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Presentation 

 

Moderator: Good afternoon, everyone. Thank you very much for joining us today for Fuji Pharmaceutical 
Industry's financial results briefing for the first half of the fiscal year ending September 30, 2021. First of all, I 
would like to introduce today's attendees. 

Takayuki Iwai, President and CEO. 

Iwai: Thank you very much. 

Moderator: Atsuya Mitsuhashi, Executive Corporate Officer, Head of Portfolio Management Department. 

Mitsuhashi: Thank you very much. 

Moderator: Masayuki Naganawa, Corporate Officer, Vice General Manager of Research & Development 
Division. 

Naganawa: Thank you very much. 

Moderator: Takeshi Sato, Corporate Officer, General Manager of Corporate Planning Department. 

Sato: Thank you very much. 

Moderator: In the first part of the presentation, Mr. Iwai and Mr. Sato will provide an overview of the 
consolidated financial results for the second quarter of the fiscal year ending September 30, 2021, as well as 
the progress of Mid-term Business Plan. In the second part, Mr. Iwai, Mr. Mitsuhashi, and Mr. Naganawa will 
talk about the new drug development pipeline. 

We will then proceed to the Q&A session. We would like to take as many questions as time permits, so please 
feel free to send us your questions. If you have any questions, please feel free to send us a message at any 
time, even during the explanation. 

We also ask for your cooperation in completing the questionnaire so that we can use it as a reference for 
future IR activities. We will explain how to answer the questions at the end of the briefing session, so please 
wait until the end. 

I would now like to move on to the first part of the presentation. Thank you very much, Mr. Iwai. 

Iwai: Thank you for taking time out of your busy schedule to join us today for Fuji Pharmaceutical's financial 
results briefing for the second quarter of the fiscal year ending September 30, 2021. Due to the current 
coronavirus pandemic, we have decided to hold this session in a web format. Thank you. 

Today, as the moderator has already mentioned, the first part will be a summary of the second quarter 
financial results and the progress of Mid-term Business Plan. The second part, regarding the status of our 
efforts in the area of women’s healthcare, will focus on environmental aspects and the status of the 
development pipeline. 

First, Mr. Sato will provide an overview of the consolidated financial results for the second quarter of the fiscal 
year ending September 30, 2021. 
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Sato: Hello. Thank you. First of all, I would like to provide an overview of our financial results for the first half 
of the fiscal year ending September 30, 2021. Please see the bottom right part of page 4. 

To summarize the results for the second quarter, sales in the field of women's healthcare increased YoY by 
JPY370 million, or 2.2%. Steady sales in this field compensated for the impact of the coronavirus pandemic on  
contrast media and OLIC contract businesses. Expenses decreased YoY by JPY940 million, or 15.8%. This is due 
to a decrease in SG&A expenses resulting from the coronavirus pandemic, and the postponement of incurring 
some R&D expenses to the second half of the fiscal year. As a result, operating income increased by JPY950 
million, or 54.8%, from the previous fiscal year. 

In R&D, we filed for approval of FSN-011-01 in December 2020. In addition, Mayne Pharma, the U.S. licensee 
of FSN-013, received FDA approval for the drug in April. 
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Next page. I will talk about the 3 points here: gross profit margin, capital investment, and research and 
development expenses. 

Regarding the gross profit margin, growth in the women's healthcare field and a decrease in contrast media 
sales has resulted in an improvement in product mix. However, the impact of the NHI price revision in April 
2020 and the increase in product disposal compared to the previous fiscal year resulted in a decrease of 0.9%. 

In terms of capital investment, we are making progress almost as planned, mainly with the construction of a 
new formulation building at the Toyama Plant. 

Finally, research and development expenses are expected to be almost in line with the plan for the full year, 
although there has been a large decrease due to the fact that items planned for the first half of the fiscal year 
have been moved to the second half. 



 
 

 

Support 
Japan 03.4405.3160    North America  1.800.674.8375  

Tollfree  0120.966.744 Email Support     support@scriptsasia.com 
5 

 

  

Next page. This is a reanalysis of the first half of the year compared to the previous period. 

Please see the chart on the left for sales. As I mentioned in the highlights, hormone products in the field of 
women's healthcare grew significantly, while sales of contrast media and OLIC decreased due to the impact 
of the coronavirus pandemic. Overall, despite the impact of the NHI drug price revision in April 2020, we were 
able to achieve a YoY increase in sales. 

Please see the chart on the right for operating income. The decrease in performance-linked compensation 
resulted in an increase in personnel expenses of approximately JPY100 million. Coronavirus-related reductions 
in expenses amounted to approximately JPY100 million, and the postponement of R&D expenses contributed 
approximately JPY700 million. 
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This is a reanalysis compared to the initial forecast. 

Net sales are shown in the chart on the left. We had planned to increase sales of contrast media through sales 
activities even during the coronavirus pandemic, but its prolonged impact has had a negative impact on results. 

In addition, there was a decrease in revenue due to this year’s reduced number of influenza cases, partly as a 
result of anti-coronavirus measures. The decline in sales was limited to a slight decrease compared to the 
forecast due to strong performance in the area of women's healthcare and a one-time revenue buildup at 
OLIC to compensate for the decline in sales from the coronavirus pandemic. 

See the chart on the right for operating income. With regard to expenses, the impact of the coronavirus 
pandemic was estimated at the time the forecast was formulated. However, as of last fall, we anticipated that 
the situation might improve during this fiscal year, and as a result, we have seen a decrease in expenses. 

In addition, I have already mentioned research and development expenses. As a result of these changes, 
profits increased significantly compared to the forecast. 



 
 

 

Support 
Japan 03.4405.3160    North America  1.800.674.8375  

Tollfree  0120.966.744 Email Support     support@scriptsasia.com 
7 

 

  

I will now talk about sales by drug class. 

Since the previous fiscal year, hormone drugs have become the largest component of sales, but due to the 
decline in sales of Lunabell, the actual amount of sales declined. In the current fiscal year, we have seen a 
significant increase in sales due to a bottom-up focus on our core products. 

I have already told you about contrast media and OLIC. 

As for antibiotics and chemotherapy, a decrease in revenue was recorded due to the impact of the voluntary 
recall of Halizon syrup. 
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Next page. This slide shows net sales of major products. 

As I have already mentioned, sales of contrast media have been decreasing, but sales of hormone drugs in the 
field of women's healthcare have been generally steady, with the exception of Lunabell, which is competing 
with generic products. 

As the government is making preparations for insurance coverage in April 2022, and we are working to 
increase sales of infertility treatment drugs. As you can see, we are making steady progress. 
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I would like to skip pages 10 and 11, and go to page 12. 

The balance sheet as of the end of the second quarter is as shown here. One of the major changes was the 
change in the capital and liability structure due to the acquisition and cancellation of treasury stock from 
February to March. 
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Next page. Cash flows for the first half of the fiscal year under review are as follows. 

I have already talked about the acquisition and cancellation of treasury stock. Cash flow from investments 
related to the new formulation building at the Toyama Plant is proceeding as planned. 
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Next page. This is the consolidated earnings forecast for the fiscal year ending September 30, 2021. 

As we have already disclosed, profits increased significantly in the first half of the fiscal year, but the main 
reason for this was the postponement of research and development expenses. 

Capital investment is also proceeding according to plan, with the strengthening of the Toyama Plant 
progressing as planned. As a result, there is no change to the full-year earnings forecast. 

Although the impact of the NHI drug price revision in April 2021 on net sales is larger than expected, and is 
expected to be 6.2%, we will strive to achieve the forecast figures. We intend to focus on products in the field 
of women's healthcare, where sales are strong. 

This concludes my presentation. Thank you very much. 
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Iwai: Next, I would like to briefly explain our progress since last November in terms of the medium-term 
management plan. 

This is the growth scenario for achieving the medium-term management plan announced in May last year. 
Our Mid-term Business Plan, which ends in the fiscal year ending September 30, 2024, is positioned as the 
midpoint of our goal of achieving consolidated sales of JPY100 billion in 10 years. 

To achieve this, we are moving forward with 4 growth areas. 

The first is to strengthen the field of women's healthcare. The second is to evolve into a sustainable contrast 
media business. Quantitative contributions will be made in the next Mid-term Business Plan, but we will 
establish the biosimilars business and strengthen our overseas business. The following slide outlines our 
medium-term management plan, which describes a plan to move forward in these 4 areas, culminating in the 
fiscal year ending September 30, 2024. 
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I will discuss the 4 areas I just mentioned. 

The women's healthcare field will be important in achieving the current Mid-term Business Plan. As you can 
see here, we need to increase sales by JPY16 billion in order to achieve our target of JPY50 billion for the fiscal 
year ending September 30, 2024. Of this amount, about 60%, or JPY10 billion, is expected to be in the field of 
women's healthcare. This is the background for today's presentation, which will focus on women's healthcare, 
with a focus on environmental awareness and the new drug pipeline. 
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This slide shows the main themes for this part of the presentation. I would like to say a few words about each 
of the points that should be highlighted when discussing our progress in Mid-term Business Plan since 
November last year. 

First, in the field of women's healthcare, we filed an application for FSN-011-01 in December last year. This 
will be explained in detail here. The demand for female hormone drugs is growing faster than expected, and 
in order to meet the increasing needs of patients and medical institutions, construction of a new formulation 
building to manufacture hormone drugs started last December as planned. 

With regard to contrast media, in order to further reduce costs and ensure a stable supply, we have signed a 
new contract with a new API supplier. We plan to start procurement by the end of this year. 

In the area of biosimilars, we mentioned last year that we signed a development agreement with Alvotech for 
4 new products in Japan. The total number of development products in this area now numbers 5. 
Development is currently progressing smoothly. 

Lastly, overseas, OLIC was temporarily affected by the coronavirus pandemic. The Company has mitigated the 
impact of this by adding new contract manufacturing, analysis, and quality control services. We are also in the 
process of filing an application for FSN-013, which I will explain later, in the summer of this year. 

As for the Company as a whole, we are making generally smooth progress toward achieving our Mid-term 
Business Plan. 
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Next, I would like to talk a little about the status of capital investment in the Toyama Plant. 

One of the highlights was the start of construction of the new formulation building last December. As Mr. 
Mitsuhashi will explain in more detail, the demand for hormone drugs for women's healthcare medical use 
has been increasing more than expected. 

In December last year, we started construction of a new formulation building for the manufacture of hormone 
drugs to meet the needs of medical professionals and patients. Construction is scheduled to be completed in 
June of next year, and production will begin in October. With the start of production at the new facility, we 
will be able to triple our current manufacturing capacity and meet the needs of our customers. 

As for injectable drugs, a new injection production line for highly pharmacologically active substances is 
scheduled to be completed in June of this year. In addition to our own products, we are planning to increase 
the number of commissioned services in Toyama. 
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Next, let's talk about sustainability. 

Here is a summary of the major sustainability activities conducted in the first half of the year. 

In the first half of the current fiscal year, we focused on raising awareness of the diversification of work styles 
and changes in lifestyles. We would like to support women in proactively choosing their own life plans, 
obtaining correct information about the mechanisms of their own bodies and diseases specific to women, and 
consulting medical institutions to deal with symptoms specific to women. Here are the activities for the first 
half of the year as I mentioned. 

In addition, we are actively promoting the employment opportunities for women, as shown in the bottom 
right corner. Through these activities, we will continue to raise awareness of health issues specific to women. 
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Lastly, I would like to talk a little bit about our manufacturing management, quality control, and safety supply 
system. 

Last year, something happened that shook trust in pharmaceutical companies to the core. This incident should 
force all in the industry to review their own practices, and that is what we have endeavored to do. We are 
further strengthening our supply system to ensure that patients and medical institutions can use our products 
safely and with peace of mind. 

In addition, I will personally visit company sites to urge employees to comply with GMP so that each and every 
one of them can perform their duties with a high level of awareness. 

This is the progress of our medium-term management plan. 
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Now, let me move on to the second part. I would now like to focus on the new drug pipeline that we are 
currently developing. The upper part of this slide shows the 4 growth areas in the current medium-term 
management plan, as I mentioned earlier. 

As I mentioned in the slide presentation in the first part, the percentage of sales in the women’s healthcare 
segment is a very important factor in achieving our Mid-term Business Plan target of JPY50 billion in sales. We 
are planning to double the sales in of women's healthcare from the current JPY10 billion to JPY20 billion by 
March 2024. 

In the area of women's healthcare, sales of Lunabell, our mainstay product for the treatment of dysmenorrhea, 
have been declining since its generic version was launched at the end of 2018. However, the needs of patients 
and medical institutions for hormone drugs, including oral contraceptive drugs and dysmenorrhea treatments 
drugs, have been growing much faster than we expected or imagined. 

In addition, the start of clinical trials for post-Lunabell products has also taken shape, so I would like to take 
this opportunity to explain the market trends in this field and our new drug development status in this field, 
so that you can better understand our efforts to realize our Mid-term Business Plan. In the second part of the 
presentation, I will focus on women's healthcare. 

Mr. Mitsuhashi will explain about the market environment first, and then Mr. Naganawa will explain about 
the development status of the development pipeline. Thank you. 
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Mitsuhashi: Hello. Thank you for your cooperation. 

I would like to explain the market environment in the field of women's healthcare and our target product 
portfolio to achieve our Mid-term Business Plan. 

Our strengths include our hormone formulation technology, manufacturing facilities, and broad product 
lineup in the field of women's healthcare. We also have strong relationships with obstetricians and 
gynecologists. Based on these strengths, we will aim to become the number one company in the field of 
women's healthcare by further developing our portfolio for the market of women's healthcare areas with high 
growth potential. 

As shown in the graph on the right, the market for female-specific diseases is on the rise. We aim to further 
expand the market by launching new drugs and generics that make a significant contribution to medical care, 
while at the same time working to uncover potential markets. 
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Here is our current product lineup. 

We have products that are necessary for each stage of women's lives. At present, there are 44 products in 
total. New drugs are Lunabell Combination Tablets, l’estrogel, Clomid, and Utrogestan, and the others are 
generic items. 

By combining new drugs and generics in this way, we have built up our lineup so that we can provide a 
treatment option at each stage. 
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First, let me introduce the social background, which is important when considering the market. 

While companies are promoting work style reforms and health management, and expanding opportunities 
for women to play an active role, various data also show that health issues specific to women are coming to 
the fore. 

The graph on the left shows a survey of workplace conditions for working women. When working women 
were asked if they had experienced any problems at work due to female-specific symptoms, about 50% of 
them answered that they had experienced some kind of problem. 

The breakdown shows that other than mental health, the other problems are specific to women, with 70% of 
women experiencing problems with menstruation-related symptoms and disorders. In addition, premenstrual 
syndrome, menopause, infertility, and fertility also prove to be a issues for many working women. 

The pie chart on the right shows the results of a survey on work performance. This is the result of asking 
people to score their work performance when they are healthy as 10 points, and their work performance 
when they have each symptom. The top row is for menstrual symptoms, and the bottom row is for menopause. 
For both of these, roughly 95% of women said these symptoms reduced their work performance. Of those, 
one in 2 answered that the score dropped to 5 points or less, suggesting that work performance drops by at 
least half for this group. 

This situation suggests that the long-term neglect of women's healthcare issues and women-specific diseases 
may impair labor productivity. We are committed to solving this social issue by providing appropriate 
information as well as superior pharmaceutical products. 
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We are also examining the marketability of our product portfolio based on this point. 

Among the markets related to female-specific diseases, the growth of dysmenorrhea treatments drugs is 
particularly significant, with a 63% increase in volume over the last 2 years. 

As dysmenorrhea treatments drugs, we are developing a LEP formulation containing a new hormone, E4 
(estetrol). This drug is said to be characterized by its low impact on the blood coagulation system, and we 
believe that further market expansion is possible by promoting its safety. 

In addition, awareness of female-specific diseases and treatment is still low in Japan. We will work to expand 
the market by increasing awareness. OC (oral contraceptive drugs) use is low compared to other countries. 
We will continue to promote awareness-raising activities while aiming to achieve similar levels of use as in 
Europe and the United States. We have budgeted the expenses for this in our Mid-term Business Plan. 

Furthermore, we believe that the insurance coverage for infertility treatment, which is being promoted mainly 
by the government, will lead to improved access to medical institutions for women who are pregnant, infertile, 
or trying to conceive. On the other hand, since the scope of insurance coverage has not been clearly defined, 
the impact on our business is unclear in some areas, but we will take measures for our portfolio in accordance 
with future developments. 

In addition to new drugs, there are many cases in the women's healthcare field where the market is expanding 
due to the launch of generics. In addition to switching to brand-name products, we are always looking to 
expand the market with generics. 
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For example, the number of prescriptions for dienogest, endometriosis treatment drugs, increased by a factor 
of 1.6 in Japan after the launch of a generic version. This is a situation where prescriptions numbers had not 
progressed significantly due to the heavy burden placed on patients by the high drug prices. However, with 
the low drug price of the generic, prescriptions picked up to a more acceptable level. 

In line with the expansion of these markets, we are planning to add new products to our product pipeline, 
including new drugs that will make a significant contribution to medical care, and prescription supplements 
with high added value. We are progressiong with these steps with the aim of capturing a large share of each 
market. 

 

Here is data on dysmenorrhea treatments drugs (LEP) market and the prevalence of oral contraceptive drugs, 
as mentioned earlier. 

The Company has created a new market for LEP products with Lunabell combination tablets. This market has 
grown to about 6.3 million sheets in FY2020. This is more than the number of sheets of oral contraceptive 
drugs. Although the penetration rate of oral contraceptive drugs in Japan is low at 2.9% compared to other 
countries, the number of sheets is on the rise, and our share of this market has increased to 38%. 
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Finally, I would like to introduce our product portfolio up to the fiscal year ending September 30, 2024, which 
is the final year of our Mid-term Business Plan. 

In the future, we plan to launch 7 new products in the field of women's healthcare. These products are related 
to dysmenorrhea, menopause, infertility treatment, and perinatal care. We plan to offer not only prescription 
drugs but also supplements and other medical products. 

This is the first time we have started working on supplements. In the future, we will actively develop 
preventive medicine as well as therapeutic medicine. This supplement is positioned as a dietary supplement 
that is prescribed by doctors. We are planning to add new ingredients to the existing ones to provide high 
value-added products whose use is backed up by evidence and that are made according to our high standards 
as a pharmaceutical manufacturer. 

As Mr. Naganawa of the Research & Development Division will explain later, the 2 new drugs are also products 
that can fully meet medical needs. 

FSN-013 is being developed as dysmenorrhea treatments drugs using E4, and is the first effort in the world to 
develop a formulation of E4 for this indication. In addition, FSN-011-01 has been prescribed as a standard 
treatment for a little while overseas, and we plan to start marketing it in Japan by the end of this year. 

We plan to grow our women's healthcare business to JPY20 billion by adding JPY5 billion from 7 new products 
and JPY5 billion from the growth of 6 major products. This is in addition to the JPY10 billion in sales for the 
fiscal year ending September 2020. 
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That concludes my presentation. Mr. Naganawa will now discuss the details of our product pipeline. 

 

Naganawa: Hello. Thank you. I would like to explain about FSN-011-01 and FSN-013, 2 products we are 
currently developing in the field of women's healthcare. 

First, let's talk about FSN-011-01. Menopause is a physical and mental condition that occurs in women in their 
40s and 50s, around the time of menopause, due to a decrease in follicular hormones. There are 3 main 
treatment methods, as shown here. This drug is the type on the left, hormone replacement therapy. 

Hormone replacement therapy is a treatment method that replenishes the body with hormones that are low 
around the time of menopause through medication, creams, or ointments. By maintaining the amount of 
follicular hormones in the body, it reduces various symptoms of menopause. 

There are 2 ways to administer the drug, as shown in the bottom row. This depends on whether an individual 
has had a hysterectomy. On the left is the treatment method for those who have had their uterus surgically 
removed, and in this case only follicular hormone drugs are administered. 

On the other hand, for those who have a uterus, a combination of follicle hormone and progestin is used. This 
is due to the fact that follicular hormone causes the endometrium to proliferate, and there is a risk of 
developing uterine cancer with long-term treatment. The main ingredient of FSN-011-01 is progestin, which 
is used to prevent uterine cancer. 
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The following is an overview of FSN-011-01. 

Currently, there is no single agent that is indicated as an adjunct to hormone replacement therapy. Until now, 
synthetic progestins, which are chemically modified versions of naturally occurring progestins, have been used 
off-label. However, due to concerns about side effects, Japan Society of Obstetrics and Gynecology and Japan 
Society for Menopause and Women's Health  have requested the development of this drug. 

It is a drug that was recognized as having a high medical necessity at a national review meeting for unapproved 
and off-label drugs. Our Company subsequently took on its development. 

This drug is also listed in overseas guidelines, and as I explained earlier, it is a standard drug. It is also approved 
and sold in 100 countries around the world, including in the United States and EU member countries. 

It has the same chemical structure as the luteinizing hormone produced in women's ovaries, and we call it a 
natural luteinizing hormone. 

This ingredient is known to have a lower risk of breast cancer and is safer than synthetic progestins. It also 
has less of the adverse effects on lipids and vascular endothelial function seen with synthetic progestins. 

In Japan, Phase III trials were completed in 2020, and an application for approval was filed in December for 
the planned indication of adjuvant to hormone replacement therapy. It is currently under review. 
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This gives some information on the details of the Phase III trials conducted in Japan. 

Although approved overseas, there is no oral formulation of natural progestin in Japan, so we are conducting 
Phase III clinical trials in Japan for women who are eligible for hormone replacement therapy in Japan. 

The study design is a non-randomized, open trial. The total number of cases administered was 328, 161 with 
the continuous administration method and 167 with the cyclic administration method. 

As for the dosage and administration method, as stated in the dosage and administration in the middle of this 
slide, one cycle is 28 days. In the continuous dosage method, the patient takes the follicular hormone 
preparation and the progestin preparation every day for that period of time. In the cyclical dosage method, 
the patient takes the follicular hormone preparation every day for 28 days, and to takes this drug for the 
second half of the cycle, from day 15 to day 28. 

The primary endpoint looked at the incidence of endometriosis. Specifically, a sample of endometrium was 
taken, and pathological examination was performed to evaluate changes in the tissue. 

No endometrial hyperplasia was observed in any of the administration methods. This means that the efficacy 
of this drug has been confirmed in Japanese patients. 
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Next, I would like to explain about FSN-013. This drug is being developed overseas as a next-generation oral 
contraceptive drugs, and in Japan as dysmenorrhea treatments drugs. 

This drug is a combination of estetrol, a follicular hormone with a unique action, and drospirenone, a progestin. 

Estetrol is expected to reduce the side effects commonly reported with concomitant use of estrogen, which 
has traditionally been used in low-dose oral contraceptive drugs and dysmenorrhea treatment drugs. 

The drug is used oral contraceptive drugs overseas and has been approved in the U.S. and Canada. In Europe, 
a recommendation for approval has been issued. 

Estetrol has been found to have less effect on the blood coagulation system than existing drugs. Estetrol is 
also characterized by minimal drug interactions. It is also characterized by good bleeding control and lipid 
effects, and low weight gain. 

In Japan, the drug is being developed for use in the treatment of dysmenorrhea, as well as pain associated 
with endometriosis. Preparations are currently underway for Phase III trials. Development is underway with 
the goal of launching the product in 2024. 
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Here is an explanation of Estetrol. 

Estetrol is a newly-developed treatment that will be used in the future. The discovery of the compound itself 
dates back to 1965. It was found in the urine of a pregnant woman. 

This substance is metabolized in the liver of the fetus and is transferred to the mother through the placenta, 
and is detected in maternal urine from the 9th week of pregnancy. 

Estetrol's estrogenic activity has been found to be weaker than that of other follicular hormones. 

On the other hand, estetrol has been found to selectively act on estrogen receptors, binding to and activating 
estrogen receptors in the nucleus. On the other hand, it is unique in that it binds to membrane receptors but 
does not activate them. 

This selectivity is expected to provide a variety of benefits. 

It is also called NEST because it is a new follicle hormone. This product, FSN-013, uses an ingredient that has 
the same chemical structure as this compound. 
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Now, I would like to explain about the Phase III trials that we will be conducting. 

2 Phase III trials are planned. This is a study to evaluate the safety and efficacy of the drug for dysmenorrhea. 
The design of the study is a multicenter, double-blind, placebo-controlled trial. The number of patients will be 
150, and the allocation of patients will be done by dividing them 1:1 into real drug and placebo groups. 

In the real drug group, patients receive the real drug for 24 days, followed by placebo for 4 days. The placebo 
group will receive placebo tablets for 28 days. 

The primary endpoint will be the change in dysmenorrhea score in the first 4 cycles after drug administration 
compared to placebo, using the dysmenorrhea score before drug administration as the baseline value. In 
addition, the safety of long-term administration is to be confirmed for the following 13 cycles, which will be 
52 weeks. 
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This is the second trial. This trial is designed to assess the effect on pain associated with endometriosis. 

We are working on a similar design to the dysmenorrhea study I mentioned earlier. 

The primary endpoint will be pelvic pain before drug administration, and the change in pelvic pain at 24 weeks 
after drug administration, on the sixth cycle, will be compared with placebo. In addition, we plan to confirm 
the safety of long-term administration for 13 cycles, or 52 weeks. 

These 2 tests are scheduled to be held next month, from June onwards. 
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Next, I would like to explain the outlook for ASEAN. In ASEAN, we are aiming to launch the product for the 
indication of contraception. 

In Thailand, we are planning to file an application in August this year, and after approval, OLIC plans to market 
the product in-house. We are currently in discussions with the Thai authorities to obtain permits. 

In ASEAN countries other than Thailand, we plan to sell the product through sublicensing. We are in 
discussions with several companies in several countries in addition to the Philippines regarding specific 
conditions. Priority for discussions will be given to countries deemed to have market potential. 

In both Japan and ASEAN, we will work towards the early launch of this product. 

This concludes my presentation on the new drug pipeline. Thank you very much for your attention. 

Moderator: Thank you all. 
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Question & Answer 

 

Moderator: Thank you all. We will now move on to the question-and-answer session. Please feel free to ask 
any questions you may have in the text chat. 

I would like to introduce the first question. It is as follows. 

“Could you tell us why R&D expenses are much lower than the previous fiscal year, why the progress rate 
against the budget is low, and what your outlook is for the full year?” 

Iwai: I would like to answer this question. The main reason for the low R&D expenses in the previous fiscal 
year was that the contract for the project we are currently working on to obtain a license from overseas and 
obtain approval in Japan was scheduled to be signed in March, but this was postponed to the third quarter. 

On the other hand, negotiations in this area are progressing smoothly, so on a full-year basis, we expect R&D 
expenses to be as originally planned. 

Moderator: Thank you very much. Now I would like to introduce the next question. 

“Please tell us about the progress of the government's consideration of insurance coverage for infertility 
treatment and how it will affect your company.” 

Iwai: Thank you for your question. I will pass this to Mr. Sato. 

Sato: Thank you for your question. As for infertility treatment, as was mentioned in the explanation, it is 
expected to be covered by insurance from April 2022. The Ministry of Health, Labor and Welfare (MHLW) 
disclosed the results of a survey and research on the current situation in April, which you may have seen. 

I understand that the academic societies are planning to prepare and publish guidelines by the summer of this 
year. In this context, I understand that full-scale discussions will be conducted. 

As for the impact on our company, first of all, we think it is a very good thing to improve access to people who 
are suffering in this way. As for the impact on our company, it is unclear at this point since the details of the 
system are still undecided, but our expectation is that by improving access to this kind of infertility treatment , 
we can contribute to more people who are suffering. Through this, we hope to improve the performance of 
our company. That's all. 

Moderator: Thank you very much. Now, I would like to introduce the next question. 

“Please give an overview and details of the prescription-designated dietary supplements. What diseases are 
they being developed for, when are they expected to be released, and what is the size of the market?” 

Iwai: Thank you very much. I will pass this to Mr. Mitsuhashi. Thank you. 

Mitsuhashi: Thank you for your question. As I mentioned earlier, this is our first attempt at a prescription 
supplement, and we are very excited about it. The market size of prescription dietary supplements is 
approximately JPY20 billion. The market has grown by about 10% in the past 2 years, and is a promising market. 

Most of the prescription supplements market is dominated by supplements that directly address women's 
concerns, which account for a very large percentage of the market. During the period of this Mid-term 
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Business Plan, we are planning to develop the product as a unified brand and envision 2 dietary supplements 
in the female domain. 

The first is a product for women who wish to have a baby. The other will be a supplement for women with 
menopause. As for the launch date, we are working to launch the first product in the fiscal year ending 
September 2022. Thank you. 

Moderator: Thank you very much. Now, I would like to introduce the next question. 

“Please tell us about the implementation plan and status of the marketing authorization check instructed by 
the Japan Generic Pharmaceutical Association, as well as the method and timing of its publication.” 

Iwai: Thank you very much. I think this is a very important question to ensure the safety of pharmaceutical 
products. Mr. Sato will explain the current situation with respect to this. 

Sato: Thank you. I would like to answer your question. We are currently in the process of checking the 
marketing authorization document. The details will be announced on our website as soon as they are ready. 

As for when that will be, I would like to digress for a moment to say that our company's board of directors is 
composed of 60% outside directors and 50% independent directors. I think this topic is very important for the 
company, so we are preparing to hold a thorough briefing for the board of directors first. After that, we plan 
to announce the structure in a way that will commit the Board of Directors to it, so I cannot say anything 
about the specific timing right now. We are planning to announce it as soon as possible. That's all. 

Moderator: Thank you very much. Now, I would like to introduce the next question. 

“Please explain the reason why oral contraceptive drugs and emergency contraceptive drugs did not meet the 
sales plan.” 

Iwai: I would like to explain about this. In terms of progress, sales are at 45% of the forecast full-year figure 
at the end of the first half of the fiscal year. That could be read as a failure to meet the plan, but compared to 
last year's results, we have increased by about 30% in the first half. Therefore, although there is no doubt that 
demand is growing, the progress has been slightly insufficient, and there has been no further change in the 
market environment or the growth environment. That's all. 

Moderator: Thank you very much. Now, I would like to introduce the next question. 

“Has the expansion of subsidies for infertility treatment that started in January 2021 had any impact on 
business performance?” 

Iwai: Another question for Mr. Sato. 

Sato: Thank you. To put it briefly, we have seen a positive impact on our business performance. The subsidies 
were expanded in January, but it took a little time for the subsidies to penetrate into the field, so there was 
no immediate impact on our business performance. However, we are starting to see an effect. 

As for infertility treatments, I have explained the trends in the first half of this report on page 11, so please 
take a look at that as well. There was also the impact of the coronavirus pandemic, so it is difficult to talk 
about the market or the sales trends of our drugs based solely on the impact of the subsidies. However, I think 
we can see that the market is expanding. Thank you. 

Moderator: Thank you very much. The next question will be the last one as we are approaching the end of 
the session. It is as follows. 
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“Regarding FSN-013, why are the indications different between Japan and ASEAN?” 

Iwai: I would like to answer this question. First of all, in terms of the development by Mithra Pharmaceuticals, 
our licensor, the company is currently in the process of submitting applications for approval as a new oral 
contraceptive drugs in both Europe and the United States. 

On the other hand, our Company has experience with Lunabell in Japan as dysmenorrhea treatments drugs. 
In order to further meet the needs of patients and medical institutions in the LEP market, we have chosen to 
develop it as a treatment for dysmenorrhea. 

On the other hand, in the ASEAN region, there is a rule that if a product has been submitted for approval in 
Europe or the United States, the approval data can be used for the application. Therefore, in ASEAN, mainly 
in Thailand, we will be applying for approval as an oral contraceptive drugs in the same way as Mithra, the 
licensor. 

The reason for the different indications is that, as I mentioned earlier, we have chosen to focus on 
dysmenorrhea in Japan. That's all. 

Moderator: Thank you all for taking the time to ask your questions. I would like to conclude with a few words 
from President Iwai. 

Iwai: Thank you very much for joining us today for our financial results briefing for the second quarter of the 
fiscal year ending September 30, 2021. We hope you will take a look at our website as well as our presentation 
materials. Thank you very much for your time today. 

Moderator: This concludes the presentation of Fuji Pharma Co. Ltd.'s financial results for the second quarter 
of the fiscal year ending September 30, 2021. Thank you to everyone who participated. 

[END] 

______________ 
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