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Presentation
Iwata: Hello everyone, this is Iwata from the IR Public Relations Division.
Thank you for participating in SHIN NIPPON BIOMEDICAL LABORATORIES, LTD.’s financial results briefing for
Q2 of the fiscal year ending March 2022.
We will hold this briefing session via conference call due to the situation of the COVID-19 pandemic. This will
be our first financial results briefing using the teleconference system, so please forgive us if there is some
inconvenience.
First of all, I would like to introduce today’s speakers. Ryoichi Nagata, Chairman, President, and CEO.
Nagata: Hello, everyone. This is Nagata.
Iwata: Ken Takanashi, Executive Vice President and COO.
Takanashi: Hello, this is Takanashi.
Iwata: Shinji Nitanda, Senior Executive Director of the Board and CFO.
Nitanda: Hello, this is Nitanda.
Iwata: Hideshi Tsusaki, Senior Executive Director of the Board, and President and Global BD of Preclinical
Services Company.
Tsusaki: Hello, this is Tsusaki.
Iwata: These are today’s speakers. As for today’s schedule, CEO Nagata will give an overall presentation,
followed by CFO Nitanda’s explanation of the financial results. Then Tsusaki, who is in charge of the Preclinical
business, will give an explanation of the business. Finally, EVP Takanashi will give a briefing on the nonpreclinical businesses, and we will take questions from the participants.
The explanation will take about 30 minutes, and the rest of the time will be for questions and answers. The
conference call will end at 2:00 PM.
The presentation material is available on the website of SNBL.
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Before we begin the conference call, we would like to warn you. This presentation may contain forwardlooking statements based on current expectations, all of which are subject to risks and uncertainties. Please
note that the actual results may differ from the forecast.
We will now begin the presentation. President Nagata, please go ahead.
Nagata: Hello, everyone. I am Ryoichi Nagata, Chairman of the Board and President.
Thank you very much for taking time out of your busy schedules to participate in our financial results briefing
for Q2 of FY2021.
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Now, please see page 3 of the material. There are 3 points we would like to share with you today.
First, the results for H1 of FY2021. Both revenue and profits increased significantly, driven by the mainstay
CRO business. In the pharmaceutical industry, both in Japan and overseas, outsourcing to CROs continued to
grow with the aim of speeding up and improving the efficiency of research and development.
Specifically, R&D of antibody drugs, nucleic acid drugs, and new drug discovery modalities are in full swing. In
response, we are focusing on strengthening the supply system for laboratory animals within our own Group.
In addition to building a system that enables us to conduct studies according to the schedule demanded by
our customers, we are focusing on time value creation that leads to shorter lead times and the quick provision
of high-quality reports.
These efforts were well received by customers in Japan and overseas, and we were able to set new recordhigh strong orders in H1. The CRO business achieved an operating margin of 31.1% in H1, a YoY improvement
of more than 8 percentage points, thanks to increased sales on the back of strong orders, higher facility
utilization rates, and the effect of cost reductions through the innovation in internal business processes.
Next, I would like to explain our outlook for H2 of FY2021 and our future direction.
We continue to believe that the environment for our mainstay CRO business will remain favorable in H2 and
beyond. Based on the results of H1 and the current situation, we announced upward revisions to our full-year
earnings forecasts on October 21.
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I feel that the measures that I have been working on for 30 years since I became President in 1991 are finally
bearing fruit. We will continue to aim to become the DANTOTSU CRO, firmly establishing our position in the
market and managing our business from a medium- to long-term perspective so that we can become the CRO
that our clients choose first.

Finally, I would like to explain our future initiatives to enhance corporate value. Please see page 4.
The foundation of our corporate philosophy is to continue to be a company that values the environment, life,
and human resources. Based on this philosophy, we are committed to the mission of helping to improve drug
discovery and medical technology, and to free mankind from suffering.
Long before the world began to focus on the SDGs and ESG in recent years, we have been seriously engaged
in social activities and those of public interest.
For example, in 2004, we acquired Greenpier Ibusuki, a health resort that had been operated by Pension
Welfare Service Public Corp., and started the Medipolis business. There we provide priority treatment support
for cancer patients, and have treated more than 4,500 patients to date, helping people obtain wellbeing.
In addition, we are developing a geothermal power generation business, which is attracting attention as a
base source of renewable energy that can generate power stably 24 hours a day. This is contributing to income
of the Medipolis business.

Support
Japan
Tollfree

03.4405.3160
0120.966.744

North America
Email Support

1.800.674.8375
support@scriptsasia.com
5

In addition to the above, we support the management of certified child centers and operate the Honorary
Consulate General of the Kingdom of Bhutan. By doing so, we undertake visualization of our SDGs and ESGrelated initiatives in various fields so that our stakeholders can understand them. At the same time, we believe
that these initiatives are essential for improving our corporate value in the future.
In addition, in June this year, we established the IR Public Relations Division and started activities to enhance
information disclosures. In August, we also established the SDGs Committee as an advisory body to the Board
of Directors, chaired by Ms. Keiko Toya, who is Outside Director. The committee members had lively
discussions and published a Sustainability Report. Such information is available on a dedicated page on our
website.
As an industry leader in SDGs/ESG initiatives, we will continue our efforts to realize further enhancement of
corporate value.
This was the summary of H1 of the current fiscal year. Thank you very much.
Iwata: President Nagata, thank you very much for your explanation. Now, Senior Executive Director Nitanda
will explain the financial figures.
Nitanda: This is Nitanda, CFO of SNBL. I would like to explain the details of our financial results.

Please see page 6 of the material. This shows the highlights of the financial results.
Net sales were JPY7.96 billion, a YoY increase of JPY950 million. Operating profit totaled JPY1.96 billion, a YoY
increase of JPY800 million. Ordinary profit totaled JPY2.52 billion, a YoY increase of JPY1.22 billion.
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In addition, we recorded extraordinary profit of JPY1.36 billion from the conversion of our Chinese subsidiary
into a joint venture company, which was announced in April. As a result, profit attributable to owners of
parent came to JPY3.5 billion, a YoY increase of JPY2.36 billion.
Operating profit, ordinary profit, and profit attributable to owners of parent all posted record highs for H1.

Please see page 7. This shows the YoY comparison of ordinary profit and loss by segment for H1.
Ordinary profit increased by JPY1.22 billion YoY. Of this, in the Preclinical business of the CRO business, net
sales increased by JPY900 million. Moreover, against the backdrop of favorable order conditions and an ample
order backlog, the facility utilization rate increased and the gross profit margin improved, with the Preclinical
business contributing JPY840 million more to ordinary profit than in the same period of the previous fiscal
year.
Regarding foreign exchange gains and losses, the Company recorded Japanese yen-denominated valuation
gains and losses on foreign currency-denominated loans to subsidiaries. In H1 of the previous fiscal year, we
reported a valuation loss of JPY260 million as the US dollar weakened by JPY3.3 in the year. On the other hand,
since the US dollar appreciated by JPY1.24 in H1 of the current fiscal year, we recorded a valuation gain of
JPY150 million for H1. As a result, ordinary profit enjoyed the positive effect of JPY410 million, the difference
between the negative JPY260 million in H1 of the previous year and the positive JPY150 million in H1 of the
current year.
The Translational Research business and the Medipolis business were generally flat YoY. As a result, ordinary
profit increased by JPY1.22 billion YoY.

Support
Japan
Tollfree

03.4405.3160
0120.966.744

North America
Email Support

1.800.674.8375
support@scriptsasia.com
7

Next, please see page 9. I would like to explain the revisions to the full-year earnings forecasts that were
announced on October 21, 2021.
The revised net sales estimate was JPY17.4 billion, an increase of JPY1.41 billion from the original forecast.
The forecast for operating profit increased by JPY1.25 billion to JPY3.8 billion. The ordinary profit estimate
increased by JPY1.4 billion to JPY4.6 billion. We revised up the forecast for profit attributable to owners of
parent by JPY1 billion to JPY4.9 billion.
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Next, please see page 10. This shows the breakdown by segment.
In the Preclinical business, based on the status of the order backlog and the schedule of the related trials, we
expect net sales to increase by JPY1.45 billion YoY. Based on the status of the order backlog, the operating
status of trials is expected to remain stable, and we expect segment profit to increase by JPY1.35 billion over
the original forecast.
In the Translational Research business, we plan to conduct clinical trials in H2 of the year, and we also expect
to incur other corporate expenses in H2, such as the adoption of human resources in order to develop future
business and strengthen the system for receiving orders in the Preclinical business.
Due to the timing of these expenses, the operating profit margin in H2 is expected to be temporarily lower
than that in H1, but for the full fiscal year, operating profit, ordinary profit, and profit attributable to owners
of parent are all expected to set record highs.
The assumed exchange rate at the end of the fiscal year, which will affect foreign exchange valuation
gains/losses on loans to subsidiaries, is JPY111.95 to the US dollar, the actual rate at the end of H1.
These were the results for H1 and the outlook for the full fiscal year.
Iwata: Thank you very much for your explanation, CFO Nitanda. Mr. Tsusaki, please explain the Preclinical
business.
Tsusaki: Hello, everyone. This is Hideshi Tsusaki, Senior Executive Director. I would like to give an overview of
the Preclinical business, which I am in charge of.
Support
Japan
Tollfree

03.4405.3160
0120.966.744

North America
Email Support

1.800.674.8375
support@scriptsasia.com
9

As explained by Nagata and Nitanda, the CRO business performed well in H1 of the current fiscal year.
The revenue of our Preclinical CRO business begins when we receive orders for studies from our clients, such
as pharmaceutical companies and bio-ventures. A test can be said to be an essential unit of experimentation
required for drug development by the authorities. In H1, we received more than 900 orders for trials.
Various experiments are conducted based on the study protocols, and the data obtained are scientifically
examined, and a report is prepared for each clinical trial. When this report is submitted to the customer, it
will be certified as sales. In other words, the starting point of revenue is the conclusion of an order with a
customer.
The following 2 slides show the status of orders received during H1 of the current fiscal year.

Now, please see page 12. This slide shows the order trend for the past 5 years, including H1 of the current
year.
The light blue bar graph shows orders received in H1 of each year, and the gray bar graph shows orders
received in H2. The red line graph shows the order backlog at the end of the fiscal year, which reached a
record JPY11.07 billion in H1 of the current year, representing a YoY increase of JPY3.53 billion, or 47%. Orders
received in H1 of the current year have already exceeded 70% of the overall orders received in the previous
year, which totaled JPY15.2 billion.
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This significant increase in orders was largely due to the growth in orders for non-human primate studies. The
growth in NHP studies was due in large part to the inclusion of trials with higher unit costs, particularly longterm ones.
The order backlog shown in the red line graph, which is the source of future sales, exceeded JPY17 billion at
the end of H1, also setting a record high.

Please see page 13. This slide shows the trend of orders from overseas customers for the past 5 years,
including H1 of the current year.
The light blue bar graph shows the amount of orders received in H1 of each year, the gray bar graph shows
the amount of orders received in H2, and the red line graph shows the ratio of overseas orders to total orders
received.
Overseas orders received in H1 of the current year reached a record high of JPY2.55 billion, a YoY increase of
JPY1.3 billion, almost doubling the year-before amount. The previous year’s full-year overseas orders were
JPY3.13 billion, so the result for H1 of the current year has already exceeded 80% of the previous year’s annual
orders.
As shown in the red line graph, in H1 of the current year, the ratio of overseas orders to total orders increased
by 3 percentage points to 23.5%, as overseas orders grew even faster than total orders, which increased
around 50% YoY in H1.
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Since the increase in R&D costs for pharmaceuticals in the market is more pronounced in overseas markets
than in the Japanese market, we will continue to work with the recognition that orders from overseas
customers is the driver of growth.

Please see page 14.
In the previous slide, I explained that the growth in orders in H1 of the current year was largely due to an
increase in inquiries for NHP studies. In this slide, I will explain the advantages of our NHP studies, mainly
regarding the NHP supply chain.
We have established the supply chain for NHPs as medical research laboratory animals in the 1990s. In other
words, it is a system that controls breeding, raising, transporting, and assigning to a study within the SNBL
Group. This is the world’s first business model uniquely established by our Company, which supplies NHPs
stably in a timely manner, providing time value to our clients. Meanwhile, the worldwide shortage of NHPs
since the beginning of the COVID-19 pandemic is yet to be solved.
This is mainly due to 2 reasons. First, an increase in the global development of multiple drug modalities, and
second, China, dominant NHP supplier, continues to suspend exports. However, due to our well-established
supply chain, we were not adversely affected at all during this period.
We will continue to further strengthen our supply chain in the future. This includes expanding our joint
venture business in Cambodia, Japan, and China.
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In the Preclinical CRO business, we will continue to focus on providing time value to our clients, in addition to
the quality-first approach we have been emphasizing, and we will work from a global perspective to become
the first choice of our clients as the DANTOTSU CRO.
This was the explanation of our Preclinical CRO business. Thank you very much.
Iwata: Thank you very much for your explanation, Mr. Tsusaki. Now, Vice President Takanashi, please explain
about the businesses other than the Preclinical one.
Takanashi: My name is Ken Takanashi, Executive Vice President and COO. I will give an overview of our CRO,
Translational Research, and Medipolis businesses.

Please see page 16.
In the Clinical business, as we tackle the global challenge of the pandemic, the importance of global clinical
trials has been increasing to improve cost efficiency while overcoming the medical drug lag.
PPD-SNBL, a joint venture company with our global partner, PPD Group, has been steadily expanding its
business while maintaining the quality of its services by successfully harmonizing the PPD Group’s network,
which continues to grow in line with the global trend, with our human resource management that
incorporates elements of Japanese management. As a result, the equity in earnings from the JV company as
an affiliate has remained strong.
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Next, I would like to explain our Translational Research business. Please see page 17.
In the Translational Research business, the Company is developing business using its proprietary nasal drug
delivery platform technology. With regard to the development of nasal absorption drugs for systemic effects,
we have licensed out a migraine drug to Satsuma Pharmaceuticals based on our clinical experience of several
hundred cases, and we are also developing our own rescue drug for neurodegenerative disease through our
subsidiary SNLD. As scheduled, we will start the Phase I clinical trial by the end of the current fiscal year.
In addition, we are continuing to search for candidate drugs for the development of nose-to-brain delivery
technology. We are also working on the development of nasal vaccination mucosal immunity in response to
the growing need for treatment of emerging infectious diseases such as COVID-19.
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Please see page 18.
As for important investment related to the Translational Research business, Satsuma Pharmaceuticals, which
I mentioned earlier, has been listed on the Nasdaq stock market in the US and is currently conducting Phase
III pivotal study for the migraine drug in the US, with NDA submission planned for the end of next year. We
expect to receive revenue from Satsuma as a founding shareholder as well as a licensor.
There is another company listed on the Nasdaq market, Wave Life Sciences, which was spun out from SNBL.
The company is developing nucleic acid drugs, and has started clinical trials for 3 programs this year, using the
latest stereo control synthesis technology. In addition, a development program utilizing its own genome
editing technology is also underway.
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Please see page 19.
As part of the Translational Research business, we engage in a license brokerage business through our
subsidiary Gemseki, and promote the fund business through Gemseki Investment Limited Partnership, which
was established last year.
We will continue to work as a development partner in the life science business, committed to the further
growth and success of our clients in Japan and overseas, under the mission of supporting drug discovery.
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Next, I would like to explain the hospitality business within the Medipolis business. Please see page 20.
As Nagata mentioned the Medipolis business at the beginning of this meeting, as part of our efforts to
enhance our corporate value, we are promoting the hospitality business from the perspective of promoting
people’s wellbeing.
With the realization of overall health as the main concept, we have 3 different types of lodging businesses:
Healing Resort AMAFURU, Retreat Resort Ibusuki Bayhills, and Medical Resort HOTEL Fresia.
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Please see page 21.
In addition, as a sustainable development company, we are contributing to the achievement of the SDGs. We
continue research on the artificial seedling production of glass eels, which are feared to be increasingly
depleted. We are also promoting the geothermal power generation business, a renewable energy source, in
order to realize a decarbonized society, which is a global trend.
Geothermal power generation is a base-load power source capable of stable power generation with almost
zero CO2 emission. Japan has the third largest amount of worldwide geothermal power resources.
Since 2015, SNBL has been operating a 1,500 kW-class binary geothermal power plant. Maintaining a high
facility utilization rate, the plant generates stable revenue, realizing 9.66 million kWh in average annual sales
of electricity, which accounts for around 55% of the Company’s annual power consumption.
In the future, we will promote geothermal power generation using hot spring sources, new geothermal heat
without pumping up steam and hot water from underground, and joint research on CCS technology for carbon
dioxide capture and storage. By doing so, we aim to achieve carbon neutrality by 2030, ahead of the
government’s carbon neutrality goal by 2050.
This was the explanation of our Clinical, Translational Research, and Medipolis businesses. Thank you very
much.
Iwata: Thank you very much for your explanation, Vice President Takanashi.
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Question & Answer

Iwata: Now, let’s move on to the Q&A session.
First of all, Mr. Tsuzuki from Mizuho Securities, please ask a question.
Tsuzuki: Hello. Thank you for your explanation. This is Tsuzuki from Mizuho Securities.
The first question: You are aiming to become the DANTOTSU CRO. I think you stated the changes in the CRO
business between the situations before and amid the COVID-19 pandemic, and mentioned the diminishing of
the lead time and unit cost in those changes. If possible, I would like to know qualitatively, and if possible,
quantitatively, about the diminishing of the lead time and unit cost. This is the first question.
Speaker: We will ask each question. This question is for Senior Executive Director Tsusaki.
Tsusaki: I will answer your question. Thank you for your question.
In our aim to become the DANTOTSU CRO, our most important feature is NHP studies. I think our main policy
will be to further refine that area.
Our specific contribution to this was that we shortened the lead time and raised the unit cost of trials.
In terms of shortening the lead time, we are working on drugs in critical and imminent phases of clinical trials.
For example, we are engaged in the development of many therapeutic vaccines related to the novel
coronavirus, and it is very important to shorten the lead time in these areas.
Although we cannot disclose quantitative figures here, such as the number of days, we have received positive
feedback from some pharmaceutical companies.
As for the unit price, this does not necessarily mean an increase in unit price starting from a price hike. We
receive orders for many types of trials. There is a large variety of amounts, ranging from small ones costing
hundreds of thousands of Japanese yen to large ones costing hundreds of millions of Japanese yen.
In H1 of the current fiscal year, the number of orders received for clinical trials increased by around 10%, but
in terms of the amount of orders received, we were able to intensively receive orders for long-term trials with
high unit prices, which led to the current results. That is all.
Speaker: Are you okay with the first question, Mr. Tsuzuki?
Tsuzuki: I understand. I will ask the second question. It is about the figures in Q2. Based on the Q2 results
alone, to be frank, I believe that the full-year forecasts are a bit conservative.
For example, if you know that there should be declines in Q3 and Q4 due to seasonal factors, the revised
figures would be understandable. However, if there are no such factors, I wonder if you are a bit too
conservative.
1 more thing about NHPs in the CRO business, I would like to know what will be a bottleneck as the order
volume gets bigger and bigger in the future. Will NHPs be a bottleneck, or the people and staff who are
assigned to be engaged in NHP studies? I would appreciate if you could suggest a few things about that.
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Speaker: First of all, Nitanda will answer the question about the Q2 results and the outlook for the full year.
Nitanda: Regarding the outlook for H2 compared to the Q2 results, as I mentioned earlier, we are planning to
conduct clinical trials in the Translational Research business in H2, and the development costs for these trials
will be incurred in H2 compared to H1 or Q2.
The gap between operating profit in H1 and H2, as you mentioned, will be due to the expenses that will
intensively be spent in H2 as we keep high capacity utilization, and plan to strengthen the acquisition of human
resources for future business development. That is all.
Speaker: Now, Tsusaki will answer the second part of your question.
Tsusaki: You asked about a possible future bottleneck in receiving orders for NHP studies, which have been
faring well.
You guessed right about the major factors. 1 is the procurement of NHPs themselves. Another factor is to
strengthen the people and staff who conduct experiments and studies. In addition, the third factor is facilities
for conducting the studies. We think that these 3 are possible bottlenecks.
First of all, regarding the procurement of NHPs, as I mentioned on the previous slide, we are currently taking
measures to strengthen our established supply chain. As for personnel, as Nitanda just explained, we are
currently strengthening our staff in order to meet the trend of strong orders.
Finally, we are currently investing about JPY1 billion to beef up our facilities, including hardware. That is all.
Speaker: Are you okay with the first question, Mr. Tsuzuki?
Tsuzuki: Yes, I understand. Just 1 more point, in the Translational Research business, I think Satsuma and
Wave are currently running clinical trials. It would be great if you could tell us a little bit about your schedule,
such as the timeline for future results. I would like to confirm this point.
Speaker: This question will be answered by Vice President Takanashi.
Takanashi: Satsuma is currently running Phase III trials for a migraine drug called STS101. As I mentioned
earlier, Satsuma plans to complete the trials in the middle of next year and make an NDA application by the
end of next year.
On the other hand, Wave’s clinical trials started this year, and they are Phase Ia and Phase Ib trials. Since the
target is a rare disease, though they are conducting the trials on a global basis by recruiting people, it will take
time for the trials to move forward by the end of next year, so we are not in a position to announce the results
immediately. Such is the situation. Is that okay?
Tsuzuki: I understand very well. Thank you very much.
Iwata: The next question is from Mr. Stephen Barker from Jefferies (Japan). Please, go ahead.
Barker: Hello. This is Stephen Barker from Jefferies (Japan). I would like to ask you 2 questions.
First of all, according to page 13, the ratios of the amount of overseas orders and their balance have been
increasing year by year, and considering [inaudible] pharmaceutical products and research expenses overseas,
I think there is still room for the ratio of orders from overseas to increase further. What do you think about
that?
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The second question is, in order to respond to this growing demand, you mentioned earlier that you would
invest JPY1 billion, but can you cope with it if you just make investment? Or can you tell me if there is any
other bottleneck that is to block this growth?
Speaker: Tsusaki will answer both of these questions.
Tsusaki: First of all, the growth in orders from overseas customers is exactly as you mentioned. For example,
if you compare the size of the Japanese market with the US one, which is the largest market in the world, it is
generally said that the latter is about 10 times as large as the former.
1 of our major global strategies is to receive orders from markets that are 10 times larger than ours, especially
the US market.
In our overseas business, customers who have experienced our services are building up a reputation for us
through word of mouth, and we believe that this is resulting in steady growth.
Regarding investment, we are in the midst of making an investment of about JPY1 billion. Of the 3 major
factors that I mentioned earlier, I believe that the human factor is the most important.
We hire new graduates regularly and systematically, and we are also actively hiring mid-career workers in
some areas where we see weaknesses. We recognize that this systematic development of human resources
is 1 of the major characteristics of our Company.
That is all.
Speaker: Is that okay, Mr. Barker?
Barker: Yes. Thank you very much.
Iwata: Thank you very much. The next question is from Mr. Sato of Nikkei BP.
Sato: My name is Sato from Nikkei Biotech. I would like to ask you 1 question.
This is about the VC fund that is being operated in the Gemseki business. This was established in August 2020.
Has this fund already invested in any companies? I would also appreciate it if you could tell me how many
companies this fund plans to invest in, and how many hundreds of millions of Japanese yen it plans to invest
in each company.
Speaker: Vice President Takanashi will answer the question.
Takanashi: Let me explain. Although we established the fund last year, the actual investment activities started
this year. The fund has already invested in several companies, but with a total scale of JPY1.1 billion, the
investment per company is not that large.
I would like to refrain from explaining the details of this matter further, as there are factors like the policy of
the fund and that it has the counterparties.
Speaker: Is that okay, Mr. Sato?
Sato: Yes. Thank you very much.
Speaker: Thank you.
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Iwata: Next, Mr. Matsubara from Nomura Securities.
Matsubara: My name is Matsubara from Nomura Securities. Thank you very much.
I’d like to ask about the CRO business. Would you tell us about the current management system for animal
facilities and the current utilization rate? I would also like to know the ratio of projects for COVID-19
therapeutic agents.
Tsusaki: Thank you very much for the question. Tsusaki, the person in charge, will reply to you.
First of all, regarding the utilization rate, we generally recognize that the utilization rate of laboratories is an
important factor in our CRO industry, and we are controlling this factor.
Naturally, orders have been strong, so the test rooms have been operating at a high level. However, we are
not at 100%, and there is still some room for operation.
As I mentioned earlier, we are also experiencing strong customer demand, so we are currently in the process
of making the JYP1-billion investment that I mentioned earlier to alleviate the operating conditions there, or
rather, to prepare a system to accept more orders.
As for COVID-19-related work, I cannot disclose the details because we have partners, but we have received
around double-digit orders. That is all.
Speaker: Is that okay, Mr. Matsubara?
Matsubara: Thank you very much. In addition, I think that by investing the JYP1 billion, you will be able to
increase the number of facilities, but what do you think about how many times the current number of projects
you can acquire through the investment?
Tsusaki: We are in the process of making this investment of JYP1 billion, and we expect it to contribute to an
increase in capacity of approximately 20% to 30%. That is all.
Matsubara: I understand very well. Thank you very much. That is all from me.
Speaker: Thank you very much, Mr. Matsubara.
Iwata: Mr. Barker from Jefferies is going to ask an additional question. Please go ahead.
Barker: Thank you very much. I would like to ask you about the P&L statement by segment. The Translational
Research segment was in the red for about JPY300 million in H1 of both the previous year and the current
year. I think this is a matter of course because it is only doing research, but will it continue to have the same
JPY300 million in deficit for 6 months? Or, depending on the number of clinical trials being conducted and
other factors, is there a possibility of significant expansion? Please tell me about that.
Nagata: I, President Nagata, would like to answer.
We have engaged in the development of nasal drug delivery for about 20 years since 1998, and we have
conducted basic research, Phase I and Phase II trials mainly in the US.
After that, we established Satsuma Pharmaceuticals in San Francisco, and our strategy was to out-license our
patents to this company, where we raised about JPY27 billion in capital. We have been spending these
proceeds for the development.
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As you can see, we did not spend our own money, but we listed the subsidiary on the stock market to procure
the proceeds. However, in such a case, as shown in the material, our shareholding ratio would fall below 10%
or become a little higher or lower than that, and we would like to increase this ratio somewhat.
In order to do this, we thought that it would be better to work internally up to a certain level, i.e., Phase I,
Early Phase II, or Proof of Concept, and then obtain some form of external funding, so that we could maintain
our shareholding ratio. We are now in the process of conducting Phase I clinical trials.
Once Phase I or Early Phase II is completed, we will start to obtain funding similar to what Satsuma
Pharmaceuticals has done so far, so I don’t think we will have any impact on the P&L statement after that.
As for the timing, I think that in-house trials will continue probably until 2 fiscal years ahead, and after that,
we will raise funds from investors. As for how much money we will need before then, you can assume that
the same level of funding will continue for the next 2 years. Is that okay?
Barker: I understand. Thank you very much.
Iwata: Thank you very much. Now I have 1 more person who asked an additional question. Mr. Tsuzuki from
Mizuho Securities, please.
Tsuzuki: Thank you very much. Just 2 points, please.
I would like to know if there are any seasonal factors in the CRO business. Moreover, I know that you are also
involved in studies using mice and other animals as well as NHPs in the CRO business. What are their
composition ratios? If it is too difficult to answer, I would like to know a little about the changes in the
composition of the types of animal testing in the past few years, for example. These are the last 2 questions I
would like to ask.
Tsusaki: Now, let me answer the questions.
As for seasonal factors, in the past, sales tended to be concentrated at the end of the fiscal year, but in recent
years, there have been no significant seasonal fluctuations.
There are some cases where pharmaceutical companies rush to place orders around the end of the fiscal year
for budgetary reasons, et cetera, but we hope that these will not have a major impact on our performance.
As for the second question, as you mentioned, we also receive orders for studies using other animals than
NHPs. We are recognized in the market as a full-service CRO, at least in Japan, so we have the internal
resources to provide the entire non-clinical lineup.
I think it’s safe to say that the ratio of major orders for NHP studies is roughly half to slightly more than half
of the total. This ratio has not changed much since NHP studies are our remarkable feature. However, in
recent years, as I mentioned earlier, there has been an increase in the number of cases that require NHP
studies due to long-term studies and changes in drug discovery modalities. In light of this background, we can
say that the ratio has been growing as a general trend. This is a trend that is gradually increasing. That is all.
Speaker: Is that okay, Mr. Tsuzuki?
Tsuzuki: Yes. Thank you very much.
Iwata: Now that all questions have been answered, we would like to conclude the Q&A session.
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Finally, I would like to ask you as moderator to please check the top page of our website and take a look at
the dedicated ESG-related pages and the IR Group’s pages.
This concludes the financial results briefing for Q2 of the fiscal year ending March 2022. Thank you very much
for taking time out of your busy schedules to join us today.
[END]
______________
Document Notes
1.
2.
3.
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