
 

 

 

 

 

 

 

 

  

Fuji Pharma Co., Ltd. 
FY9/2023 2Q Investor Meeting 

 

May 19, 2023 



 
 

 

Support 
Japan 050.5212.7790    North America  1.800.674.8375  

Tollfree  0120.966.744 Email Support     support@scriptsasia.com 
1 

 

Event Summary 

 

[Company Name]  Fuji Pharma Co., Ltd. 

 

[Company ID]   4554-QCODE 

 

[Event Language]  JPN 

 

[Event Type]   Earnings Announcement 

 

[Event Name] FY9/2023 2Q Investor Meeting 

 

[Fiscal Period]   FY2023 Q2 

 

[Date]    May 19, 2023 

 

[Number of Pages]  40 

  

[Time]    10:00 - 11:00 

    (Total: 60 minutes, Presentation: 45 minutes, Q&A: 15 minutes) 

 

[Venue]   Webcast 

  

[Venue Size]     

 

[Participants]     

 

[Number of Speakers]  3 

Takayuki Iwai   President and CEO 

Takeshi Sato   Executive Corporate Officer, Corporate  

     Strategy Div. Head of Corporate Planning 

Masayuki Naganawa  Corporate Officer, Vice General Manager of 

     Research and Development Department 

 

  

 

  



 
 

 

Support 
Japan 050.5212.7790    North America  1.800.674.8375  

Tollfree  0120.966.744 Email Support     support@scriptsasia.com 
2 

 

Presentation 

 

Moderator: Good morning, ladies and gentlemen. Thank you very much for attending today's Financial Results 
Meeting for Fuji Pharma Co., Ltd.'s Second Quarter of the Fiscal Year ending September 30, 2023. 

First of all, I would like to introduce today's attendees. Mr. Takayuki Iwai, President and CEO. 

Iwai: Thank you very much. 

Moderator: Mr. Takeshi Sato, Executive Corporate Officer, Corporate Strategy Div. Head of Corporate 
Planning 

Sato: Thank you very much. 

Moderator: Mr. Masayuki Naganawa, Corporate Officer, Vice General Manager of the Research and 
Development Department. 

Naganawa: Thank you very much. 

Moderator: Now, to proceed with today's proceedings.  

I would like to ask Executive Corporate Officer, Sato, to give an overview of the consolidated financial results 
for Q2 of the fiscal year ending September 30, 2023, and President Iwai to explain the progress of the Medium-
Term Business Plan, women's healthcare, and today's summary; and Corporate Officer Naganawa to explain 
the clinical trial status of FSN-013. 

We will then proceed to the question and answer session. We would like to receive as many questions as time 
permits, so please do not hesitate to ask us any questions you may have. We will be happy to receive your 
questions via chat with you at any time during the presentation. 

I will now move on to the explanation.  

President Iwai, please begin. 

Iwai: Yes, thank you all very much for taking time out of your busy schedules today to participate in the 
financial results briefing for Q2 of the fiscal year ending September 30, 2023, of Fuji Pharma Co., Ltd. 

Today, I would like to explain three agendas. 

I would like to begin with a summary of the consolidated financial results in the first section, followed by the 
progress of the Medium-Term Business Plan in the second section, and finally, an overall summary. We would 
appreciate it if you stayed with us until the end. 

Now, let me begin with the presentation. Mr. Sato, Executive Corporate Officer, will give an overview of the 
consolidated financial results for Q2 of the fiscal year ending September 30, 2023. 
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Sato: My name is Sato from the Corporate Planning Department. Thank you for joining us today. 

I would like to provide an overview of the consolidated financial results for Q2 of the fiscal year ending 
September 30, 2023. 

In H1 of the fiscal year ending September 30, 2023, sales increased due to contributions from existing and 
then new products in the women's healthcare area. On the other hand, operating profit decreased due to 
higher raw material costs, the start of amortization of intangible assets, and higher R&D expenses. 

OLIC, a subsidiary in Thailand, reported a YoY increase in revenue due to new contracts and other factors. 

Topics in H1 of the year in R&D-related were the completion of the Phase III study for FSN-013 and in progress 
for the preparation of an approved application. Also, we applied for approval of the first biosimilar through 
our partnership with Alvotech. 
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As an overview of the financial results, we are planning full-year sales of JPY43.3 billion for the current fiscal 
year. We had planned to exceed JPY20 billion in H1 of the year, but as a result, sales fell short by about 5% to 
JPY19.2 billion. 

Operating profit was 33% lower than the previous year and 9% lower than the budget. The reasons will be 
explained in the next slide. 

The half-yearly progress rate of net sales and operating profit is approximately 45% each, and we will make 
every effort to achieve the full-year forecast in H2 of the fiscal year. 

Due to non-operating items, such as a gain on the valuation of derivatives of Alvotech's classified stock, 
ordinary profit, and net income were lower than the previous year, but exceeded the budget. 
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Here is an analysis of the difference between net sales and operating profit compared to the previous year. 

In terms of sales, hormone drugs, mainly in the area of women's healthcare, and cellular function affecting 
drugs grew significantly. The contribution of OLIC also made up for the decline in diagnostic drugs and other 
drugs. 

On the other hand, the overall downward pressure on gross profit was about JPY700 million, due to soaring 
raw material costs, increased disposal, increased sales commissions, and special cost reduction factors in the 
previous period but not in the current period. 

As a result, gross profit decreased by JPY400 million. Other SG&A expenses increased in line with the increase 
in sales, and R&D expenses also increased, resulting in a consolidated decrease in profit despite a large 
increase in OLIC. 
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Next, I will explain the analysis of the difference between net sales and operating profit compared to the 
forecast. 

Net sales fell about 5% short of the forecast due to the slower-than-expected launch of F-meno and SULPREP, 
new additions to the portfolio, as well as the failure of the supply of oral contraceptives to keep pace with the 
market. 

Operating profit fell short of the forecast by about 9% due to the underachievement of sales and a large 
decrease in gross profit, caused by soaring raw material prices and an increase in waste disposal, as I 
mentioned earlier, even though we have made efforts to reduce SG&A expenses compared to the budget, 
and OLIC also exceeded the budget. 
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Continuing on, the sales by therapeutic category are as shown on the slide that you are now seeing. 

Hormone drugs, mainly in the area of women's health, grew significantly, accounting for about 40% of net 
sales. As for consignment, the Toyama factory had a negative impact due to a delay at the start of the 
production period. 

On the other hand, OLIC is positive, which means that there was a slight increase overall. This accounts for 
approximately 20% of net sales. 
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The following shows the sales figures for the top 15 products. 

Although the progress rate for some products, such as UTROGESTAN, exceeded 50%, the rate for F-meno, oral 
contraceptives, contrast agents, and other products was at or below the 40% level, which was not encouraging. 

Iwai will explain the status of F-meno and oral contraceptives in H1 of the year and our efforts in the H2, along 
with other major formulations in the area of women's healthcare, later. 

In addition, SUPREP, which was included in the top 15 products in our full-year forecast, did not grow as much 
as expected in H1 of the year and was omitted from this list of 15 products. 

As for SUPREP, we are working to achieve our initial plan in the medium term, and the status is described in 
the appendix of this document. 
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Sales by medical field and drug form category are shown in the table below. 

This area had the largest percentage of acute medical care in H1 of the previous fiscal year, but it has the 
largest percentage in the area of women's healthcare this fiscal year. 
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This is followed by a description of the changes in sales for women's healthcare and acute care. 

The composition ratio of menopausal drugs has increased from 5% in H1 of the previous fiscal year to 14% in 
the current fiscal year. 
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Continued, here is the balance sheet information. 

Assets and liabilities related to working capital have increased in line with the increase in sales. 

There is an increase in bulk chemicals to ensure a stable supply in regard to the working capital. 

In addition, there was an increase in the valuation of shares in Alvotech and Lotus, both listed stocks held in 
investments. 

The bonds recorded in the current period are ESG-related private placement bonds. 

Although I mentioned that the shares of Alvotech and Lotus are listed shares, they are both parties with whom 
we have entered into business and capital alliances and are, therefore, distinct from general policy 
shareholdings. 
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Continuing on to cash flow, we see the same trend as on the balance sheet in terms of operating cash flow, 
with working capital increasing in line with the increase in sales. 

In terms of investment cash flow, there was a large decrease due to the acquisition of sales rights in the 
previous year, and the fact that capital investment at the plant has settled down. 
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The full-year forecast remains unchanged from the initial forecast.  

In H1, the progress rate of both net sales and operating income was approximately 45%. We will step up 
activities to capture the initial forecast in H2 of the fiscal year. 

In addition, ROIC and WACC disclosures have been started from this time. This means disclosing figures to 
start with, and we hope to improve the disclosure through dialogue with investors based on these figures.  

We would be happy to receive your comments and suggestions on this matter. 
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Finally, I would like to discuss shareholder returns for the fiscal year ending September 30, 2023. 

Our dividend policy is to aim for a dividend payout ratio of 30% based on stable dividends, which we have 
explained in the corporate report and other documents. 

If profits for the current fiscal year reach the forecasted level, we plan to pay an annual dividend of JPY37 per 
share, applying a dividend payout ratio of 30%. Based on the H1 results, we have already announced that the 
interim dividend will be JPY17 per share as planned. 

As for the Corporate Report, the new 2023 corporate report is disclosed on the web, in Japanese only. We 
hope you will also take a look at this page.  

That is all I have to say. 
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Iwai: Now, I would like to explain chapter two. 

I have shown you the four growth scenarios several times, but today I would like to focus on women's 
healthcare for two reasons. 

For the first reason, I mentioned at the last briefing that we will be converting from a so-called generic 
manufacturer to a specialty pharmaceutical company that specializes in a particular area in the future. We 
are now making steady progress in becoming a specialty pharma in the women's field, and as Sato explained 
earlier, the percentage of our sales in the women's healthcare field is now 42%, exceeding 40% for the first 
time, which is over the acute medical care field. 

In order to focus more on women, I would like to talk about one of the four scenarios, the top one, which is 
about women. 



 
 

 

Support 
Japan 050.5212.7790    North America  1.800.674.8375  

Tollfree  0120.966.744 Email Support     support@scriptsasia.com 
16 

 

 

As I mentioned earlier, we are currently working to become a specialty pharmaceutical company in the field 
of women's healthcare.  

I would like to give you an overall idea of this field in the next two slides. I will then talk about women's 
healthcare in Japan in general, including new drugs, and FSN-013, which is currently under development. 
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First of all, as for overall topics, this is a slide from the business plan for this fiscal year. The performance of 
H1 of this year was added here. When I explained the business plan, I mentioned that the original plan was to 
achieve sales of JPY20 billion in this field in the next fiscal year, ending September 2024, and that we expect 
to achieve this plan one year ahead of schedule. 

The actual amount for H1 of the current fiscal year was JPY8.1 billion. Compared with JPY6.0 billion for the 
same period last year, there is an increase of approximately JPY2.0 billion from the same period last year. 

On the other hand, although the actual amount achieved 40% of the current fiscal year's plan, this will be in 
line with our forecast for the full year. 

On the right side of the slide, I am showing you now, you can see what we are currently focusing on. 

I will talk in more detail on the next slide, but we are currently focusing on strengthening and expanding our 
portfolio in the area of women's healthcare. 

In addition, we are preparing for the submission of the next new drug, FSN-013, in Japan, and are also in the 
process of starting its marketing in Thailand. These will be explained in more detail later. 
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Based on this quantitative overall situation, we are currently preparing a product portfolio for a wide range 
of women's diseases in the field of women's healthcare, from young adults to menopausal and geriatric 
patients. 

We have been explaining the six major products, but we are now moving forward in two directions: first, to 
deliver these six major products to medical institutions and patients.  

Second, to make further contributions to patients by offering new drugs and new products. This is the 
direction in which we are moving forward. 

Today, I would like to talk about the status of our efforts for each product, focusing on the products circled 
here in red, so that you can understand a little more about our current aim to become a specialty pharma in 
the women's field. 
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I would now like to talk a little about the six main products that I have been explaining in the past. 

This is a list of the products. The six main products have been growing steadily, from JPY3.2 billion in H1 of 
the previous year to JPY3.8 billion in H1 of the current year, an increase of JPY0.6 billion. 

As for our new progestin drug, UTROGESTAN, the fourth one from the top, which is used in assisted 
reproductive technologies, sales were JPY1.2 billion in a full-year last year. In H1 of this fiscal year alone, sales 
expanded to JPY1.1 billion. I think we can say that the market penetration of this product is steadily 
progressing. 

Although each product has its own ups and downs, we expect to achieve our overall plan for the current fiscal 
year. 

From the six products on this slide, today I would like to explain in more detail our position in the field of 
assisted reproductive technologies, how UTROGESTAN is positioned, as well as oral contraceptives. 
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First of all, the left graph on the slide shows the overall market for UTROGESTAN, a product related to assisted 
reproductive technologies. Our share is shown on the right. The total market for the full year of 2022 was 
JPY5.2 billion, an increase of about 44% from 2021. 

The main factor is the expansion of the market due to the introduction of insurance coverage for infertility 
treatment. 

In this environment, the market share of our products which was 27% in 2019, has expanded from 27% to 
36% in H1 of the current fiscal year ending September 2023. We believe that the penetration of our products 
and the understanding of patients and medical institutions are steadily increasing. 

This trend is expected to continue to progress steadily in H2 of the year, and we intend to explain the 
importance of this product.  

This is all about UTROGESTAN. 
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Next is about oral contraceptives. The market for oral contraceptives in Japan is currently growing at a fairly 
high compound in terms of annual growth rate. 

The market last year was approximately just under JPY9 billion. Although it says JPY8.7 billion, the market has 
grown to about JPY9 billion, with an average annual expansion of about 9%. 

We are currently engaged in the initiatives described in the square on the right. We are also working to raise 
awareness of birth control pills and to establish a stable supply system to meet the growing demand for these 
pills. We are mainly working on these two in parallel. 

Currently, we are in the process of launching the operation of the sixth formulation building, a dedicated 
hormone formulation manufacturing facility. We are currently building a system to fill the gap between supply 
and demand and to ensure the delivery of needed pharmaceuticals to patients and medical institutions. 

Although we fell slightly short of our plan for H1 of the fiscal year, we will soon have a system in place to 
respond to demand. So, we are making steady progress in this area as well. 

Comparing H1 of the previous year with H1 of the current year, sales for H1 of the previous year were JPY1.2 
billion for both drugs combined.  The sales are JPY1.3 billion for H1 of the current year, indicating that the 
expansion trend is steadily progressing. 

This is all about an in-depth explanation of our six main products. 
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Next, I would like to explain a little about the progestin, F-meno capsules, which were launched the year 
before last. 

This drug is a progestin, the main ingredient is the same as UTROGESTAN, which has already been approved. 
As the only natural progestin product indicated for hormone replacement therapy during the menopause 
period, we received approval in September of the year before last and launched the product in December of 
2021. 

In this context, as noted at the top right, the one-year restriction on long-term prescriptions was lifted in the 
last December 2022. As a result, clinics and hospitals are now adopting these products in a big way. 

Sales for the same period last year were JPY100 million, but for H1 of the current fiscal year, sales are 
estimated to be just under JPY1 billion. So, although the penetration rate is still insufficient, we are making 
steady progress in penetrating medical institutions and patients. 

I would like to talk about the story behind the development of this drug again. The Japan Society of Obstetrics 
and Gynecology, JSOG, and the Japan Society for Menopause and Women's Health, JMWH, originally 
requested us to develop this drug, and the Ministry of Health, Labor and Welfare (MHLW) determined that 
there was a high medical need for this drug at a review meeting for unapproved drugs. 

Although the speed of the product's launch is slightly slower than planned at the time the business plan for 
the current fiscal year was formulated, there will be no change in peak sales in the future, based on the 
number of target patients. We will continue to provide information on the value of this product, which is 
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highly needed in the medical field, in order to promote the penetration of this product. This is the explanation 
regarding F-meno capsules. 

 

 

Next, in women's healthcare area, we are working on expanding our portfolio a little more, and I would like 
to explain these efforts in two slides. 

These are the products in the women's healthcare area that have been introduced or taken over by another 
company. As I mentioned in the previous slide, we would like to enhance our product portfolio in the fields of 
perinatal and women's oncology, and we launched three new products in the previous fiscal year.  

The first is a product called Foliamin, which is folic acid and is used for anemia in pregnant women. 

Then there is Propess, which is a drug to promote labor and delivery, and Doxil, which is a drug to treat ovarian 
cancer in women. 

By continuing to build a solid portfolio of such products, we intend to accelerate the shift to specialty 
pharmaceuticals in the field of women's healthcare area. 
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This is all about our initiatives related to pharmaceutical drugs.  

In addition to the above, we are planning to launch a new initiative to develop products that are not affected 
by NHI drug prices, such as supplements for the medical community. 

Rather than a multi-purpose supplement that can be used in a variety of fields, we are currently developing a 
supplement that is focused on a specific purpose and will be sold through the medical route.  

The first product is LAFILL, a supplement for pregnant women during the perinatal period. We would like to 
launch this product under the guidance of the doctor through the medical route as well. 
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By strengthening our portfolio with these products, we aim to become a specialty pharmaceutical company 
in the field of women's healthcare. 

On the other hand, I would like to tell you something about the next two slides. We are aware that our 
company's recognition in fieldwomen's healthcare field is not growing well, both domestically and 
internationally, so we are currently promoting industry activities and educational activities in order to further 
increase the recognition of our company in the field. 

One of the major aspects of this is newer products. In order to deliver new medicines in the area of women's 
healthcare, the continuous development of new drugs will become even more important for our company. 
We has launched new drugs, UTROGESTAN, F-meno capsules. And we are currently developing a new drug,  
FSN-013 which I will explain later, but we must firmly establish the next pipeline. 

Therefore, we have decided to withdraw from the Japan Generic Medicines Association at the end of April 
and join the Japan Pharmaceutical Manufacturers Association (JPMA), of which original manufacturers are 
members, as of May 1. 

While receiving a wide range of information from JPMA, we would like to develop drugs that will be useful to 
patients and medical institutions by taking advantage of our company's unique characteristics. 
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As for our overseas activities, our company's name recognition is relatively low in Europe, the US, and Asia 
because our activities have been focused on the domestic market. 

With this in mind, we have begun to actively increase our exposure to world-class events and academic 
conferences in H1 of this fiscal year. 

We are a co-sponsor and participant in the Women's Health Innovation Summit, a global event in the field of 
women's healthcare, for the first time. We would like to continue this kind of event in order to improve our 
company's recognition as Fuji Pharmaceuticals is synonymous with women's healthcare. 

In Asia, as in the photo in the middle, we had a booth at the Royal Thai College of Obstetrics and Gynecology, 
an academic conference for doctors, for the first time as a sponsor. 

As you can see in the photo on the right, we took the opportunity of this conference to hold a launch event in 
Bangkok for a new estrogen-based drug called Estetrol, which has been approved as an oral contraceptive in 
Asia. I will explain this later. About 200 doctors participated in the event. I will touch on this in more detail 
later. 

We will continue to increase our exposure both domestically and internationally, and we would like to 
increase the recognition of our company that Fuji Pharma Co., Ltd. is known for women's healthcare both 
domestically and internationally. 
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Next, I would like to talk about the second major agenda, FSN-013. 

First of all, I would like to talk about FSN-013, which I have mentioned many times in the past, but I would like 
to explain again what it is. 

As you can see on this slide, it is a new estrogen. Although it has not yet been approved in Japan, it is a 
combination drug of a new estrogen called Estetrol and a progestin called drospirenone. 

The features of this area are described in the overview and the features below, but the positioning of this area 
is to contribute more to the health of patients by taking advantage of these features, which are different from 
conventional ones. 
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I would like to explain the positioning of this product for our company today in the hope that you will deepen 
your understanding. 

As a treatment for dysmenorrhea, we started selling a product called LUNABELL in 2008, and it is sold jointly 
by our company and Nippon Shinyaku. 

The generic version of LUNABELL has already been on the market. Although sales of LUNABELL are currently 
declining, sales at the peak when the product was launched by our company and Nippon Shinyaku exceeded 
JPY10 billion on an NHI price basis. 

We are currently preparing to apply for FSN-013 in order to further expand the dysmenorrhea market with 
LUNABELL, which we are continuing to sell at present, and FSN-013 together,  

The next slide shows the transition of the dysmenorrhea market. As LUNABELL has penetrated the market, 
the dysmenorrhea market has been expanding significantly. 

I would like to show you some market trends on the next slide. 

This is the data from 2015. The total market for dysmenorrhea was JPY18.3 billion in 2015, and the data for 
2022 is JPY41.5 billion. It means that the market has expanded 2.3 times over the past 7 years. 

This trend is expected to continue due to women entering the workforce and diversifying lifestyles. 
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Naganawa of the Research and Development Department will explain the status of clinical trials for FSN-013, 
the successor to LUNABELL. Before passing to Naganawa, I would like to briefly talk about the current status 
of FSN-013 in Asia. 

 

As I mentioned on slide 28, the trademark name for FSN-013 in Asia is Nextstellis, which was approved last 
September. We held a launch event in Bangkok, Thailand last month. 

The photos shown here are from the launching event. Professor Creinin of the University of California in the 
US attended the event and gave a lecture to about 200 Thai obstetricians and gynecologists who gathered for 
the event. 

Since this ingredient, Estetrol is not yet available in Asia, Thai doctors asked many questions about its efficacy 
and mechanism of action and showed great interest in it. 

This product will be marketed as a contraceptive in Asia. Following its approval and launch in Thailand, we 
plan to obtain approval in Indonesia, Singapore, and other Asian countries in the future. 

Lastly, Naganawa will explain the status of the clinical trial for FSN-013, which is currently indicated for 
dysmenorrhea in Japan, not a contraceptive. 
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Naganawa: I am Naganawa from the Research and Development Department. I would like to explain the 
clinical trial status of FSN-013. 

In Japan, this drug is being developed for the indication of improving pain associated with dysmenorrhea and 
endometriosis. 

It is in the development stage, but we have completed the evaluation of efficacy and safety in a domestic 
phase III study and have verified the superiority of the drug over placebo. Now, we are preparing to submit 
an application. 
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Next, I will explain about the Phase III clinical trials. 

In Japan, two phase III clinical trials have been conducted. First, here is an overview of the study plan for 
dysmenorrhea patients. 

The design is a multicenter, double-blind, and placebo-controlled trial. 

The target number of cases is 150 patients, 75 in the FSN-013 group and 75 on placebo. 

As you can see here, the dosage and administration for FSN-013 is 24 days of drug administration, followed 
by 4 days of placebo administration, and 28 days of placebo administration. The entire period is 28 days, which 
is one cycle. 

The administration period was 4 cycles for the comparative study period, followed by up to 13 cycles for the 
continuous administration period. 

The primary evaluation items are the change in the total dysmenorrhea score from the baseline observation 
period to the 4 comparative study periods, or 16 weeks. In addition, we evaluate the safety of drug 
administration. 
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The following is a summary of the study plan for endometriosis. 

Like the previous study, this one is also being conducted in the form of 150 cases with 75 cases per group. 

Dosage and administration are the same as for dysmenorrhea. 

The comparative study period consisted of 6 cycles of 24 weeks, followed by a continuation period of up to 
13 cycles. 

The primary evaluation item is the change in the most severe pelvic pain from the baseline observation period 
to the 24-week comparison period, and the amount of change in VAS values. Safety evaluations were also 
conducted. 
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This is the test results. Patients with dysmenorrhea and endometriosis showed efficacy with each successive 
cycle after administration. Also, at the time of evaluation, the superiority of the drug over placebo was verified. 

In addition, studies in endometriosis patients have shown improvement in pain-related items, QOL-related 
assessment items, and twin medical examinations such as ovarian chocolate cysts, Douglas fossa induration, 
cervical mobility, and pelvic tenderness. 

Safety in drug administration. The events commonly observed with EP combination drugs were observed, and 
there were no events specific to this drug, including incidence. 

Based on the above, we believe that the risk-benefit balance of FSN-013's therapeutic intervention in the 
treatment of dysmenorrhea and pain for endometriosis is comparable to or superior to that of drugs approved 
in Japan. We are considering presenting these results at next year's conference. 

We are currently in the process of preparing an application submission.  

That is all from me. 
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Iwai: Now, I would like to conclude with a little summary from my side.  

I have made a long explanation, but we would like to further strengthen our strengths in the area of women's 
healthcare, and in this way, we would like to become a specialty pharmaceutical company. 

As for the forecast for this fiscal year, as shown here, H1 results were 45% of the plan, but the full-year forecast 
is in line with the plan, with net sales of JPY43.3 billion for the current fiscal year, compared with consolidated 
net sales of JPY36 billion in the previous year, and consolidated operating profit of JPY4 billion, compared with 
JPY3.5 billion in the previous year.  

We expect an increase in both sales and profit for the full year as per the current plan. 

In the field of women's healthcare, the launch of our new drug, F-meno, has been slightly delayed compared 
to our plan. As I explained earlier, we will continue to maximize product value by steadily penetrating the 
market. 

In the larger scheme of things, the clinical development of FSN-013 is progressing well. 

We also filed our first biosimilar application last October as planned. We are steadily expanding our product 
portfolio for the future, so we intend to steadily move forward with these efforts to make them the pillars of 
our future. 

This is a bit long, but I would like to conclude my explanation.  
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Thank you very much. 

Moderator: President Iwai, Executive Corporate Officer Sato, and Corporate Officer Naganawa, thank you for 
the explanation.  
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Question & Answer 

 

Moderator [Q]: I will now move on to the question and answer session. Please feel free to send us your 
questions via chat. We look forward to receiving your messages. 

Yes, thank you for your many questions. 

Now, let me start with the first question. So, the first one is this one. The NHI price revision rate is positive 
this time, but was it factored into the earnings forecast for the fiscal year ending September 2023? If not, 
please explain why you did not revise your earnings forecast. We have received this question. 

Iwai [M]: Yes, thank you. I would like Sato to answer your question. 

Sato [A]: Yes, my name is Sato. I would like to answer. The first part of the question was that the NHI price 
revision is plus now but how it was factored into the earnings forecast, and if it was not factored in, whether 
the earnings forecast would not be revised.  

First, let me explain the first half of the question. In the earnings forecast, the NHI price revision was expected 
to be negative overall. So, the fact that it was a positive revision was not factored into the forecast. 

The second question is whether that will lead to a revision of the earnings forecast. As you pointed out, if we 
consider it as a single product, the cost of making it remains the same, so if the unit selling price goes up, we 
will be able to make a profit. However, when the price of a product goes up, there is an impact on market 
demand. The impact on volume will vary from item to item. 

Therefore, it is difficult to make a definite statement as to what will happen in H2 of the fiscal year at this 
point. The full-year forecast remains unchanged. 

If it becomes necessary to revise the earnings forecast in the course of future developments, we will promptly 
disclose this information.  

These are the answers to your questions. 

Moderator [Q]: Yes, thank you. Now for the next question. Next, regarding biosimilars, I understand that you 
have filed an application for one product, but could you tell us about your company's biosimilars situation 
overall and the progress and challenges you face? Now, please answer this one as well. 

Iwai [M]: Thank you very much. I, Naganawa would like to answer. 

Naganawa [A]: Yes, thank you for your question. As for biosimilars, as announced in the release, we are 
currently developing seven products with Alvotech in Iceland. 

We applied for one item last October 2022. Basic agreements have been reached and development is 
underway for the remaining six products. 

For biosimilars, we believe that the order in which the products are launched is very important, and we are 
currently working on the review process for this product so that it can be launched first. 

We will continue to work with Alvotech so that we can continue to bring out products in the future. We will 
work to bring the product to market as scheduled. 
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As for administrative trends, Iwai would like to answer. 

Iwai [A]: The status of Alvotech's efforts is as Naganawa just mentioned, and the MHLW has set a target of 
increasing the percentage of ingredients that are replaced by more than 80% of the predecessor products to 
more than 60% by the end of FY2029 on a volume basis. Therefore, I expect that the biosimilars market will 
expand in the future with the support of the government, although there are still some problems to be solved. 
I would like to answer the above regarding biosimilars. 

Moderator [Q]: Yes, thank you very much. Now for the next question. Next, the NHI price revision this year 
has made contrast agents the same or more expensive than brand-name products. I would like to know about 
your future sales strategy. Now, please answer this one. 

Iwai [A]: Yes, thank you for your question. You are correct, and there are now quite a few drugs that are priced 
the same as the original product. We have a very high market share in the hospital market, and we are 
concerned about the negative impact of losing the price difference with brand-name products in this market.  

On the other hand, the Fuji Pharma brand in the contrast agent field has become well known. So, I think there 
will be an impact that the NHI price is at the same as the original, but I wonder to what extent this will be 
reflected in the market in the future. 

This just started in April, so we will be watching the situation more closely. This is an answer to your question. 

Moderator [Q]: Yes, thank you. Now for your next question. Next, please tell us the main reason for OLIC's 
140% sales increase over the previous fiscal half. We have received this question. 

Iwai [M]: Yes, thank you. Sato will answer this question. 

Sato [A]: Yes, my name is Sato. The question is the reason why OLIC's sales went up 40%. OLIC launched a 
new drug in April as a manufacturing and sales business, but the majority of current sales and profits come 
from outsourcing. 

The increase in the volume of new orders and orders from existing clients has been a major contributor. 

For example, we have received requests from major clients to install new equipment and increase production 
volume because demand has been growing considerably. I wonder if COVID-19-related issues are contributing 
or not, but demand has been increasing, and we have been able to improve our business performance by 
responding to this demand. 

We are also working on a new contract for the US market in OLIC, which was inspected by the FDA and found 
out that there were almost no problems. If we can increase the number of such contracts for developed 
countries in the future, we expect that our business performance will grow even more steadily. These are the 
answers to your questions. 

Moderator [Q]: Yes, thank you. Now for the next question. Next, Astellas received approval in the US for a 
formulation that treats hot flashes. Is there any possible impact in the future in Japan, such as competition 
with F-meno? We received this question. 

Iwai [M]: Yes, thank you. This is a difficult question, but Naganawa will explain a little about the difference in 
the mechanism of action. 
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Naganawa [A]: Yes, first of all, F-meno is a drug used in hormone replacement therapy. When estrogen is 
used, the endometrium (the lining of the uterus) becomes thickened, and if it is administered alone, there is 
a risk that it may become cancerous. Taking F-meno will reduce the side effects here. 

The indications are different from those of fezolinetant. I understand that fezolinetant is a non-hormonal drug 
that exerts its effects by acting on the central nervous system. So, there are two options for its use: hormonal 
treatment and non-hormonal treatment. Since it will treat the same thing, we believe that there may be some 
negative impact. 

However, looking at the current treatment situation in Japan and considering the very small number of people 
receiving such medical treatment, we believe that the introduction of new therapeutic agents will increase 
awareness and recognition of the disease. 

We would like to keep a close eye on the situation in the US, as we believe that the market for menopausal 
treatments will expand. FSN-014, our development for a single Estetrol drug has currently stopped and we 
are expecting that it will work in a positive way to make a move for the project. That is all. 

Moderator [Q]: Yes, thank you. Now, as the time gets closer to the end, we will take the next one as a last 
question. Now, my last question is: how much do you expect FSN-013's sales to be in Thailand this fiscal year? 
Now, please answer this question. 

Iwai [A]: We just had a launching event this term, so it is difficult for me to give you an exact sales forecast 
right now, however, under the Thai healthcare system, we have to sell our products in hospitals for the first 
two years. After the two-year period is over and once the safety of the drug is confirmed, it will be available 
for sale in pharmacies. The big drive for actual sales will come after the pharmacies start selling the product.  

Therefore, we would like to work on communicating with doctors in Thailand that the drug is safe and safer 
than other drugs for the two-year period. We are hoping that this will lead to big sales after the drug is 
launched in pharmacies. 

Incidentally, the contraceptive market for high-end in Thailand is approximately JPY3 billion, so we would like 
to target such areas to expand the market and capture market share. This is not a direct answer, but this is 
the answer from me. 

Moderator [M]: Yes, thank you very much. We received many questions, and we apologize for not being able 
to answer all of them. If you have any questions after the briefing, please contact the Corporate Planning 
Department as indicated in the presentation materials. 

This concludes the presentation of the financial results for Q2 of the fiscal year ending September 30, 2023, 
of Fuji Pharma Co., Ltd. Thank you very much for your participation to the end.  

[END] 

______________ 

Document Notes 

1. Portions of the document where the audio is unclear are marked with [Inaudible]. 
2. Portions of the document where the audio is obscured by technical difficulty are marked with [TD]. 
3. Speaker speech is classified based on whether it [Q] asks a question to the Company, [A] provides an 

answer from the Company, or [M] neither asks nor answers a question. 
4. This document has been translated by SCRIPTS Asia.   



 
 

 

Support 
Japan 050.5212.7790    North America  1.800.674.8375  

Tollfree  0120.966.744 Email Support     support@scriptsasia.com 
39 

 

Disclaimer 

SCRIPTS Asia reserves the right to edit or modify, at its sole discretion and at any time, the contents of this 
document and any related materials, and in such case SCRIPTS Asia shall have no obligation to provide 
notification of such edits or modifications to any party. This event transcript is based on sources SCRIPTS Asia 
believes to be reliable, but the accuracy of this transcript is not guaranteed by us and this transcript does not 
purport to be a complete or error-free statement or summary of the available data. Accordingly, SCRIPTS Asia 
does not warrant, endorse or guarantee the completeness, accuracy, integrity, or timeliness of the 
information contained in this event transcript. This event transcript is published solely for information 
purposes, and is not to be construed as financial or other advice or as an offer to sell or the solicitation of an 
offer to buy any security in any jurisdiction where such an offer or solicitation would be illegal. 

In the public meetings and conference calls upon which SCRIPTS Asia’s event transcripts are based, companies 
may make projections or other forward-looking statements regarding a variety of matters. Such forward-
looking statements are based upon current expectations and involve risks and uncertainties. Actual results 
may differ materially from those stated in any forward-looking statement based on a number of important 
factors and risks, which are more specifically identified in the applicable company’s most recent public 
securities filings. Although the companies may indicate and believe that the assumptions underlying the 
forward-looking statements are accurate and reasonable, any of the assumptions could prove inaccurate or 
incorrect and, therefore, there can be no assurance that the anticipated outcome described in any forward-
looking statements will be realized. 

THE INFORMATION CONTAINED IN EVENT TRANSCRIPTS IS A TEXTUAL REPRESENTATION OF THE APPLICABLE 
PUBLIC MEETING OR CONFERENCE CALL. ALTHOUGH SCRIPTS ASIA ENDEAVORS TO PROVIDE ACCURATE 
TRANSCRIPTIONS, THERE MAY BE MATERIAL ERRORS, OMISSIONS, OR INACCURACIES IN THE 
TRANSCRIPTIONS. IN NO WAY DOES SCRIPTS ASIA OR THE APPLICABLE COMPANY ASSUME ANY 
RESPONSIBILITY FOR ANY INVESTMENT OR OTHER DECISIONS MADE BY ANY PARTY BASED UPON ANY EVENT 
TRANSCRIPT OR OTHER CONTENT PROVIDED BY SCRIPTS ASIA. USERS ARE ADVISED TO REVIEW THE 
APPLICABLE COMPANY'S PUBLIC SECURITIES FILINGS BEFORE MAKING ANY INVESTMENT OR OTHER 
DECISIONS. THIS EVENT TRANSCRIPT IS PROVIDED ON AN "AS IS" BASIS. SCRIPTS ASIA DISCLAIMS ANY AND 
ALL EXPRESS OR IMPLIED WARRANTIES, INCLUDING, BUT NOT LIMITED TO, ANY WARRANTIES OF 
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE OR USE, FREEDOM FROM BUGS, SOFTWARE 
ERRORS OR DEFECTS, AND ACCURACY, COMPLETENESS, AND NON-INFRINGEMENT. 

None of SCRIPTS Asia’s content (including event transcript content) or any part thereof may be modified, 
reproduced or distributed in any form by any means, or stored in a database or retrieval system, without the 
prior written permission of SCRIPTS Asia. SCRIPTS Asia’s content may not be used for any unlawful or 
unauthorized purposes. 

The content of this document may be edited or revised by SCRIPTS Asia at any time without notice. 

Copyright © 2023 SCRIPTS Asia Inc. (“SCRIPTS Asia”), except where explicitly indicated otherwise. All rights 
reserved.  

 

 


