a stable supply of pharmaceutical 
products. In the meantime, we have continued to focus 
on enhancing productivity by, for example, facilitating 
work-from-home initiatives for employees.

In Japan, the Group has continued its commitment to 
maximizing product value in our focus areas of Psychiatry 
& Neurology and Diabetes. With regards to the former, we 
have worked to increase market penetration of LATUDA® 
(atypical antipsychotic), which was launched in the 
previous fiscal year. In the latter area, we focused on the 
provision of medical information in a bid to achieve early 
market penetration of TWYMEEG® (therapeutic agent for 
type 2 diabetes), which was launched in the fiscal year 
under review, while at the same time seeking to bolster 
sales of Trulicity®, Equa®, and EquMet® (therapeutic agents 
for type 2 diabetes).

In North America, Sunovion Pharmaceuticals Inc. 
(hereinafter, "Sunovion") continued its drive to further 
expand sales of global strategic product LATUDA® and 
pushed ahead with development of the novel candidate 
compounds in the Psychiatry & Neurology area pursuant to 
the license agreement for joint development and 
commercialization concluded in September 2021 among 
the three parties including Otsuka Pharmaceutical Co., Ltd. 
(hereinafter, "Otsuka") and Sumitomo Pharma Co., Ltd.

In the U.S., Myovant, a subsidiary of Sumitovant 
Biopharma Ltd. (hereinafter, "Sumitovant"), focused on 
the achievement of early market penetration of 
ORGOVYX®, a therapeutic agent for advanced prostate 
cancer launched in the previous fiscal year, and 
MYFEMBREE®, a therapeutic agent for uterine fibroids 
launched in the fiscal year under review, through 
co-promotion with Pfizer Inc. (hereinafter, "Pfizer"). 

Meanwhile, Urovant Sciences Ltd. (hereinafter, 
"Urovant"), another subsidiary of Sumitovant, 
commenced marketing in the U.S. of GEMTESA®, a 
therapeutic agent for overactive bladder, in the fiscal year 
under review.

In China, Sumitomo Pharma (Suzhou) Co., Ltd. staged 
promotions designed to expand sales of LATUDA® and 
other products, in addition to MEROPEN® (carbapenem 
antibiotic), which has recovered from its 
pandemic-induced sluggish performance in the previous 
fiscal year.

Operating results
Revenue increased by 8.5% year-on-year to 560.0 
billion yen.
Revenue increased overall, driven by the North America 
segment, which benefitted from the posting of the 
lump-sum upfront payment for the collaboration and 
license agreement for the joint development and 
commercialization with Otsuka in the Psychiatry & 
Neurology area and the contributions of new products 
from Myovant and Urovant. The growth in the China 
segment contributed to the increase as well.

Core operating profit decreased by 15.9% 
year-on-year to 58.5 billion yen.
Gross profit rose on higher revenues but core operating 
profit decreased due to Myovant and Urovant launching 
full-scale sales activities, as well as to a significant increase 
in selling, general and administrative expense owing to 
factors including increased depreciation expenses for 
intangible assets.

Operating profit decreased by 15.4% year-on-year to 
60.2 billion yen.
Operating profit decrease year-on-year, despite a cost 
reversal from a decline in the fair value of contingent 
consideration.

Profit before taxes increased by 6.6% year-on-year 
to 83.0 billion yen.
Profit before taxes increased as financial 
income/expenses—a balance of financial income after the 
deduction of financial expenses—turned significantly 
increased due to the recording of forex gains resulting 
from the yen's depreciation on the year-end.

Net profit increased by 10.2% year-on-year to 40.6 
billion yen.
Net profit increased, too, as profit before taxes increased.

Net profit attributable to owners of the parent 
increased by 0.3% year-on-year to 56.4 billion yen.
Net profit attributable to owners of the parent—the 
amount of net profit less the amount of losses attributable 

to non-controlling interests—edged higher from the 
previous fiscal year.

The ratio of the net profit attributable to owners of the 
parent to revenue was 10.1%.

Financial Condition
Summary of assets, liabilities, and equity
-Assets
Non-current assets decreased by 39.8 billion yen from the 
previous fiscal year-end, primarily owing to a decrease in 
other financial assets that mainly resulted from 
fluctuations in the valuation of securities.

Current assets increased by 39.7 billion yen from the 
previous fiscal year-end, primarily owing to increases in 
trade and other receivables and cash and cash equivalents.

As a result, total assets amounted to 1,308.0 billion yen, 
which is almost flat from the previous fiscal year-end.

-Liabilities
Liabilities decreased by 25.5 billion yen from the previous 
fiscal year-end to 634.4 billion yen as a result of declines 
in trade and other payables and income taxes payable, 
despite an increase in provisions. Bonds and borrowings 
totaled 269.0 billion yen, down by 4.8 billion yen from the 
previous fiscal year-end.

-Equity
Equity attributable to owners of the parent increased by 
27.3 billion yen from the previous fiscal year-end to 607.9 
billion yen as retained earnings and other components of 
equity increased. Non-controlling interests decreased by 
1.9 billion yen from the previous fiscal year-end.

As a result, total equity increased by 25.4 billion yen 
from the previous fiscal year-end to 673.6 billion yen.

The ratio of equity attributable to owners of the parent 
to total assets as of the end of the fiscal year under review 
was 46.5%.

Status of cash flows
-Net cash provided by (used in) operating activities
Cash flows provided by operating activities amounted to 
31.2 billion yen, a decrease of 104.4 billion yen 
year-on-year, primarily owing to declines in trade and 
other payables and other financial liabilities, as well as a 
decrease in unearned revenue, despite an increase in 
profit before taxes.

-Net cash provided by (used in) investing activities
Cash flows used in investing activities amounted to 18.3 
billion yen, as payments for purchase of investments and 
purchase of property, plant and equipment surpassed 
proceeds from sales of investment securities. This 
represents a decrease in proceeds of 27.2 billion yen from 
the previous fiscal year, as the Company recorded an 
increase in cash as a result of the sale of its former Ibaraki 

Plant in the previous fiscal year.

-Net cash provided by (used in) financing activities
Cash flows used in financial activities amounted to 21.4 
billion yen. This represents a decrease in payments of 35.8 
billion yen from the previous fiscal year, owing to 
repayment of the short-term borrowings as a result of 
refinancing loans with long-term borrowings and 
financing by issuing bonds and a decrease in payments for 
acquisition of interests in a subsidiary from non-controlling 
interests in the fiscal year under review.

-Cash and cash equivalents
As a result of the above, the balance of cash and cash 
equivalents as of March 31, 2022 was 203.0 billion yen, 
which represents an increase of 9.3 billion yen from the 
previous fiscal year-end.

Allocation of the Company’s profits
The allocation of the Company's profits in a customarily 
appropriate manner to its shareholders is one of the 
Company's fundamental management policies.

The Company’s basic policy is to make dividend 
payments from retained earnings twice each year, which 
includes an interim dividend determined by the Company’s 
Board of Directors and a year-end dividend determined by 
the general meeting of shareholders. 

The Company believes it important to distribute 
surpluses in an appropriate manner reflecting any 
improvement in its performance. Accordingly, a 
performance-linked dividend hike will be considered in 
addition to consistent dividend payments. In its 
continuous effort to further increase its corporate value, 
the Company remains committed to establishing a solid 
management base and a strong financial position, while 
making proactive investments for sustainable business 
growth. In the Mid-term Business Plan covering the period 
from fiscal 2018 through 2022, the Company aims for a 
five- year average dividend payout ratio of 20% or higher.

During the fiscal year under review, the Company 
reported core operating profit of 58.5 billion yen and net 
profit attributable to owners of the parent of 56.4 billion 
yen.

Given the dividend policy and earnings results of the 
fiscal year under review, the Company paid a year-end 
dividend of 14 yen per share, resulting in an annual 
dividend of 28 yen per share on a full-year basis.

The Company expects a decrease in profit for the fiscal 
year ending March 31, 2023 compared with the fiscal year 
under review. Given the importance of maintaining a 
stable dividend payment, however, the Company plans to 
pay an annual dividend of 28 yen per share, which 
comprises an interim dividend of 14 yen per share and a 
year-end dividend of another 14 yen per share.
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arrival of new entrants from outside the sector, on top of 
the push to curb prices of brand-name drugs and promote 
the use of generics in their stead, the greater difficulty in 
developing new drugs, and rising R&D expenses.

Against this backdrop, in May 2021 the Group revised 
its business goals laid out in the Mid-term Business Plan 
2022, its five-year plan that commenced in FY2018, given 
the changes that had since occurred to the business 
environment. We have thus pursued business activities 
under the renewed goals. Despite the impact of the novel 
coronavirus infection on various aspects of our business 
activities throughout the fiscal year under review, we have 
managed to ensure the continuity of our business by 
taking the utmost precaution to prevent employees from 
being infected, with our top priority being the fulfillment 
of our duty to ensure a stable supply of pharmaceutical 
products. In the meantime, we have continued to focus 
on enhancing productivity by, for example, facilitating 
work-from-home initiatives for employees.
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& Neurology and Diabetes. With regards to the former, we 
have worked to increase market penetration of LATUDA® 
(atypical antipsychotic), which was launched in the 
previous fiscal year. In the latter area, we focused on the 
provision of medical information in a bid to achieve early 
market penetration of TWYMEEG® (therapeutic agent for 
type 2 diabetes), which was launched in the fiscal year 
under review, while at the same time seeking to bolster 
sales of Trulicity®, Equa®, and EquMet® (therapeutic agents 
for type 2 diabetes).

In North America, Sunovion Pharmaceuticals Inc. 
(hereinafter, "Sunovion") continued its drive to further 
expand sales of global strategic product LATUDA® and 
pushed ahead with development of the novel candidate 
compounds in the Psychiatry & Neurology area pursuant to 
the license agreement for joint development and 
commercialization concluded in September 2021 among 
the three parties including Otsuka Pharmaceutical Co., Ltd. 
(hereinafter, "Otsuka") and Sumitomo Pharma Co., Ltd.

In the U.S., Myovant, a subsidiary of Sumitovant 
Biopharma Ltd. (hereinafter, "Sumitovant"), focused on 
the achievement of early market penetration of 
ORGOVYX®, a therapeutic agent for advanced prostate 
cancer launched in the previous fiscal year, and 
MYFEMBREE®, a therapeutic agent for uterine fibroids 
launched in the fiscal year under review, through 
co-promotion with Pfizer Inc. (hereinafter, "Pfizer"). 

Meanwhile, Urovant Sciences Ltd. (hereinafter, 
"Urovant"), another subsidiary of Sumitovant, 
commenced marketing in the U.S. of GEMTESA®, a 
therapeutic agent for overactive bladder, in the fiscal year 
under review.

In China, Sumitomo Pharma (Suzhou) Co., Ltd. staged 
promotions designed to expand sales of LATUDA® and 
other products, in addition to MEROPEN® (carbapenem 
antibiotic), which has recovered from its 
pandemic-induced sluggish performance in the previous 
fiscal year.

Operating results
Revenue increased by 8.5% year-on-year to 560.0 
billion yen.
Revenue increased overall, driven by the North America 
segment, which benefitted from the posting of the 
lump-sum upfront payment for the collaboration and 
license agreement for the joint development and 
commercialization with Otsuka in the Psychiatry & 
Neurology area and the contributions of new products 
from Myovant and Urovant. The growth in the China 
segment contributed to the increase as well.

Core operating profit decreased by 15.9% 
year-on-year to 58.5 billion yen.
Gross profit rose on higher revenues but core operating 
profit decreased due to Myovant and Urovant launching 
full-scale sales activities, as well as to a significant increase 
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factors including increased depreciation expenses for 
intangible assets.

Operating profit decreased by 15.4% year-on-year to 
60.2 billion yen.
Operating profit decrease year-on-year, despite a cost 
reversal from a decline in the fair value of contingent 
consideration.

Profit before taxes increased by 6.6% year-on-year 
to 83.0 billion yen.
Profit before taxes increased as financial 
income/expenses—a balance of financial income after the 
deduction of financial expenses—turned significantly 
increased due to the recording of forex gains resulting 
from the yen's depreciation on the year-end.

Net profit increased by 10.2% year-on-year to 40.6 
billion yen.
Net profit increased, too, as profit before taxes increased.

Net profit attributable to owners of the parent 
increased by 0.3% year-on-year to 56.4 billion yen.
Net profit attributable to owners of the parent—the 
amount of net profit less the amount of losses attributable 

to non-controlling interests—edged higher from the 
previous fiscal year.

The ratio of the net profit attributable to owners of the 
parent to revenue was 10.1%.

Financial Condition
Summary of assets, liabilities, and equity
-Assets
Non-current assets decreased by 39.8 billion yen from the 
previous fiscal year-end, primarily owing to a decrease in 
other financial assets that mainly resulted from 
fluctuations in the valuation of securities.

Current assets increased by 39.7 billion yen from the 
previous fiscal year-end, primarily owing to increases in 
trade and other receivables and cash and cash equivalents.

As a result, total assets amounted to 1,308.0 billion yen, 
which is almost flat from the previous fiscal year-end.

-Liabilities
Liabilities decreased by 25.5 billion yen from the previous 
fiscal year-end to 634.4 billion yen as a result of declines 
in trade and other payables and income taxes payable, 
despite an increase in provisions. Bonds and borrowings 
totaled 269.0 billion yen, down by 4.8 billion yen from the 
previous fiscal year-end.

-Equity
Equity attributable to owners of the parent increased by 
27.3 billion yen from the previous fiscal year-end to 607.9 
billion yen as retained earnings and other components of 
equity increased. Non-controlling interests decreased by 
1.9 billion yen from the previous fiscal year-end.

As a result, total equity increased by 25.4 billion yen 
from the previous fiscal year-end to 673.6 billion yen.

The ratio of equity attributable to owners of the parent 
to total assets as of the end of the fiscal year under review 
was 46.5%.

Status of cash flows
-Net cash provided by (used in) operating activities
Cash flows provided by operating activities amounted to 
31.2 billion yen, a decrease of 104.4 billion yen 
year-on-year, primarily owing to declines in trade and 
other payables and other financial liabilities, as well as a 
decrease in unearned revenue, despite an increase in 
profit before taxes.

-Net cash provided by (used in) investing activities
Cash flows used in investing activities amounted to 18.3 
billion yen, as payments for purchase of investments and 
purchase of property, plant and equipment surpassed 
proceeds from sales of investment securities. This 
represents a decrease in proceeds of 27.2 billion yen from 
the previous fiscal year, as the Company recorded an 
increase in cash as a result of the sale of its former Ibaraki 

Plant in the previous fiscal year.

-Net cash provided by (used in) financing activities
Cash flows used in financial activities amounted to 21.4 
billion yen. This represents a decrease in payments of 35.8 
billion yen from the previous fiscal year, owing to 
repayment of the short-term borrowings as a result of 
refinancing loans with long-term borrowings and 
financing by issuing bonds and a decrease in payments for 
acquisition of interests in a subsidiary from non-controlling 
interests in the fiscal year under review.
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As a result of the above, the balance of cash and cash 
equivalents as of March 31, 2022 was 203.0 billion yen, 
which represents an increase of 9.3 billion yen from the 
previous fiscal year-end.

Allocation of the Company’s profits
The allocation of the Company's profits in a customarily 
appropriate manner to its shareholders is one of the 
Company's fundamental management policies.

The Company’s basic policy is to make dividend 
payments from retained earnings twice each year, which 
includes an interim dividend determined by the Company’s 
Board of Directors and a year-end dividend determined by 
the general meeting of shareholders. 

The Company believes it important to distribute 
surpluses in an appropriate manner reflecting any 
improvement in its performance. Accordingly, a 
performance-linked dividend hike will be considered in 
addition to consistent dividend payments. In its 
continuous effort to further increase its corporate value, 
the Company remains committed to establishing a solid 
management base and a strong financial position, while 
making proactive investments for sustainable business 
growth. In the Mid-term Business Plan covering the period 
from fiscal 2018 through 2022, the Company aims for a 
five- year average dividend payout ratio of 20% or higher.

During the fiscal year under review, the Company 
reported core operating profit of 58.5 billion yen and net 
profit attributable to owners of the parent of 56.4 billion 
yen.

Given the dividend policy and earnings results of the 
fiscal year under review, the Company paid a year-end 
dividend of 14 yen per share, resulting in an annual 
dividend of 28 yen per share on a full-year basis.

The Company expects a decrease in profit for the fiscal 
year ending March 31, 2023 compared with the fiscal year 
under review. Given the importance of maintaining a 
stable dividend payment, however, the Company plans to 
pay an annual dividend of 28 yen per share, which 
comprises an interim dividend of 14 yen per share and a 
year-end dividend of another 14 yen per share.
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Forecasts for the year ending March 31, 2023
In Japan, revenue is forecasted to decrease as the impacts 
of the NHI drug price revisions, the discontinuation of 
marketing for REPLAGAL®, and declines in sales of 
long-listed products may not be offset by our efforts to 
expand sales of LATUDA®, TWYMEEG®, and other new 
products.

In North America, although we will continue focusing on 
the sales expansion of ORGOVYX®, MYFEMBREE®, 
GEMTESA®, and other new products, primarily owing to 
the expiration of the exclusive marketing periods of 
LATUDA® and BROVANA® and the recording of the 
lump-sum upfront payment following the conclusion of 
the collaboration with Otsuka during the fiscal year under 
review, revenue is forecasted to decrease on a dollar basis. 
On a yen basis, however, revenue is forecasted to increase 
partly because of the ongoing depreciation of the currency. 
Overall, consolidated revenue is expected to decrease by 
10.0 billion yen year-on-year to 550.0 billion yen.

Gross profit is forecasted to decline by a larger margin 
than the decline in sales due to a decrease in revenue and 
changes in our product mix. Selling, general and 
administrative expenses are expected to increase due to the 
yen's depreciation, as well as an increase in expenses which 
will result from greater efforts to market new products in 
North America. Although we expect other income mainly 
from the sale of FDA's priority review voucher (PRV), both 
core operating profit and operating profit are forecasted to 
decrease by 28.5 billion yen to 30.0 billion yen and by 36.2 
billion yen to 24.0 billion yen year-on-year, respectively. 
Partly because we recorded a large sum of forex gains 
during the fiscal year under review, net profit attributable 
to owners of the parent for the fiscal year ending March 
31, 2023 is forecasted to decrease by 34.4 billion yen 
year-on-year to 22.0 billion yen.

Foreign currency exchange rates used for the forecasts 
are: 1 USD = 125.0 JPY (112.4 JPY in the fiscal year under 
review) and 1 RMB = 19.5 JPY (17.5 JPY in the fiscal year 
under review).

Below is a discussion of the most significant risks that 
could negatively impact the operating results, cash flow 
and financial position (“operating results, etc.”) of 
Sumitomo Pharma Group.

The Group is aware that these risks could occur, works 
to prevent and minimize them and will take appropriate 
measures if they occur. Forward-looking matters 
statements in this discussion reflect the judgement of the 
Group as of March 31, 2022. It is not an exhaustive 
discussion of all risks, and the Group could be impacted in 
the future by risks that are currently unpredictable or 
considered immaterial.
➡ Please see page 16 for details on opportunities and risks for each 

stage of the value chain.

Risk relating to research and development of new 
products
The Group works to research and develop highly original 
and globally viable products. However, product 
development may not proceed as planned or attain 
approval and market launch because of the growing 
difficulty of developing new drugs. It is also possible that 
some development projects, from the standpoint of 
efficacy, safety, etc., may be delayed or abandoned.

Such cases involving research and development assets 
expected to become major products could have a 
significant and negative impact on the Group’s operating 
results, etc. While taking research and development risks 
into consideration, the Group concentrates research and 
development efforts on the three focus areas of Psychiatry 
& Neurology, Oncology, and Regenerative Medicine/Cell 
Therapy and is expanding its pipeline in those areas. 
Moreover, through the establishment of a system for the 
global management of development, the Group 
formulates strategic development plans and implements 
efficient clinical development. The Company reviews 
research and development policy appropriately through a 
committee system for confirming the advantages and 
disadvantages of plan revisions in time with transitional 
stages of development and other methods to manage its 
portfolio properly.

Risk relating to specific products comprising a large 
proportion of consolidated revenue
In the fiscal year under review, the revenue in North 
America for atypical antipsychotic LATUDA® (lurasidone 
hydrochloride) which is a pillar of Group earnings, 
comprised 36% of Sumitomo Pharma’s consolidated 
revenue. If LATUDA® revenue falls due to the emergence 
of other strong competing products (including but not 
limited to the launch of competing products by 
manufacturers of branded prescription drugs as well as 
the sale of products that compete with LATUDA® by 
manufacturers of generic drugs), or through other 
unexpected events such as impacts on the supply chain, 
including raw material procurement, it could have a 
significant and negative effect on the Group’s operating 
results, etc. 

Under the Mid-term Business Plan 2022, the Group is 
working to establish growth engines. In addition to 
concentrating research and development efforts on the 
three focus areas of Psychiatry & Neurology, Oncology, 
and Regenerative Medicine/Cell Therapy, the Group aims 
to expand its pipeline, including the acquisition of 
late-stage development assets that can be expected to 
contribute early to revenue. The Group is also working to 
launch Frontier business aimed at the commercialization 
of healthcare solutions that provide new value to society 
with a focus on areas in which synergies with its 

pharmaceuticals business are expected. In its regional 
strategy, the Group is working to strengthen its business 
base with China as a third center in addition to the 
primary markets of Japan and North America.

Risk relating to intellectual property rights
The Group utilizes a wide range of intellectual property 
during the course of its R&D activities. However, if the 
Group is unable to acquire a sufficient scope of rights to 
its technology, a competitor evades the Group’s 
intellectual property rights, or there is an external leak of 
trade secrets, including know-how that is strictly managed 
by the Company, due to unexpected circumstances, the 
Group could be unable to secure its competitive 
advantage. Furthermore, the Group’s business is 
safeguarded by a large quantity of intellectual property. 
Consequently, if the Group’s intellectual property were 
infringed by a third party, or if legal disputes pertaining to 
the validity and ownership of intellectual property rights 
were to arise, the Group could be unable to adequately 
maintain its competitive advantage. If such risks 
manifested, it could have a significant and negative 
impact on the Group’s operating results, etc. On the other 
hand, the Group understands there are rights to lawfully 
use intellectual property rights required for business 
activities. Nevertheless, there is the possibility that it could 
infringe the intellectual property rights of a third party 
unknown to the Group.

The Group is building a patent portfolio that not only 
includes the core substance patents, but also related 
patents, such as applications, manufacturing methods, 
and formulations, to comprehensively safeguard its 
products and development assets. Furthermore, in order 
to advance commercialization in the Regenerative 
Medicine/Cell Therapy field, the Group is examining the 
issues involved in acquiring rights to its technologies in 
this field and taking measures to acquire such rights.

Healthcare system reforms
The precipitous decline in Japan’s birthrate and the rapid 
rise in the country’s elderly population are the prime 
factors causing the financial state of Japan to deteriorate. 
In this climate, measures continue to emerge aimed at 
curbing healthcare costs by price restraint of branded 
prescription drugs and promotion of generic drug use, 
while how to best reform the country’s healthcare system 
continues to be debated. Moreover, in the U.S., the 
world’s largest market for ethical pharmaceuticals, 
pressure from federal and state governments and public 
opinion to reduce the price of branded drugs is mounting 
year after year, and there is the possibility that system 
reforms aimed at controlling drug prices will be decided 
and introduced. In China also, healthcare system changes 
are being implemented with the aim of controlling 
national healthcare expenses, including an expansion in 

Volume Based Procurement by governments. The direction 
that each country’s healthcare system reforms take could 
have a significant and negative impact on the Group’s 
operating results, etc. As a pharmaceutical company, the 
Group will observe the system in each country and 
respond appropriately in accordance with such systems.

Problems relating to adverse reactions
Pharmaceutical products are approved only after rigorous 
safety testing, at different stages of development, and 
rigorous reviews by the competent authorities in all the 
countries involved. These efforts notwithstanding, 
previously unreported adverse reactions are sometimes 
discovered only after a drug has already been marketed. 
The appearance of such unexpected adverse reactions 
once a product of the Group has been sold could have a 
significant and negative impact on the Group’s operating 
results, etc. The Group uses a database to centrally 
manage and evaluate safety information collected in 
Japan and overseas and formulates the necessary 
measures to ensure pharmaceutical safety and appropriate 
use, leading to the timely implementation of safety 
measures. These initiatives are implemented as 
pharmacovigilance activities in compliance with Japan’s 
Act on Securing Quality, Efficacy and Safety of Products 
Including Pharmaceuticals and Medical Devices and the 
Ministerial Ordinance on Good Vigilance Practice (GVP) for 
Drugs, Quasi-drugs, Cosmetics, Medical Devices, and 
Cellular and Tissue-based Products.

Risks relating to quality
The Group manufactures and subcontracts the 
manufacturing of products based on strict quality control. 
Nevertheless, if a serious quality issue occurs, it could have 
a significant and negative impact on the Group’s 
operating results, etc. as a result of product recalls, 
administrative penalties, and the loss of social trust. The 
global manufacture and distribution of the Group’s 
products are conducted in accordance with laws and 
regulations related to pharmaceuticals, including Good 
Manufacturing Practice (GMP) and the International 
Council for Harmonisation of Technical Requirements for 
Pharmaceuticals for Human Use (ICH) Guidelines, and 
have undergone rigorous inspections and approval by the 
competent authorities including the Ministry of Health, 
Labour and Welfare in Japan and the Food and Drug 
Administration (FDA) in the U.S., etc.  Moreover, the 
Group carries out regular audits of these manufacturing 
facilities and has confirmed that there are no serious 
quality issues or violations of laws and regulations. 
Furthermore, at facilities that manufacture global 
products, we have in place high levels of facility design 
and quality assurance systems that conform to strict global 
quality standards and have been audited by overseas 
alliance partners.
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Forecasts for the year ending March 31, 2023
In Japan, revenue is forecasted to decrease as the impacts 
of the NHI drug price revisions, the discontinuation of 
marketing for REPLAGAL®, and declines in sales of 
long-listed products may not be offset by our efforts to 
expand sales of LATUDA®, TWYMEEG®, and other new 
products.

In North America, although we will continue focusing on 
the sales expansion of ORGOVYX®, MYFEMBREE®, 
GEMTESA®, and other new products, primarily owing to 
the expiration of the exclusive marketing periods of 
LATUDA® and BROVANA® and the recording of the 
lump-sum upfront payment following the conclusion of 
the collaboration with Otsuka during the fiscal year under 
review, revenue is forecasted to decrease on a dollar basis. 
On a yen basis, however, revenue is forecasted to increase 
partly because of the ongoing depreciation of the currency. 
Overall, consolidated revenue is expected to decrease by 
10.0 billion yen year-on-year to 550.0 billion yen.

Gross profit is forecasted to decline by a larger margin 
than the decline in sales due to a decrease in revenue and 
changes in our product mix. Selling, general and 
administrative expenses are expected to increase due to the 
yen's depreciation, as well as an increase in expenses which 
will result from greater efforts to market new products in 
North America. Although we expect other income mainly 
from the sale of FDA's priority review voucher (PRV), both 
core operating profit and operating profit are forecasted to 
decrease by 28.5 billion yen to 30.0 billion yen and by 36.2 
billion yen to 24.0 billion yen year-on-year, respectively. 
Partly because we recorded a large sum of forex gains 
during the fiscal year under review, net profit attributable 
to owners of the parent for the fiscal year ending March 
31, 2023 is forecasted to decrease by 34.4 billion yen 
year-on-year to 22.0 billion yen.

Foreign currency exchange rates used for the forecasts 
are: 1 USD = 125.0 JPY (112.4 JPY in the fiscal year under 
review) and 1 RMB = 19.5 JPY (17.5 JPY in the fiscal year 
under review).

Below is a discussion of the most significant risks that 
could negatively impact the operating results, cash flow 
and financial position (“operating results, etc.”) of 
Sumitomo Pharma Group.

The Group is aware that these risks could occur, works 
to prevent and minimize them and will take appropriate 
measures if they occur. Forward-looking matters 
statements in this discussion reflect the judgement of the 
Group as of March 31, 2022. It is not an exhaustive 
discussion of all risks, and the Group could be impacted in 
the future by risks that are currently unpredictable or 
considered immaterial.
➡ Please see page 16 for details on opportunities and risks for each 

stage of the value chain.

Risk relating to research and development of new 
products
The Group works to research and develop highly original 
and globally viable products. However, product 
development may not proceed as planned or attain 
approval and market launch because of the growing 
difficulty of developing new drugs. It is also possible that 
some development projects, from the standpoint of 
efficacy, safety, etc., may be delayed or abandoned.

Such cases involving research and development assets 
expected to become major products could have a 
significant and negative impact on the Group’s operating 
results, etc. While taking research and development risks 
into consideration, the Group concentrates research and 
development efforts on the three focus areas of Psychiatry 
& Neurology, Oncology, and Regenerative Medicine/Cell 
Therapy and is expanding its pipeline in those areas. 
Moreover, through the establishment of a system for the 
global management of development, the Group 
formulates strategic development plans and implements 
efficient clinical development. The Company reviews 
research and development policy appropriately through a 
committee system for confirming the advantages and 
disadvantages of plan revisions in time with transitional 
stages of development and other methods to manage its 
portfolio properly.

Risk relating to specific products comprising a large 
proportion of consolidated revenue
In the fiscal year under review, the revenue in North 
America for atypical antipsychotic LATUDA® (lurasidone 
hydrochloride) which is a pillar of Group earnings, 
comprised 36% of Sumitomo Pharma’s consolidated 
revenue. If LATUDA® revenue falls due to the emergence 
of other strong competing products (including but not 
limited to the launch of competing products by 
manufacturers of branded prescription drugs as well as 
the sale of products that compete with LATUDA® by 
manufacturers of generic drugs), or through other 
unexpected events such as impacts on the supply chain, 
including raw material procurement, it could have a 
significant and negative effect on the Group’s operating 
results, etc. 

Under the Mid-term Business Plan 2022, the Group is 
working to establish growth engines. In addition to 
concentrating research and development efforts on the 
three focus areas of Psychiatry & Neurology, Oncology, 
and Regenerative Medicine/Cell Therapy, the Group aims 
to expand its pipeline, including the acquisition of 
late-stage development assets that can be expected to 
contribute early to revenue. The Group is also working to 
launch Frontier business aimed at the commercialization 
of healthcare solutions that provide new value to society 
with a focus on areas in which synergies with its 

pharmaceuticals business are expected. In its regional 
strategy, the Group is working to strengthen its business 
base with China as a third center in addition to the 
primary markets of Japan and North America.

Risk relating to intellectual property rights
The Group utilizes a wide range of intellectual property 
during the course of its R&D activities. However, if the 
Group is unable to acquire a sufficient scope of rights to 
its technology, a competitor evades the Group’s 
intellectual property rights, or there is an external leak of 
trade secrets, including know-how that is strictly managed 
by the Company, due to unexpected circumstances, the 
Group could be unable to secure its competitive 
advantage. Furthermore, the Group’s business is 
safeguarded by a large quantity of intellectual property. 
Consequently, if the Group’s intellectual property were 
infringed by a third party, or if legal disputes pertaining to 
the validity and ownership of intellectual property rights 
were to arise, the Group could be unable to adequately 
maintain its competitive advantage. If such risks 
manifested, it could have a significant and negative 
impact on the Group’s operating results, etc. On the other 
hand, the Group understands there are rights to lawfully 
use intellectual property rights required for business 
activities. Nevertheless, there is the possibility that it could 
infringe the intellectual property rights of a third party 
unknown to the Group.

The Group is building a patent portfolio that not only 
includes the core substance patents, but also related 
patents, such as applications, manufacturing methods, 
and formulations, to comprehensively safeguard its 
products and development assets. Furthermore, in order 
to advance commercialization in the Regenerative 
Medicine/Cell Therapy field, the Group is examining the 
issues involved in acquiring rights to its technologies in 
this field and taking measures to acquire such rights.

Healthcare system reforms
The precipitous decline in Japan’s birthrate and the rapid 
rise in the country’s elderly population are the prime 
factors causing the financial state of Japan to deteriorate. 
In this climate, measures continue to emerge aimed at 
curbing healthcare costs by price restraint of branded 
prescription drugs and promotion of generic drug use, 
while how to best reform the country’s healthcare system 
continues to be debated. Moreover, in the U.S., the 
world’s largest market for ethical pharmaceuticals, 
pressure from federal and state governments and public 
opinion to reduce the price of branded drugs is mounting 
year after year, and there is the possibility that system 
reforms aimed at controlling drug prices will be decided 
and introduced. In China also, healthcare system changes 
are being implemented with the aim of controlling 
national healthcare expenses, including an expansion in 

Volume Based Procurement by governments. The direction 
that each country’s healthcare system reforms take could 
have a significant and negative impact on the Group’s 
operating results, etc. As a pharmaceutical company, the 
Group will observe the system in each country and 
respond appropriately in accordance with such systems.

Problems relating to adverse reactions
Pharmaceutical products are approved only after rigorous 
safety testing, at different stages of development, and 
rigorous reviews by the competent authorities in all the 
countries involved. These efforts notwithstanding, 
previously unreported adverse reactions are sometimes 
discovered only after a drug has already been marketed. 
The appearance of such unexpected adverse reactions 
once a product of the Group has been sold could have a 
significant and negative impact on the Group’s operating 
results, etc. The Group uses a database to centrally 
manage and evaluate safety information collected in 
Japan and overseas and formulates the necessary 
measures to ensure pharmaceutical safety and appropriate 
use, leading to the timely implementation of safety 
measures. These initiatives are implemented as 
pharmacovigilance activities in compliance with Japan’s 
Act on Securing Quality, Efficacy and Safety of Products 
Including Pharmaceuticals and Medical Devices and the 
Ministerial Ordinance on Good Vigilance Practice (GVP) for 
Drugs, Quasi-drugs, Cosmetics, Medical Devices, and 
Cellular and Tissue-based Products.

Risks relating to quality
The Group manufactures and subcontracts the 
manufacturing of products based on strict quality control. 
Nevertheless, if a serious quality issue occurs, it could have 
a significant and negative impact on the Group’s 
operating results, etc. as a result of product recalls, 
administrative penalties, and the loss of social trust. The 
global manufacture and distribution of the Group’s 
products are conducted in accordance with laws and 
regulations related to pharmaceuticals, including Good 
Manufacturing Practice (GMP) and the International 
Council for Harmonisation of Technical Requirements for 
Pharmaceuticals for Human Use (ICH) Guidelines, and 
have undergone rigorous inspections and approval by the 
competent authorities including the Ministry of Health, 
Labour and Welfare in Japan and the Food and Drug 
Administration (FDA) in the U.S., etc.  Moreover, the 
Group carries out regular audits of these manufacturing 
facilities and has confirmed that there are no serious 
quality issues or violations of laws and regulations. 
Furthermore, at facilities that manufacture global 
products, we have in place high levels of facility design 
and quality assurance systems that conform to strict global 
quality standards and have been audited by overseas 
alliance partners.
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Prerequisites for primary business activities
The Group’s core business is the ethical pharmaceuticals 
business. Accordingly, the Group requires licenses and 
other certifications to engage in R&D and the 
manufacture and sale of drugs pursuant to Japan’s “Law 
on Securing Quality, Efficacy and Safety of Products 
including Pharmaceuticals and Medical Devices” and other 
laws and regulations related to pharmaceuticals. The 
Company has obtained licenses and other certifications, 
including Type 1 and Type 2 Pharmaceuticals 
Manufacturing and Sales Business licenses (both valid for 
five years). In addition, in order to engage in the ethical 
pharmaceuticals business in overseas countries, the Group 
also has obtained licenses as needed under laws and 
regulations related to pharmaceuticals of those countries. 
These licenses and other certifications will cease to be 
valid unless they complete procedures as stipulated by the 
applicable laws and regulations. These laws and 
regulations also stipulate that these licenses and 
certifications may be revoked and/or that the Group may 
be ordered to suspend part of or all of its operations for a 
fixed period of time or be subject to other measures in the 
event that the Group violates these laws and regulations. 
The Group currently has no knowledge of any facts that 
would warrant the revocation of its licenses or other 
certifications. However, an order to revoke the Group’s 
licenses or other certifications could have a significant and 
negative impact on the Group’s operating results, etc. 

The Group has positioned promotion of compliance as 
the foundation for all business activities and strives to 
observe laws and regulations and corporate ethics. The 
Company has established Compliance Standards as a 
specific code of conduct for business activities. An 
Executive Officer in charge of Compliance has also been 
appointed to oversee compliance at the Company and at 
Group companies in Japan and overseas. The Executive 
Officer in charge of Compliance serves as chair of 
Compliance Committees at Group companies in Japan 
and Group companies overseas as well as the Compliance 
Committee of the Company and reports to the Board of 
Directors on the activities of each committee.

Risk relating to litigation
There is always the possibility that a lawsuit may be 
brought in connection with the adverse effect of a 
pharmaceutical product, product liability, fair trade, etc., 
relating to the business activities of the Group. These 
lawsuits and other potential lawsuits involve inherent 
uncertainties. Depending on the development thereof, 
such lawsuits could have a significant and negative impact 
on the Group’s operating results, etc.

Risks concerning supply chain management
A delay in or discontinuation of product supply due to the 

closure or suspension of operations at the Group's plants 
or the facilities of a raw material supplier or production 
contractor as a result of events such as quality or technical 
problems, fires, earthquakes, or other accidents or the 
spread of infectious diseases could materially impact the 
Group's business performance. We are working to 
establish a system of continuous pharmaceuticals supply 
and mitigate risks through efforts that include formulating 
business continuity plans (BCP), optimizing product 
inventory, ensuring raw material supplier redundancies, 
and strengthening coordination with suppliers. 

Risk of impairment loss on non-financial assets
In order to achieve sustained growth, the Group engages 
in corporate acquisitions and in-licensing of development 
assets and records intangible assets, such as goodwill and 
in-process research and development, associated with 
these activities. In the event that the expected recoverable 
amount from acquisition or in-licensing is estimated to be 
lower than the book values of goodwill and intangible 
assets due to an expected decline in future profit, 
including suspension of development or failure to achieve 
the initial estimated profit, impairment loss will arise. Such 
cases could have a significant and negative impact on the 
Group’s operating results, etc. The Group periodically 
assesses the values of such goodwill and intangible assets 
using impairment tests and applies the appropriate 
treatment.

Risk relating to financial assets
The Group owns financial assets including the shares of 
other companies. When the market value or fair value of 
owned financial assets is lower than the book value, such 
losses could have a significant and negative impact on the 
Group’s operating results, etc. The Company will not 
acquire any new holdings of shares in other companies, 
except for corporate alliances, building and maintaining 
business relationships with key business partners, and 
other cases when necessary for business purposes. The 
Company also periodically assesses changes in the 
valuation of such financial assets using impairment tests 
and applies the necessary treatment.

Impact of the financial market situation and foreign 
exchange fluctuations
The interest rate trend may increase interest expenses on 
borrowings, etc., and the deterioration of the financial 
market situation will cause retirement benefit obligations 
to increase. All these factors could have a significant and 
negative impact on the Group’s operating results, etc. 
Furthermore, foreign exchange fluctuations may have a 
material impact on foreign currency-denominated assets 
and the conversion of operating results of consolidated 
subsidiaries into yen. The Group enters into exchange 
contracts when necessary to avoid foreign exchange risk.

Transactions with the parent company
The Company and its parent company, Sumitomo 
Chemical Co., Ltd., have concluded agreements for the 
leasing of land for research laboratories and plants, as well 
as for the purchase of raw materials used in the 
production of active pharmaceutical ingredients at these 
sites and other locations. These agreements involve prices 
that are determined based on discussions between the 
two parties with reference to general market prices. These 
agreements are customarily renewed every year. The 
Company also accepts employees on loan from the parent 
company and we make short-term loans to our parent 
company for purposes such as raising capital efficiency. 

The Company’s policy is to continue these transactions 
and other ties with the parent company. However, changes 
in these agreements, including changes in the transaction 
terms specified therein, could have a significant and 
negative impact on the Group’s operating results, etc. 
Important transactions that the Company conducts with its 
parent company are supervised appropriately through such 
means as obtaining the approval of a meeting of the 
Board of Directors attended by the independent directors 
in order to ensure fairness and rationality from the 
perspective of enhancing the Company’s corporate value.

Risk relating to overseas operation, large-scale 
disasters and infectious disease, etc.
The Group conducts overseas business activity mainly in 
the regions of North America and China. The risks such as 
change of local restrictions, worsening of diplomatic 
relations, political uncertainties, and conflicts are inherent 
in these activities.

In the event that the Group faces such risks, it could have 
a significant and negative impact on the Group’s operating 
results, etc. In the event of facing a large-scale disaster or 
infectious disease pandemic, the Group may be unable to 
achieve business plans, and this could have a significant 
and negative impact on the Group’s operating results, etc. 
To address risks that impact business activities, the 
Company has formulated Risk Management Rules under 
which it is specified that the President oversees risk 
management, and has also developed risk management 
systems for each risk. In the event of a large-scale disaster 
or infectious disease pandemic, the Company immediately 
establishes a headquarters for countermeasures to build 
systems for a company-wide response and has established 
production and supply systems with a priority on the supply 
of products as the mission of a pharmaceutical company.

Risk relating to information management
Since the Group uses a variety of information systems, there 
is the possibility of business being interrupted by a system 
malfunction, computer virus, or the like. Additionally, since 
the Group holds a large amount of confidential information 
that includes personal information, an external leak of the 

data could have a significant and negative impact on the 
Group’s operating results, etc. resulting from compensation 
for damages, administrative sanctions, loss of social 
credibility, or the like. The Company has established in-house 
rules on the handling of records and information and IT 
security and continually provides education for employees in 
striving for the appropriate operation of these rules. We 
have also formed the Computer Security Incident Response 
Team (CSIRT), a company-wide organization that can quickly 
and accurately respond to cyber security incidents. 

Risk relating to environmental protection
The Group uses a variety of chemical substances in research 
and development and in the manufacture of products. In 
the event of a serious environmental problem, it could have 
a significant and negative impact on the Group’s operating 
results, etc. due to shutdown of operations, administrative 
penalties, and loss of social trust, etc. Moreover, in the 
event that expenses related to environmental protection 
increase due to future strengthening of environmental laws 
and regulations, and additional obligations to reduce 
environmental impact, it could have a significant and 
negative impact on the Group’s operating results, etc. 
Additionally, the Group's business performance could be 
materially impacted by the global issue of climate change 
and the water risks related to it, which include operations 
at our facilities inside or outside Japan, or at our suppliers, 
being impacted by an increased intensity or number of 
typhoons or localized torrential downpours, as well as 
increased raw material and utility costs due to the 
imposition of stricter regulations such as carbon taxes.

Either of these situations could have a significant and 
negative impact on the Group’s operating results, etc. The 
Group complies with various environmental laws and 
regulations when engaging in business activities, and 
plants in Japan, as well as the Suzhou Plant (China), have 
obtained ISO 14001 certification, which is the 
international standard for environmental management 
systems. In addition, the Group engages in green product 
development and green facility design as well as operating 
green logistics guidelines to continue addressing 
environmental protection throughout the product lifecycle.

Sumitomo Pharma declared its support for the Task 
Force on Climate-related Financial Disclosures (TCFD) In 
November 2021, and we have carried out initiatives and 
disclosed information in accordance with the TCFD 
Recommendations with regard to climate change-related 
risks and opportunities. We will continue to carry out 
dialogue with our stakeholders and improve our resiliency 
to climate change. 

There are risks other than those described above, and 
the risks listed here do not include all of the risks faced by 
the Group.

Operating Results and Financial Condition, 
and Business Risks

Financial & Corporate 
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Prerequisites for primary business activities
The Group’s core business is the ethical pharmaceuticals 
business. Accordingly, the Group requires licenses and 
other certifications to engage in R&D and the 
manufacture and sale of drugs pursuant to Japan’s “Law 
on Securing Quality, Efficacy and Safety of Products 
including Pharmaceuticals and Medical Devices” and other 
laws and regulations related to pharmaceuticals. The 
Company has obtained licenses and other certifications, 
including Type 1 and Type 2 Pharmaceuticals 
Manufacturing and Sales Business licenses (both valid for 
five years). In addition, in order to engage in the ethical 
pharmaceuticals business in overseas countries, the Group 
also has obtained licenses as needed under laws and 
regulations related to pharmaceuticals of those countries. 
These licenses and other certifications will cease to be 
valid unless they complete procedures as stipulated by the 
applicable laws and regulations. These laws and 
regulations also stipulate that these licenses and 
certifications may be revoked and/or that the Group may 
be ordered to suspend part of or all of its operations for a 
fixed period of time or be subject to other measures in the 
event that the Group violates these laws and regulations. 
The Group currently has no knowledge of any facts that 
would warrant the revocation of its licenses or other 
certifications. However, an order to revoke the Group’s 
licenses or other certifications could have a significant and 
negative impact on the Group’s operating results, etc. 

The Group has positioned promotion of compliance as 
the foundation for all business activities and strives to 
observe laws and regulations and corporate ethics. The 
Company has established Compliance Standards as a 
specific code of conduct for business activities. An 
Executive Officer in charge of Compliance has also been 
appointed to oversee compliance at the Company and at 
Group companies in Japan and overseas. The Executive 
Officer in charge of Compliance serves as chair of 
Compliance Committees at Group companies in Japan 
and Group companies overseas as well as the Compliance 
Committee of the Company and reports to the Board of 
Directors on the activities of each committee.

Risk relating to litigation
There is always the possibility that a lawsuit may be 
brought in connection with the adverse effect of a 
pharmaceutical product, product liability, fair trade, etc., 
relating to the business activities of the Group. These 
lawsuits and other potential lawsuits involve inherent 
uncertainties. Depending on the development thereof, 
such lawsuits could have a significant and negative impact 
on the Group’s operating results, etc.

Risks concerning supply chain management
A delay in or discontinuation of product supply due to the 

closure or suspension of operations at the Group's plants 
or the facilities of a raw material supplier or production 
contractor as a result of events such as quality or technical 
problems, fires, earthquakes, or other accidents or the 
spread of infectious diseases could materially impact the 
Group's business performance. We are working to 
establish a system of continuous pharmaceuticals supply 
and mitigate risks through efforts that include formulating 
business continuity plans (BCP), optimizing product 
inventory, ensuring raw material supplier redundancies, 
and strengthening coordination with suppliers. 

Risk of impairment loss on non-financial assets
In order to achieve sustained growth, the Group engages 
in corporate acquisitions and in-licensing of development 
assets and records intangible assets, such as goodwill and 
in-process research and development, associated with 
these activities. In the event that the expected recoverable 
amount from acquisition or in-licensing is estimated to be 
lower than the book values of goodwill and intangible 
assets due to an expected decline in future profit, 
including suspension of development or failure to achieve 
the initial estimated profit, impairment loss will arise. Such 
cases could have a significant and negative impact on the 
Group’s operating results, etc. The Group periodically 
assesses the values of such goodwill and intangible assets 
using impairment tests and applies the appropriate 
treatment.

Risk relating to financial assets
The Group owns financial assets including the shares of 
other companies. When the market value or fair value of 
owned financial assets is lower than the book value, such 
losses could have a significant and negative impact on the 
Group’s operating results, etc. The Company will not 
acquire any new holdings of shares in other companies, 
except for corporate alliances, building and maintaining 
business relationships with key business partners, and 
other cases when necessary for business purposes. The 
Company also periodically assesses changes in the 
valuation of such financial assets using impairment tests 
and applies the necessary treatment.

Impact of the financial market situation and foreign 
exchange fluctuations
The interest rate trend may increase interest expenses on 
borrowings, etc., and the deterioration of the financial 
market situation will cause retirement benefit obligations 
to increase. All these factors could have a significant and 
negative impact on the Group’s operating results, etc. 
Furthermore, foreign exchange fluctuations may have a 
material impact on foreign currency-denominated assets 
and the conversion of operating results of consolidated 
subsidiaries into yen. The Group enters into exchange 
contracts when necessary to avoid foreign exchange risk.

Transactions with the parent company
The Company and its parent company, Sumitomo 
Chemical Co., Ltd., have concluded agreements for the 
leasing of land for research laboratories and plants, as well 
as for the purchase of raw materials used in the 
production of active pharmaceutical ingredients at these 
sites and other locations. These agreements involve prices 
that are determined based on discussions between the 
two parties with reference to general market prices. These 
agreements are customarily renewed every year. The 
Company also accepts employees on loan from the parent 
company and we make short-term loans to our parent 
company for purposes such as raising capital efficiency. 

The Company’s policy is to continue these transactions 
and other ties with the parent company. However, changes 
in these agreements, including changes in the transaction 
terms specified therein, could have a significant and 
negative impact on the Group’s operating results, etc. 
Important transactions that the Company conducts with its 
parent company are supervised appropriately through such 
means as obtaining the approval of a meeting of the 
Board of Directors attended by the independent directors 
in order to ensure fairness and rationality from the 
perspective of enhancing the Company’s corporate value.

Risk relating to overseas operation, large-scale 
disasters and infectious disease, etc.
The Group conducts overseas business activity mainly in 
the regions of North America and China. The risks such as 
change of local restrictions, worsening of diplomatic 
relations, political uncertainties, and conflicts are inherent 
in these activities.

In the event that the Group faces such risks, it could have 
a significant and negative impact on the Group’s operating 
results, etc. In the event of facing a large-scale disaster or 
infectious disease pandemic, the Group may be unable to 
achieve business plans, and this could have a significant 
and negative impact on the Group’s operating results, etc. 
To address risks that impact business activities, the 
Company has formulated Risk Management Rules under 
which it is specified that the President oversees risk 
management, and has also developed risk management 
systems for each risk. In the event of a large-scale disaster 
or infectious disease pandemic, the Company immediately 
establishes a headquarters for countermeasures to build 
systems for a company-wide response and has established 
production and supply systems with a priority on the supply 
of products as the mission of a pharmaceutical company.

Risk relating to information management
Since the Group uses a variety of information systems, there 
is the possibility of business being interrupted by a system 
malfunction, computer virus, or the like. Additionally, since 
the Group holds a large amount of confidential information 
that includes personal information, an external leak of the 

data could have a significant and negative impact on the 
Group’s operating results, etc. resulting from compensation 
for damages, administrative sanctions, loss of social 
credibility, or the like. The Company has established in-house 
rules on the handling of records and information and IT 
security and continually provides education for employees in 
striving for the appropriate operation of these rules. We 
have also formed the Computer Security Incident Response 
Team (CSIRT), a company-wide organization that can quickly 
and accurately respond to cyber security incidents. 

Risk relating to environmental protection
The Group uses a variety of chemical substances in research 
and development and in the manufacture of products. In 
the event of a serious environmental problem, it could have 
a significant and negative impact on the Group’s operating 
results, etc. due to shutdown of operations, administrative 
penalties, and loss of social trust, etc. Moreover, in the 
event that expenses related to environmental protection 
increase due to future strengthening of environmental laws 
and regulations, and additional obligations to reduce 
environmental impact, it could have a significant and 
negative impact on the Group’s operating results, etc. 
Additionally, the Group's business performance could be 
materially impacted by the global issue of climate change 
and the water risks related to it, which include operations 
at our facilities inside or outside Japan, or at our suppliers, 
being impacted by an increased intensity or number of 
typhoons or localized torrential downpours, as well as 
increased raw material and utility costs due to the 
imposition of stricter regulations such as carbon taxes.

Either of these situations could have a significant and 
negative impact on the Group’s operating results, etc. The 
Group complies with various environmental laws and 
regulations when engaging in business activities, and 
plants in Japan, as well as the Suzhou Plant (China), have 
obtained ISO 14001 certification, which is the 
international standard for environmental management 
systems. In addition, the Group engages in green product 
development and green facility design as well as operating 
green logistics guidelines to continue addressing 
environmental protection throughout the product lifecycle.

Sumitomo Pharma declared its support for the Task 
Force on Climate-related Financial Disclosures (TCFD) In 
November 2021, and we have carried out initiatives and 
disclosed information in accordance with the TCFD 
Recommendations with regard to climate change-related 
risks and opportunities. We will continue to carry out 
dialogue with our stakeholders and improve our resiliency 
to climate change. 

There are risks other than those described above, and 
the risks listed here do not include all of the risks faced by 
the Group.
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