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Presentation 

 

Moderator: Good afternoon. Thank you for joining us today for the Fuji Pharma Co., Ltd. financial results 
briefing for the second quarter of the fiscal year ending September 30, 2022. 

First of all, let me begin by introducing today's speakers. Mr. Takayuki Iwai, President and CEO. 

Iwai: Thank you. 

Moderator: Mr. Atsuya Mitsuhashi, Executive Corporate Officer. 

Mitsuhashi: Thank you. 

Moderator: Mr. Shuhei Morita, Executive Corporate Officer. 

Morita: Thank you. 

Moderator: Mr. Takeshi Sato, Corporate Officer, Corporate Planning. 

Sato: Thank you. 

Moderator: Now, as for today's proceedings, Mr. Sato will give an overview of the consolidated financial 
results for the second quarter of the fiscal year ending September 30, 2022. Mr. Iwai and Mr. Morita will 
discuss progress in Mid-term Business Plan. 

We will then proceed to the Q&A session. We will be happy to answer as many questions as time permits, so 
please do not hesitate to contact us with any questions you may have. You can enter your questions in the 
chat at any time during the presentation. 

We will now move on to the presentation of the financial results. Mr. Iwai, thank you. 
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Iwai: Thank you very much for joining us for today's financial results briefing for the second quarter of the 
fiscal year ending September 30, 2022. Today, we will start with an overview of the consolidated financial 
results for Q2 and then discuss progress in Mid-term Business Plan. 

Mr. Sato will now give an overview of the consolidated financial results for Q2. 
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Sato: This is Sato from Corporate Planning. Thank you. I would like to discuss the consolidated financial 
summary for the second quarter of the fiscal year ending September 30, 2022. 

In the first half of the fiscal year ending September 30, 2022, net sales and profits increased due to 
contributions from new products such as F-meno, acquisition products and in-licensed products such as 
PROPESS, and existing women's healthcare products, including oral contraceptives. 

Changes in the cost structure due to changes in the product mix resulted in an increase in gross margin. This 
absorbed the increase in SG&A expenses due to R&D and other expenses. 

In OLIC, net sales increased due to an increase in new contracts. However, profits were at the same level as 
the previous fiscal year due to an increase in SG&A expenses, including up-front costs for production and sales. 

Topics in the first half of the year related to R&D included the launch of F-meno capsules, which were 
approved at the end of the previous fiscal year, and the approval of two new generic products. 

The Phase III clinical trials of FSN-013 is progressing as planned. 
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I will add a few additional points that were not covered on the general summary on the previous slide. 

First, while operating and ordinary profit increased, profit attributable to owners of parent decreased. This 
was due to the sale of cross-shareholdings of approximately JPY150 million recorded in the previous fiscal 
year, and the resulting temporary difference in tax effect accounting related to the provision in the previous 
fiscal year. 

Next, R&D expenses increased approximately JPY300 million from the previous year. In terms of R&D 
expenses as a percentage of net sales, this represented a 1.5% increase. 

Due to postponement of R&D expenses and the transition of acquisition and in-licensed products, cumulative 
operating profit to the second quarter increased significantly. For the full year, we will continue to aim to 
exceed the plan, but at this point, we believe that the results will be generally in line with the plan. 
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Here is a comparison of sales and operating profit compared to the previous fiscal year. 

In terms of sales, we saw increased sales in hormone drugs, Nihon Pharmaceutical acquisition products, 
contracts at the Toyama Factory, and OLIC. On the other hand, sales of contrast media and filgrastim 
decreased due to the NHI price revision and other factors. Overall, sales increased. 

Operating profit increased due to an increase in gross profit from higher revenues, which offset increases in 
personnel expenses, R&D expenses, and other expenses. 
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Here is a comparison of sales and operating profit versus forecast. 

Sales fell short for hormone drugs which are valuable treatments for women's healthcare and for which we 
had some degree of expectation. However, sales of acquisition products that were expected in the second 
half of the year were shifted to the first half of the year. Also, the strong performance of OLIC also contributed 
to higher sales than expected. 

Operating profit significantly exceeded the forecast due to an increase in gross profit from higher sales, 
curbing of SG&A expenses, and the postponement of R&D expenses to a later date. 

 



 
 

 

Support 
Japan 050.5212.7790    North America  1.800.674.8375  

Tollfree  0120.966.744 Email Support     support@scriptsasia.com 
8 

 

 
Sales by drug class are shown here. 

Sales of hormone drugs have grown significantly and now account for more than one-third of our sales. The 
total sales from the Toyama factory and OLIC accounts for approximately 20% of the total, and the percentage 
is increasing every year. 
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Here are sales figures for the top 15 products. 

FOLIAMIN is a new addition to the Nihon Pharmaceutical acquisition products. 

The percentage of progress toward the full-year forecast was approximately 50% overall, almost in line with 
our plan. However, we do see some variability by product. In the second half of the year, we intend to further 
strengthen our activities to achieve our full-year forecast. 
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Sales trends by medical field and dosage form are shown in the table below. 

There is no significant change in the trend in acute medical care and women's healthcare or parenteral 
Injections and oral medications. 
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The sales trends for acute medical care and women's healthcare are shown in the table below. 

In the area of women's healthcare, with the launch of F-meno capsules, sales of menopausal treatment drugs 
now accounts for about 5% of total sales in the category. 
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The balance sheet as of March 31 is as shown in the materials. 

On the asset side, cash and deposits decreased and fixed assets increased due to Toyama plant Capex and 
payment of consideration for acquisition projects. On the liability side, borrowings have increased for the 
same reason. 

As a result, total assets increased and the equity ratio declined, but we do not consider this to be at a level 
that raises concerns about financial stability. 
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For the same reason for cash flow, cash flows from investing activities increased and was supplemented by 
cash flows from financing activities. 

Cash flows from operating activities was negative, but this was mainly due to a change in the supplier of bulk 
contrast media. The inventory that was borne by the intermediary supplier was switched to our inventory. 

The large change in trade payables was due to a temporary decrease in the balance of trade payables in the 
previous two fiscal years. This does not mean that the purchase site was specifically reviewed in the current 
fiscal year. 
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This is the forecast for the full year. 

Although profits, especially in the first half of the year, significantly exceeded our forecast, we expect the full 
year to be generally in line with our forecast, mainly due to the postponement of R&D expenses to a later 
date. 
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Finally, I would like to discuss shareholder returns for the fiscal year ending September 30, 2022. 

We have explained in the Corporate Report and other documents that our dividend policy is based on stable 
dividends, aiming for a dividend payout ratio of 30%. If profits for the current fiscal year reach the forecast 
level, we plan to pay 32 yen annual dividend by applying a dividend payout ratio of 30%. 

Based on the first half results, we have already announced that the interim dividend will be 15 yen per share 
as planned. 

This concludes my presentation. 

Iwai: I would now like to talk about progress in Mid-term Business Plan. 

I have not explained much about the business areas we are engaged in, so I would like to take some time 
today to talk a little about our Company's unique characteristics. What is the environment in the business 
areas in which we intend to invest more management resources, and in what direction do we intend to move 
within this environment? How are these two points aligned within Mid-term Business Plan? I would like to 
talk about this today. 

After that, we would like to explain in detail about two important areas in which we will invest more 
management resources in the future. Mr. Morita will talk about investment in women's healthcare, and Mr. 
Mitsuhashi will talk about biosimilars. 
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First, a few words about our business areas. Although we are often referred to as one of the four generic listed 
companies, we are making the transition from a generic pharmaceutical company to a specialty 
pharmaceutical company. We hope that everyone will appreciate this point today. 

First, our business areas. 

The generic market is represented here by a gray line graph. As you know, we have already almost reached 
our target of 80% of the domestic generic share in terms of volume. The generic market itself is not expected 
to expand significantly in the future. Therefore, the question is how to increase market share in the limited 
generic market. 

We do not intend to compete head-to-head in the generic drug market but rather to invest further 
management resources in markets that will expand in the future. This is our current thinking. 

Two of these are women's healthcare and biosimilars. 

As shown by the orange and blue line graphs, the markets for women's healthcare and biosimilars are each 
expected to expand by more than 30% over the next 10 years. By further concentrating management 
resources in these two areas, we will further develop as a specialty pharmaceutical company and change our 
business format. This is our strategy. 
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I would like to explain this point in more detail on the next slide. 

This is the trajectory of our transformation into a specialty pharmaceutical company in the field of women's 
healthcare. 

To give you a little background, our partnership began in 2008 with the marketing of LUNABELL® Tablets LD, 
dysmenorrhea treatment drugs. This was followed by the introduction of l‘ estrogel® , a transdermal estradiol 
brand drug, in 2012. In 2013, we acquired four women's healthcare products, mainly infertility treatment 
drugs, from Shionogi. 

In 2016, we launched our first compound developed in-house, UTROGESTAN® Vaginal Capsules. As I have 
reported several times, in September last year, we received approval for F-meno® Capsules, also developed 
in-house, and launched them on the market. 

In addition, we have been steadily expanding our new drug portfolio in the field of women's healthcare 
through our partnership with Ferring Pharmaceuticals in December last year. 

We have built up a broad product portfolio in the women's healthcare area by combining these products with 
generic drugs developed by us. 

In the area of women's healthcare, which we will discuss in detail later, we deal with a wide range of diseases 
specific to women at all life stages. We aim to work hard to develop the Fuji brand in women's healthcare. 
This is our strategy. 
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I would like to show you some concrete figures relating to what I have just mentioned. 

We have shown this pie chart several times before. As I mentioned in the previous slide, by firmly building our 
brand in the women's healthcare area, we aim to roughly double our current sales of JPY11.5 billion to JPY20 
billion by the final year of Mid-term Business Plan. By 2029, we aim to increase sales to JPY35 billion. This is 
the current plan. 

The percentage figures are shown at the bottom of the page. This chart shows the ratio of specialty products, 
including contrast media, to our domestic sales. 

By promoting the measures I just mentioned, we plan to raise the specialty ratio from the current 68% to 80% 
by September 2024, the final year of Mid-term Business Plan. 

In addition, we are currently preparing for the approval of biosimilars in Japan through our partnership with 
Alvotech in Iceland. For the fiscal year ending March 31, 2029, we currently expect biosimilar sales of 
approximately JPY15 billion. 

In the area of generic drug development, we will continue to develop distinctive generic drugs as we have 
done to date. We will strengthen our presence in women's healthcare and biosimilars by further investing 
management resources in these areas. 

This is our strategy as we position ourselves as a specialty pharmaceutical company. 
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With this in mind, I would now like to take another look at Mid-term Business Plan and talk about the four 
growth scenarios we have envisioned. 

I have covered two of those. One is “No.1 in Women’s Healthcare”. The second is “Establish Biosimilar 
business”. By pushing ahead with these two initiatives, we will further solidify our business model as a 
specialty pharmaceutical company and achieve the goals of our Mid-term Business Plan. 
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The next slide shows the quantitative targets of Mid-term Business Plan. 

By solidly implementing the strategies I just mentioned, in the fiscal year ending September 30, 2024, the final 
year of our Mid-term Business Plan, we aim to achieve net sales of JPY50 billion and operating profit of JPY5 
billion, or 10% of our total net sales. We will strive to achieve this. 
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I would now like to explain the priority measures we implemented in the first half of the fiscal year ending 
September 30, 2022 to achieve our Mid-term Business Plan. 

Let me explain a little from the top. The second on the list is a new drug developed in-house. We have the 
launch of F-meno® Capsules. We also have the business and sales partnership with Ferring Pharmaceutical. 

We will also begin Phase III clinical trials for FSN-013, a new drug that we are developing as a post-Lunabell 
drug. It has an August start date. We also have the response to the NHI drug price listing in conjunction with 
infertility treatment insurance coverage. We were also able to steadily and concretely implement milestones 
to achieve our Mid-term Business Plan, such as product acquisition from Nihon Pharmaceutical. These are our 
achievements in the first half of the year. 

In addition, we have already begun construction and introduction of manufacturing facilities to ensure stable 
supply in the women's healthcare and biosimilar areas. I would like to explain this on the next slide. 

I would now like to give a summary of our manufacturing facilities, including investment progress at the 
Toyama Plant, and our materiality. 
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First, here is the status of capex on Toyama Plant. 

The first, shown in the upper left-hand corner, is the construction of a new tablet building. This is a 
manufacturing facility for hormone drugs, manufacturing products in the field of women's healthcare. We are 
currently seeking to expand in this field. 

The current manufacturing capacity for hormone drugs is approximately 150 million tablets. When completed, 
this facility will triple our manufacturing capacity to 450 million tablets. 

We have also started to introduce a multi-syringe line for biosimilars in Toyama Plant with a view to obtaining 
approval. 

Both of these areas are priority areas for us. We will ensure a stable supply system. This is our objective. 

We will provide regular updates on the progress of these investments. 
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The next step is to identify materiality. This is a reiteration of the key issues we face as we put our 
management philosophy into practice. 

First, during the formulation of Mid-term Business Plan, we identified 18 materialities. The level of importance 
to us was discussed by the Sustainability Committee which is composed mainly of executive officers. The level 
of importance to our stakeholders was determined by surveying our business partners and shareholders. 

The level of materiality will be periodically reviewed as necessary as we move forward with our materiality 
efforts to realize our 2030 Vision and Mid-term Business Plan. 
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This is the last slide of the summary. The main initiatives related to materiality for the first half of the fiscal 
year ending September 30, 2022 are as presented. 

In the first half of the year, we have been engaged in a wide range of activities, such as obtaining ISO and two 
standard approvals for the Toyama Plant. We have also obtained certification as an excellent health 
management corporation, reformed work styles, with a focus on promoting the role of women in the 
workplace, and educational activities to improve the well-being of women. 

This concludes my summary. 

Mr. Morita will now discuss the area of women's healthcare. 
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Morita: My name is Morita, and I am the director responsible for the women's healthcare area of Mid-term 
Business Plan. I would like to explain our efforts in the area of women's healthcare. 

We have been involved in women's healthcare since its founding about half a century ago. We have focused 
on female hormone drugs and have grown, thanks to the support of medical professionals. 

With a strong desire to make even greater contributions in the field of women's healthcare in the future, we 
have set our vision for 2030 as contributing to the improvement of women's well-being around the world. 

In order to achieve this vision, we will focus more and more on the field of women's healthcare. In this part, I 
will explain the marketability and potential of the women's healthcare field and our strengths in this field. 
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First, let me explain about marketability. 

The declining birthrate and aging population, as well as the accompanying decline in the working-age 
population, are major issues facing Japan today. The social environment surrounding women has been 
changing dramatically, with an increase in the number of working women, increasing age of first marriage and 
childbearing age, and a decrease in the number of lifetime births. These changes have made the health issues 
faced by women more apparent than ever. 

The chart below shows the major diseases and challenges for women at each stage of life. 
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Due to this type of changes in the social environment relating to women, women's health issues have been 
increasingly featured in the media in recent years. From 2019 to 2021, media exposure of the topic has 
increased by a factor of 1.8. 

You may have noticed an increase in the number of news reports and programs on menstruation and 
menopausal disorder on TV and in newspapers in recent years. Women's health issues are currently attracting 
a lot of attention, and we believe that one of the main reasons for this is the lack of sufficient understanding 
of women's health issues in Japan until now. 

However, I think you can see that changing this situation is a very important issue for improving women's 
well-being and, by extension, for Japanese society. 

How will this increased media exposure further deepen the public's understanding of women's health issues, 
and how will this change the market in the area of women's healthcare in the future? 
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Here is the domestic market forecast for women's healthcare. 

The green line graph shows the female population trend in Japan from 2010 to 2019, and this forecast of the 
female population after 2021 is from the National Institute of Population and Social Security Research. 

On the other hand, the bar graph shows the actual market for women's healthcare and a market forecast by 
Fuji Keizai. In Japan, the women's healthcare market is expected to grow despite the declining female 
population. 

Why is that the case? 
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This slide shows some of the major factors that contribute to the projected growth of the women's healthcare 
market. 

First, the dysmenorrhea and endometriosis market, which covers the period from puberty to reproductive 
period, has been expanding steadily. The market has grown 63% in the last two years. 

According to Japan Enlightenment Committee in Endometriosis, the number of potential dysmenorrhea 
patients in Japan was estimated to be about 8 million in 2012, of which only about 10% were receiving 
treatment at medical institutions. 

Subsequently, as I mentioned earlier, although the market for dysmenorrhea is expanding, there are still a 
great many women who remain untreated, and the market is expected to continue to grow. 

Japan is still behind the curve in terms of birth control at reproductive period. In France and the US, where 
the idea of women protecting their own bodies and giving birth when they want to is widespread, use of oral 
contraceptives is quite common. The usage rate of oral contraceptives is 33% in France and 14% in the US. In 
Japan, the rate is less than 3%. 

Next, it is anticipated that the number of child births at an older maternal age will continue to increase and 
that appropriate drug treatment to support this situation will become more important. As you all know, 
infertility treatment will be covered by public health insurance from April of this year. Demand is expected to 
grow as the financial burden of treatment will be lower than before. 
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As media exposure of menopause increases, there is a growing awareness that menopausal disorder is not 
something to be endured, but rather, something to be controlled by visiting a medical institution and receiving 
appropriate treatment. 

 

I have listed a few examples, and as you can see, the field of women's healthcare is expected to continue to 
expand. 

As shown in the slide, we have tied up with various media and organizations in order to improve the quality 
of life of women suffering from various health issues. We have been involved in disease awareness activities 
and have been working with 100 obstetricians and gynecologists to provide correct information on women's 
health to as many patients as possible. We are continuing our disease awareness activities through our 
women's health support app, LiLuLa, in order to reach as many women as possible. 

From the previous explanations, we hope you understand that the women's healthcare market will continue 
to expand significantly in the future. 
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I will now explain Fuji Pharma's strengths in such an expanding market. 

First, our product lineup. The horizontal axis shows the life stages of women, and the vertical axis shows 
typical disease areas at each life stage of women. 

Listed here are our product lines. We have a broad product pipeline covering all areas. 
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In addition, there is no significant gap in the composition of product sales by therapeutic area, indicating that 
our products cover each disease area evenly. 

This gives us access to specialists in each disease area. We believe that this is a major strength of us as we 
continue to develop our business in the area of women's healthcare and plan to expand sales. 
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I will now present our forecast sales trends and plans in the area of women's healthcare. 

The figure on the left is the future forecast for the women's healthcare market that we introduced earlier. 
The market is projected to expand 1.27x between 2019 and 2027. 

The figure on the right is our sales plan. We plan to increase our sales by a factor of 3.4 by 2029 in the 
expanding women's healthcare market. In other words, we plan to further expand sales and increase our 
market share by leveraging our strengths in the women's healthcare market, which is expected to grow in the 
future. 
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How can we make that happen? The following slides will introduce the main items. 

First, in the area of dysmenorrhea and endometriosis, we are aiming to launch the new drug FSN-013. 

The drug is currently in development domestically, and will be a next-generation treatment for dysmenorrhea. 
It is a combination of drospirenone and estetrol, a natural follicular hormone with some unique properties. 

It is expected to reduce the side effects reported with the conventional combination therapy used for 
dysmenorrhea, which includes the follicular hormone ethinylestradiol. 

Estetrol has less effect on the blood coagulation system, less effect on lipids, and is less likely to cause weight 
gain than existing drugs. It is a new global drug that was just approved and launched as an oral contraceptive 
in the US and Europe last year. We have licensed the drug in Japan and ASEAN countries, and are developing 
it in Japan for the indication of improving pain associated with dysmenorrhea and endometriosis. We are 
currently conducting Phase III clinical trials. 

We will deliver a new treatment option for dysmenorrhea in the next few years. The dysmenorrhea market is 
one of the largest in the field of women's healthcare, and it is continuing to expand. 

In Thailand, we have already filed an application for import approval as oral contraceptive and aim to launch 
the product in 2023. 
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In the area of birth control, in order to raise the natural right of women to be able to give birth when they 
want to, to the level of developed countries, we will continue to focus on raising awareness of birth control 
in cooperation with obstetricians and gynecologists and various organizations that focus on raising awareness. 

In addition to raising awareness, in response to the future expansion of the oral contraceptive market, we will 
further increase its presence in this area by investing in facilities to strengthen its supply system. We are 
constructing a new tablet building in order to fulfill our responsibility, with one of the few manufacturing 
facilities responsible for the domestic production of oral contraceptives. 

In the area of pregnancy and childbirth, we entered into a marketing agreement with Ferring Pharmaceutical 
last December for PROPESS, the product indicated for cervical ripening. This is one of the drugs that will 
address the challenges posed by the increasing proportion of births at an older maternal age. 

Although PROPESS has long been a standard drug globally, it was made available in Japan less than two years 
ago. In Japan, this is the first new product in the area of childbirth in 20 years, and we will strive to promote 
this drug domestically. 

We have a strong connection with the area of infertility treatment. The percentage of children born through 
in vitro fertilization was 1 in 40 in 2009, but in 2019, the figure is 1 in 14. 

Furthermore, due to the expansion of public health insurance coverage, Fuji Keizai forecasts that the market 
will double between 2020 and 2024. It is expected to become increasingly familiar to us all. We, as a company 
with a top-class product lineup in this field in Japan, will make a company-wide effort to meet the growing 
demand. 
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Finally, the menopause disorder area. 

It is estimated that about 7 million women have menopausal symptoms out of a population of about 17 million 
women between the ages of 40 and 59, which is considered to be the menopausal period. However, only 
155,000 of these patients are actually receiving treatment. That's about 2% of all women with symptoms. 

We will work with obstetricians and gynecologists and various organizations to raise awareness of the fact 
that menopause disorder in women is not something to be endured, and women can lead a comfortable life 
by receiving appropriate treatment. 

In November last year, we launched F-meno capsules, the first progestogen product in Japan to be marketed 
for menopause-related indications. The launch of this product heralds the spread of hormone replacement 
therapy, or HRT, in Japan. We are focusing on information provision activities to contribute to improving the 
quality of life of menopausal women. 

I have discussed women's health issues in Japan, the market potential for future growth, and Fuji Pharma's 
strengths and business plans in the area of women's healthcare. 

This concludes my presentation on the women's healthcare field. 

Next, Mr. Mitsuhashi will talk about biosimilars, another area on which we are focusing our efforts. 
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Mitsuhashi: Mitsuhashi here. I will now explain our biosimilars business initiatives. Thank you. 

First, I would like to give an introduction to the biosimilars market. 

As you are aware, the share of biopharmaceuticals in global pharmaceutical sales continues to grow 
significantly. This is also true of Japan. In recent years, biopharmaceuticals have been facing patent expiration 
one after another. There are growing expectations for biosimilars to replace expensive biopharmaceuticals, 
with the anticipated benefits of reducing medical costs, reducing patient burden, and supporting the universal 
health insurance system. 

The biosimilars market is expected to grow to JPY124.2 billion by 2030. The market is expected to be 2.2x 
larger than in 2019. 
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This trend is also evident in national policies. The Japanese government has indicated in its Framework Policy 
that it intends to promote the research, development, and spread of biosimilars. Just as various measures 
have been taken to promote the use of generics, specific measures to promote biosimilars are also being 
considered and promoted. 

At present, the use of biosimilars varies from a few percent to just under 90%, depending on the product. 
However, the overall percentage of biosimilars in use is increasing every year. 

We will work to gain the understanding of medical professionals and patients regarding the quality, safety, 
and efficacy of biosimilars and support the spread of biosimilars. 
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So far, 37 biosimilars with 16 active ingredients have been approved in Japan. 

With an average of 2.25 approved companies per ingredient and 2.38 marketing companies per ingredient, 
the number of competing companies is small. The situation is very different from generics, where many 
companies are in the market. There are high barriers to entry for development, manufacturing, and stable 
supply. The number of manufacturers entering the market is limited. 

By forming a partnership with Alvotech, which has a large number of development candidates and many 
overseas sales companies as partners, we have secured an abundant pipeline, reduced development costs, 
and gained cost competitiveness. By establishing a system that enables manufacture of a stable supply either 
in Japan or overseas, we will differentiate ourselves from our competitors. 
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Continuing on, here is the status of development. 

One product was added to the development portfolio in February of this year, bringing the total to six products. 
We are currently in discussions with Alvotech regarding one additional product. The domestic market for the 
six products is currently worth approximately JPY220 billion, and it continues to grow. 

Finally, in September of this year, we plan to submit an application for manufacturing and marketing approval 
for one product. 
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Measures with a view to marketing biosimilars are also underway. 

The transfer of product sales and manufacturing and marketing approval is quite a complex matter, but it is 
significant in the synergies that it will bring in the future sales of biosimilars as we move forward. 

This is true for the products shown here, for which we concluded an agreement with Nihon Pharmaceutical 
last December. We believe that this will be a positive factor in the sales of biosimilars. 
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In many cases, our target customers for the biosimilars that we are promoting are medical departments that 
we have not focused on in the past. This includes departments such as gastroenterology and rheumatology. 

SULPREP and MINCLEA are used in gastroenterology. FOLIAMIN is prescribed in rheumatology. We believe 
that adding these products to our product portfolio is an effective way to secure a foundation for our 
information provision activities by building relationships with healthcare professionals. 

In this way, we will continue to transfer sales and acquisition in a manner that generates synergy. 

Last but not least, biopharmaceuticals have excellent therapeutic effects on many diseases. However, it has 
been pointed out that high drug costs lead to an economic burden on patients and an increase in social 
security costs. 

Biosimilars not only contribute to reducing healthcare costs, but also improve access to treatment for patients 
who cannot bear the financial burden of biopharmaceuticals. The Japanese government is supporting this 
initiative. 

There are few companies in the market due to high barriers to entry in development, manufacturing, and 
stable supply. We intend to invest resources in this area to differentiate ourselves from our competitors and 
prepare for sales from various angles in order to deliver necessary medical care to patients who need it. 

Iwai: This is the last slide for today. 

As I explained at the beginning of this presentation, performance in the fiscal year to date has been favorable. 
Today, we explained the characteristics of us as a specialty pharmaceutical company. 
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In order to achieve the goals of Mid-term Business Plan, we will further invest management resources in the 
two areas of women's healthcare and biosimilars. Both of these areas are expected to grow further in the 
future. 

As a result, we aim to achieve our goals of JPY50 billion in consolidated net sales and JPY5 billion in operating 
profit in the final year of Mid-term Business Plan. 

With this, I would like to conclude my presentation of the second quarter and financial results for the period 
ending September 30, 2022. 

Moderator: Thank you very much. 
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Question & Answer 

 

Moderator [Q]: We will now move on to the question-and-answer session. 

Let's take the first question.  

The four products you are taking over from Nihon Pharmaceutical have sales of approximately JPY600 million. 
What is the sales forecast for the full year? Thank you. 

Iwai [M]: Thank you very much. I will pass this question to Mr. Sato. 

Sato [A]: Sato here. Thank you for your question. 

Unfortunately, we are not able to disclose the full-year sales forecast for the products we took over from 
Nihon Pharmaceutical. 

However, as an aside, the sales have been recorded since March. The figure of approximately JPY600 million, 
which was recorded in the first half of the fiscal year, is a one-time procedural item for the acquisition, and a 
portion of the amount planned for the second half of the fiscal year was shifted to the first half of the fiscal 
year. Therefore, you may have trouble calculating the full-year sales forecast by extrapolating out from this 
figure. Thank you. 

Moderator [Q]: Thank you very much. Now for your next question. 

You mentioned that sales of contrast media are declining due to the NHI price revision, but have sales been 
constant by volume? Thank you. 

Iwai [A]: I would like to respond to this point. 

In the area of contrast media, the decrease in sales is mostly due to the NHI price revision. There is currently 
no major change in sales by volume. 

However, for some of our contrast media, it has become difficult to find cost-based advantages of our 
products compared to the prices of brand-name products. In this regard, we intend to closely monitor future 
sales conditions and other factors. That is all. 

Moderator [Q]: Thank you very much. Now for your next question. 

Sales forecasts for several of your fertility products have exceeded 50% progress toward the full-year forecast. 
Do you also feel that the infertility treatment market is expanding following the expansion of insurance 
coverage for infertility treatment? Thank you. 

Iwai [M]: Thank you very much. Mr. Morita will take this question. 

Morita [A]: Thank you. First of all, your question is about the sales budget progress exceeding 50%, but what 
is the trend of sales in the second half of the year. 

Medical institutions tended to purchase some products in bulk before the NHI price revision in April of this 
year, and progress exceeded 50% in the first half of the year. Therefore, we expect that the impact of this 
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change will be felt a little at the beginning of the second half of the fiscal year. For the entire fiscal year, we 
believe that performance will be favorable. 

Secondly, you asked whether we have actually seen an expansion of the market after the expansion of 
insurance coverage for infertility treatment. 

We have heard that the number of patients is increasing in some medical fields since the insurance coverage 
of infertility treatment has actually started. However, we believe that it will take some more time before we 
get a fuller picture. 

We have a very large responsibility to fulfill in this area, as I mentioned earlier, in terms of the number of 
products in our product lineup. We will do our best to meet the demand. 

Some of our fertility products cannot be manufactured flexibly in a short period of time to meet demand. 
However, it seems unlikely that sales will surge in the short term. That is all. 

Moderator [Q]: Thank you very much. Now for your next question. 

The percentage of women treated for menopause in Japan is still small. What is the prevalence of hormone 
replacement therapy in Japan? Thank you. 

Iwai [M]: Mr. Morita will answer this question as well. 

Morita [A]: This is about the prevalence of hormone replacement therapy in Japan. 

Although the data is a bit old, the prevalence of HRT (hormone replacement therapy) among postmenopausal 
women is said to be less than 2% in Japan, compared to 30% to 40% in the US and Europe. This is by far the 
lowest percentage among developed countries. 

As I explained earlier, we believe that this is due to the lack of knowledge and understanding of menopause 
and hormone replacement therapy in Japan. We are committed to changing this situation by raising 
awareness of the disease. That is all. 

Moderator [Q]: Thank you very much. It is almost time for us to end, so we will conclude with the next 
question. 

The dysmenorrhea market in Japan is expanding. With other companies' new drugs, generics, and authorized 
generics also being launched, competition seems to be getting tougher. What are the characteristics of FSN-
013, your company's new drug currently under development? Thank you. 

Iwai [A]: Thank you very much. As mentioned in the presentation, FSN-013 has a new ingredient called 
estetrol, which is a natural follicular hormone. This formulation uses estetrol, which has been reported to 
have a better side effect profile than existing treatments for dysmenorrhea. 

We believe that by launching these new products, we will be able to offer new options in the dysmenorrhea 
treatment market that we have pioneered together with Nobelpharma. Thank you. 
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Moderator [M]: Thank you very much. We received a lot of questions, and we apologize for not being able to 
answer all of them. This concludes the question-and-answer session. 

If you have any other questions, please contact the Corporate Planning Department as indicated in the 
presentation materials. 

This concludes the presentation of the financial results for Fuji Pharma for the second quarter of the fiscal 
year ending September 30, 2022. 

Thank you for joining us.  

 [END] 

______________ 
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