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Presentation 

 

Moderator: Good afternoon, everyone. Thank you very much for participating in today's presentation of the 
financial results for Fuji Pharma for the fiscal year ending September 30, 2021. 

First, I would like to introduce today's speakers. 

Mr. Takayuki Iwai, President and CEO. 

Iwai: This is Iwai. Thank you. 

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

Mitsuhashi: This is Mitsuhashi. Thank you. 

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

Naganawa: I am Naganawa. Thank you. 

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

Sato: I'm Sato. Thank you. 

Moderator: As for today's proceedings, Mr. Iwai and Mr. Sato will provide an overview of the financial results 
for the fiscal year ended September 30, 2021, the forecast for the fiscal year ending September 30, 2022, and 
the progress of Mid-term Business Plan. 

We will then proceed to the Q&A session. We will take as many questions as time permits, so please feel free 
to send any questions you have. You can post questions at any time, even during the presentation. 

We will now move on to the financial results presentation. Thank you very much, Mr. Iwai. 
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Iwai: Hello. Thank you very much for taking time out of your busy schedule to join us today. 

Today, we would like to talk about these 4 points. 

First, Mr. Sato will provide an overview of the consolidated financial results for the fiscal year ended 
September 30, 2021 and the consolidated earnings forecast for the fiscal year ending September 30, 2022. 
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Sato: Thank you. I will now give an overview of the consolidated financial results for the fiscal year ended 
September 30, 2021 and the consolidated earnings forecast for the fiscal year ending September 30, 2022. 

In the fiscal year ending September 30, 2021, solid sales in the field of women's healthcare offset the decline 
in sales of diagnostic drugs. This decline mainly affected contrast media, and was due to NHI price revision 
and COVID-19 impact. 

Expenses decreased by 2.8% compared to the previous fiscal year, as R&D expenses were lower than expected, 
and we were able to control sales commissions. 

OLIC suffered from a decline in orders due to COVID-19 impact. Although performance was better than we 
had forecast, a decrease in sales during the period was recorded. 

Operating profit increased by JPY210 million, or 6.7%, from the previous fiscal year. 

In research and development, we received approval in September 2021 for FSN-011-01, product name F-
meno® Capsules. 

We started Phase III trials in Japan for FSN-013 in August 2021, while in ASEAN, we filed for import approval 
in Thailand in September. 
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I will talk about the analysis of the difference between net sales and operating profit in a later slide. Here, I 
will talk about gross margin, capital expenditure, and R&D expenses. 

First, the gross margin. Although there was an improvement in terms of product mix due to growth in the area 
of women's healthcare and a decrease in contrast media, overall performance deteriorated by 0.8%. This was 
due to the impact of the NHI price revision in April 2021 and the fixed cost burden caused by the drop in sales 
of diagnostic drugs. 

Next, capital expenditure increased slightly. The main target of expenditure was a new tablet building at the 
Toyama Plant. The large difference from the planned amount is due to a change in the timing of payments. 
There have been no overall changes to our capital expenditure plan. 

Finally, R&D expenses decreased significantly compared to both the previous fiscal year and the forecast 
figure. This is due to a combination of factors, including the high cost of Phase III trials for new drug 
development in the previous fiscal year, efforts to reduce development-related expenses, and the fact that 
expenditures for some products were delayed. 



 
 

 

Support 
Japan 03.4405.3160    North America  1.800.674.8375  

Tollfree  0120.966.744 Email Support     support@scriptsasia.com 
6 

 

 

This is an analysis of the differences between the previous fiscal year and the fiscal year ending September 
30, 2021. 

For sales, please see the chart on the left. As I mentioned in the highlights, sales of hormone drugs in the field 
of women's healthcare grew significantly, while sales of contrast media and OLIC decreased due to COVID-19 
impact. In spite of the NHI price revision in April 2021, we were able to achieve a small YoY increase in sales. 

For operating profit, please see the chart on the right. The combined effect of controlling sales commissions, 
the decrease in R&D expenses, and the control of expenses due to COVID-19 was a positive effect on profits 
of approximately JPY800 million. There was an increase of approximately JPY500 million in personnel 
expenses due to performance-linked compensation, resulting in an overall increase of JPY210 million. 
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This is a reanalysis compared to the initial forecast. 

The chart for sales is on the left. With regard to contrast media, we had planned to increase sales through 
sales activities even during COVID-19 impact. However, the prolonged COVID-19 impact and the impact of the 
NHI price revision, which was larger than expected in the second half of the fiscal year, have resulted in 
difficult results. In addition, anti-coronavirus measures resulted in low numbers of influenza cases, which also 
resulted in a decrease in revenue. Although sales in the area of women's healthcare were strong and one-
time income accumulated in OLIC compensated for the decline elsewhere due to COVID-19, sales decreased 
compared to the forecast. 

For operating profit, please see the chart on the right. As you can see, the reduction in R&D expenses during 
COVID-19 impact absorbed the increase in personnel expenses due to sales commissions and performance-
linked compensation. This resulted in a significant increase in profit compared to the forecast. 
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I will explain sales by drug class. 

Sales of hormone drugs, which account for the largest share of sales, grew significantly. This was supported 
by continued strong demand in the field of women's healthcare. In addition, contract sales at the Toyama 
Plant also grew, despite difficult conditions for non-hormone drugs. 
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This is net sales of major products. 

Here, too, sales of hormone drugs in the field of women's healthcare increased across the board compared to 

the previous fiscal year. In particular, sales of oral contraceptives such as Favoir🄬 and Labellefille®, and sales 
of endometriosis Treatment drug such as DIENOGEST are growing. Diamond-mark infertility treatment drugs 
are also growing significantly. The supply of FOLYRMON®-P injection, which was previously listed here, 
resumed on November 5. 
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I would like to provide a supplementary explanation about the top right pie chart. 

The percentage for acute medical care had been above 50% until the fiscal year ending September 2020, but 
due to the growth in sales in the area of women's healthcare, the percentage is now below 50%. 
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Next, I'll say a few more words about the bottom right pie chart. 

In the past, infertility treatment drugs were the largest category, but the growth of oral contraceptives was 
so large that the pattern reversed in the last fiscal year. As you can see, sales of oral contraceptives have more 
than tripled over the past 5 years. 
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The balance sheet as of the end of the fiscal year ending September 30, 2021 is shown here. 

Beside the Capex on Toyama plant, including the lease, the major change is the change in the capital and 
liability structure due to the acquisition and cancellation of treasury stock in February and March. 
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This is the cash flow. 

We have already talked about the acquisition and cancellation of treasury stock. 

Cash flow from investing activities related to the new tablet building at the Toyama Plant, the construction is 
progressing as planned. In the previous fiscal year, we sold all domestically listed shares among cross-
shareholdings. 
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Now, I would like to talk about the consolidated earnings forecast for the current fiscal year ending September 
30, 2022. 

In the current fiscal year, we plan to increase both sales and profits for the second consecutive year. 

Net sales are expected to increase due to the new F-meno® Capsules, the newly in-licensed product PROPESS®, 
existing products in the field of women's healthcare centered 6 key products, and the expected contribution 
OLIC recovers from results seen during COVID-19 impact. 

Operating profit is expected to increase due to the increase in net sales, which will offset the increase in R&D 
and SG&A expenses. 

In addition, we plan to increase dividends for the first time in 3 fiscal years, in accordance with our policy of a 
dividend payout ratio of 30%. 

In the area of research and development, we will proceed with Phase III trials of FSN-013 in Japan and import 
approval procedures in Thailand. 

With regard to biosimilars, we are preparing to file for the first round of approval through our alliance with 
Alvotech within this fiscal year. 
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The sales forecast for this fiscal year is JPY36 billion, up 10.2% from the previous fiscal year. The main 
contributors will be the new women's healthcare drug F-meno® Capsules, the in-licensed PROPESS® and 
existing 6 key products. 

Forecast operating profit increases 4.2% YoY to JPY3.5 billion. The operating margin is expected to decrease 
slightly due to an expected increase in R&D and SG&A expenses. 

Capital expenditure will increase substantially due to plans to expand Capex facilities in Japan, including a new 
tablet building at the Toyama Plant. 

R&D expenses are planned to increase by 14.8% to JPY2.8 billion. In the previous fiscal year, actual results fell 
significantly short of the initial forecast. In the current fiscal year, we will continue to promote R&D activities 
firmly toward the launch of new products, while controlling costs as necessary. 
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The chart on the left shows the factors behind the change in forecast net sales for the current fiscal year. 

Sales of hormone drugs are planned to increase substantially to JPY3.1 billion. In addition, the Toyama Plant 
and the OLIC CMO business are also anticipated to see increase sales. This will offset the decrease in sales of 
contrast media and other products, resulting in the planned increase in sales. 

In hormone drugs, the plan is to increase sales mainly due to a combination of several factors, including, F-
meno® Capsules, the in-licensed PROPESS®, existing products centered 6 key main products, and infertility 
treatment drugs that are expected to be covered by insurance. 

Operating profit for the fiscal year is expected to increase. This is because the increase in revenue will offset 
the increase in R&D expenses and expenses due to COVID-19 sedation. 
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Here is a table showing the contents of the waterfall chart that I explained earlier. 

You can see that hormone drugs and CMO business are growing. 

At this point, I would like to say that due to circumstances unique to this fiscal year, I will refrain from 
explaining the sales forecast for major products as in the past. 

We are refraining from disclosing any information that might suggest the outlook for these products for the 
current fiscal year, as we are currently in the process of the NHI price listing of F-meno® Capsules, and the 
procedures for the insurance coverage of infertility treatment drugs in April 2022 are in progress. 

In the future, we will make decisions based on the situation at the time, but we will do our best to disclose 
the results. 
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Lastly, I would like to talk about our shareholder return policy for the fiscal year ending September 30, 2022. 

Our dividend policy is to achieve a dividend payout ratio of 30% with stable dividends. This is as explained in 
our Corporate Report and other documents. If profits for the current fiscal year reach the forecast level, we 
plan to pay 32 yen annual dividend by applying dividend payout ratio of 30%. 

This concludes my presentation. 

Next, Mr. Iwai will talk about Mid-term Business Plan. 

Iwai: I would now like to explain the progress in Mid-term Business Plan in Chapter 3. We have several 
products that will be very important in achieving Mid-term Business Plan. These products are labeled with a 
number before the product name in Chapter 3. For these important products, we will explain positioning and 
product overview in Chapter 4. 
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Here is the overall picture of the current Mid-term Business Plan. 

The current Mid-term Business Plan, which will end in the fiscal year ending September 30, 2024, is positioned 
as an intermediate point to achieve our goal of JPY100 billion in consolidated net sales in 10 years. 

The 4 factors for achieving the goals of Mid-term Business Plan are shown here. 

“No.1 in Women's healthcare” is the first point. The second is “Evolving into sustainable contrast media 
business”. The third is ”Establish Biosimilar business as a new pillar during the current Mid-term Business Plan 
with a view to the next Mid-term Business Plan.” The fourth is “Strengthen overseas business centered on 
OLIC”. 

In the current Mid-term Business Plan, we will achieve JPY50 billion in the fiscal year ending September 2024 
and build a solid foundation for achieving JPY100 billion in the fiscal year ending September 2029. I will explain 
this on the next page.  This is the purpose and positioning of our Mid-term Business Plan. 

In the fiscal year ending September 2024, as I mentioned, our sales target is JPY50 billion. There will be no 
change to this. We are currently working on a number of measures to achieve this goal. 
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As you can see from this slide, there are 3 main initiatives to achieve the JPY50 billion target: first, women's 
healthcare, then the sustained contrast media business, and thirdly, overseas business centered on OLIC. 

And to prepare for our goal of JPY100 billion in the next Mid-term Business Plan, we will make solid progress 
in the biosimilar business by the fiscal year ending September 2024. 

In the next slide, I would like to explain the status of our efforts to date for each growth factor. 
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Currently, we are making progress toward the FY2024 target as planned. 

First of all, in the field of women's healthcare, the market for 6 key products is expanding steadily. Our 
products are making steady progress. In September of this year, we also received approval for F-meno® 
Capsules as planned. In the field of women's healthcare, we have already decided to start e-Promotion to 
further improve sales efficiency. 

Next, in the overseas business of OLIC, the B2C CMO business, which had been declining in COVID-19 impact, 
is now on a recovery trend. In September this year, we filed an application for approval of FSN-013 in Thailand, 
which will be the core of the second business pillar, OLIC. We aim to start manufacturing and marketing our 
own products here. 

We are also in the process of building up our pipeline of biosimilars. 

In contrast media, we have started to procure new API sources and are actively considering CMO business 
from other companies. 

In the next few slides, I would like to explain each area in more detail. 
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The first is women's healthcare. I would like to talk about 6 key products, new drugs, and the sales structure. 

First of all, as mentioned earlier, the market for 6 key products is growing steadily. The sales of our products 
increased by 26% compared to the previous year. I would like to show you the sales of these 6 products in 
more detail in the next slide. 

To meet this demand, we also began construction of a new tablet building at the end of last year. Construction 
is now well underway. Once completed, the new building will triple our current manufacturing capacity. We 
are determined to meet the immediate increase in demand by moving forward with the construction of these 
buildings. 

In addition, compared to other countries in Europe and the United States, the use of hormone preparations 
for women is still quite low. We also plan to continue our enlightenment activities regarding the use of this 
product. 

Next, regarding the development status of new drugs, as reported earlier, we received approval at the end of 
September for F-meno® Capsules. And Phase III trials for FSN-013 started in August this year as planned. 

This month, on November 4th, we announced that we have agreed to collaborate in Japan with Ferring 
Pharmaceuticals for a product called PROPESS®. 

These 3 products will be explained in detail in Chapter 4. 
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Last but not least, we have decided to introduce e-Promotion to improve MR productivity, and we intend to 
make use of it in the future. 

 

 

This is the sales trend of 6 key products I mentioned in the previous slide. 

The blue graph on the left is the sales forecast at the time of Mid-term Business Plan was formulated, and the 
darker blue graph on the right is the actual results and the current sales forecast for the fiscal year ending 
September 2024. 

As shown in the graph, 6 key products are performing well, and we expect to achieve the target for the fiscal 
year ending September 30, 2024. 
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The second is biosimilars. 

As previously reported, we are in an advanced stage of negotiations with Alvotech, a biosimilar development 
and manufacturing company in Iceland, regarding the commercialization of biosimilars in Japan. 

We have selected a promising product for the Japanese market from the pipeline of Alvotech and are currently 
developing it. We are planning to apply for approval for 1 product this fiscal year. In addition, we have already 
agreed on the development of 4 products, and are currently negotiating for 2 more products. 

We would like to firmly build up these pipelines and proceed with the application for approval toward the 
next Mid-term Business Plan. 

In addition, in anticipation of the future production of biosimilars as I mentioned, we have already started 
preparing a multi-syringe line in Toyama. 

We will explain more about the development status with Alvotech in Chapter 4. 
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Next, OLIC and contrast media. 

As I mentioned earlier, OLIC's CMO business is gradually recovering from COVID-19 impact. In addition, in the 
CMO fields, which is OLIC's core business, we have already started the trial manufacturing and testing of CMO 
business for US. We would like to finish firmly these things so that we can transform our business into a more 
globalized CMO business. 

In addition, as I mentioned earlier, we applied for approval of FSN-013 in Thailand. This will be the core of 
OLIC's commercialization. We will explain the status of these applications individually later. 

Lastly, in contrast media, we have decided to make a major change in the procurement of API from this fiscal 
year. By doing so, we will be able to reduce costs and ensure a more stable supply system than before. We 
are also planning to establish a sustainable contrast media business by firmly promoting new contract 
manufacturing. 
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Now that I have discussed the 4 growth scenarios, I would like to talk a little about Capex that will support 
them. 

As I have already explained in the 4 areas, the construction of the new tablet building, which will support the 
manufacture of 6 key women's healthcare products, is now progressing smoothly. We are planning to start 
operation in November next year. Our current manufacturing capacity is about 150 million tablets per year. 
After the completion of the new building, it will triple to 450 million tablets. We hope to fulfill our 
responsibility to ensure a stable supply. 

We have also completed the installation of a new ampoule/vial line due to the aging of the current 
ampoule/vial line. We are now in the process of installing a new syringe line to manufacture biosimilars. This 
will be a pillar of our next Mid-term Business Plan, as mentioned earlier. 

Last but not least, we have started construction of a second plant in Toyama to reinforce our packaging and 
distribution facilities. It will be completed and operational next year. We will let you know as soon as it is 
operational. 
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Next, a few words about sustainability. 

Without the sustainable growth of society, our company will not be able to grow. It is becoming more and 
more important than ever to be trusted as a sustainable company by stakeholders in Japan and overseas. We 
will make steady progress in these areas: consideration for the environment, securing diverse human 
resources, and contributing to diverse lifestyles. 

As you can see here, the female managers ratio is currently 21%, an increase of about 4% in 1 year from 17% 
at the end of last fiscal year. We have also increased the number of female directors from 1 to 3 in order to 
incorporate diverse opinions. 

In terms of governance, as you can see here, the outside directors ratio is 60%, and we will continue to strive 
to be a sustainable company by receiving diverse opinions. 
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This will be the last slide in Chapter 3. This is about our quality control initiatives. 

Please see the Quality Policy in the upper left corner. Our Board of Directors approved this newly established 
Quality Policy at its meeting in July this year. This quality policy was created based on our corporate philosophy 
of “We help people lead healthy lives by offering excellent pharmaceuticals.” We have established this Quality 
Policy in order to continue to provide high quality pharmaceutical products that can be used with confidence 
by patients, medical institutions, and society in general. 

In the future, we will continue to comply with laws and regulations, ensure high quality, and guarantee 
reliability. 

This concludes the explanation of Chapter 3, Progress of Mid-term Business Plan. 

In Chapter 4, Mr. Mitsuhashi and Mr. Naganawa will explain about new drugs and biosimilars, respectively. 
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Mitsuhashi: Thank you. I would like to share with you some of the enhancements we have made to our 
product portfolio. 

This table shows our main products in the women's healthcare field. 

We are building a comprehensive product pipeline for women's diseases while adapting to individual life 
stages. 

This time, F-meno® Capsules are essential to strengthen the menopausal area and PROPESS® is essential to 
strengthen the perinatal period. In the current fiscal year, we plan to launch a generic drug for menopausal 
disorders. Regarding perinatal period, we plan to launch a supplement for recommendation by medical 
professionals. 

In order to expand our contribution to well-being of women, we will also strengthen our products related to 
cancers in women, such as breast, ovarian and cervical cancer. 

With regard to diseases specific to women, the market continues to expand for many diseases such as 
dysmenorrhea, endometriosis, infertility, and menopausal disorders. We will continue to develop and provide 
excellent drugs to meet these needs. 
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Naganawa: I'm Naganawa from Research and Development Division. I will explain to you about F-meno® 
Capsules. 

F-meno® Capsules were developed in response to a request from Japan Society of Obstetrics and Gynecology 
and Japan Society for Menopause and Women's Health for the development of a progestin drug for the 
indication of hormone replacement therapy. The application was submitted in December last year, and after 
a 10-month review period, we received approval in September this year. The product will be available after 
the NHI drug price listing. It is scheduled to be launched within this year. 

As the first progestin drug with a menopause-related indication in Japan, obstetricians and gynecologists have 
commented that they hope the introduction of this product will promote the spread of hormone replacement 
therapy and improve the QOL of menopausal women. 

The features of this product are the following reasons. First, it is the only oral natural progesterone drug 
available in Japan. Secondly, it is the product for which prevention of endometrial hyperpiesia confirmed by 
domestic and overseas studies. Thirdly, Overseas guidelines suggest that the risk of breast cancer is not 

different from that of non-users. Fourthly, no adverse effect on lipid※1 metabolism compared to synthetic 

progestogen. 

As a result of a survey of 3,888 women in the menopausal age group, it was estimated that approximately 7 
million people (half of the female population in the menopausal age group) have menopausal symptoms. We 
believe that F-meno® Capsules can contribute to improving the quality of life of menopausal age group. 
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Next, please. 

 

Mitsuhashi: The product indicated for cervical ripening PROPESS® was approved for manufacturing and 
marketing in Japan by Ferring Pharmaceuticals in January 2020. It has been on the market since April of that 
year. 

PROPESS® is the only vaginal product for initiation of cervical ripening for patients from 37 completed weeks 
of gestation. Since its approval in US in 1995, it has been approved in more than 70 countries or regions as a 
drug for initiation of cervical ripening. We, with its strength in obstetrics and gynecology, will be responsible 
sales and distribution from December 1. We will provide information to approximately 2,000 perinatal 
facilities in Japan, which Ferring Pharmaceuticals was unable to cover. We will work together with medical 
professionals in Japan to firmly promote the use of drugs that are standard overseas. 

We have been dealing with several drugs relating to the perinatal area, and will continue to further strengthen 
our presence in this area in the future. 
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We have created a new market for the treatment of dysmenorrhea with LUNABELL® tablets. 

FSN-013, which is currently under development, is positioned as a next-generation dysmenorrhea treatment 
drugs and is being developed with the aim of providing a new treatment option. 

Sales in this segment have been declining due to the impact of generics following the expiration of the patent 

for LUNABELL® tablets. However, we will work to expand our market share again with this product. 
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Naganawa: Next, I would like to discuss the current development status. 

Since Phase II trials showed promising results, we started Phase III trials in August 2021. 

FSN-013, developed as a next-generation dysmenorrhea treatment drugs, is a combination of natural 
estrogen with a new and unique action and drospirenone. This is called estetrol. In US and Europe, it has 
already been approved and launched as an oral contraceptive. In Japan, development is underway for 
dysmenorrhea and the improvement effect on pain associated with endometriosis. 

It is expected to reduce the commonly reported side effects of a combination containing estrogen 
(ethinylestradiol), which is used in conventional LEP. 

Estetrol is lower coagulant impact compared with existing products, lower interaction among drugs due to no 
specificity of metabolizing enzymes in the liver, expected better bleeding control, lower lipid impact, and less 
likely to gain weight. 
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Next, I will briefly explain about Phase III trials. 

As for Phase III trials, we are conducting 2 trials for each indication. The study shown here is a double-blind, 
placebo-controlled trial in patients with dysmenorrhea. The target number of cases is 150, and the study is 
designed to evaluate the efficacy and safety of the drug for dysmenorrhea based on the change in the total 
dysmenorrhea score from before treatment. 
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This study is a double-blind, placebo-controlled trial in patients with endometriosis. This is a study to verify 
the improvement, efficacy and safety of the effect of pain for endometriosis by the amount of VAS change in 
the most severe pelvic pain, such as lower abdominal pain and back pain, from before administration. Both 
trials started in August and are currently progressing as planned. 
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Mitsuhashi: FSN-013 is also being prepared for lounch in ASEAN. 

In Thailand, an application for import approval was submitted to the Thailand FDA in September. We will 
continue with setting up a sales organization and building relationships with physicians. We are aiming to 
develop a base for sales by the time of anticipated approval within the next fiscal year. 

In ASEAN countries other than Thailand, we expect to license out the product and outsource approval and 
sales to partner companies. We are negotiating specific contracts with several companies in several countries 
in addition to the Philippines. 
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Next, I would like to report on our biosimilar initiatives. 

As you know, the percentage of pharmaceutical sales accounted for by biopharmaceuticals continues to grow 
significantly. As expectations regarding the widespread use of biosimilars are rising, we will work on a number 
of biosimilars in our product portfolio to contribute to reducing the burden on patients and curbing medical 
costs. 

Although there are significant barriers to entry in the biosimilars market, our alliance with Alvotech allows us 
to negotiate on a preferential basis for the development of products in Japan from their many development 
pipelines. 

In addition, Alvotech has sales partners in each of the overseas areas, and their supply volume is larger, making 
them more cost responsive. 

In addition, we are planning to obtain approval not only for overseas manufacturing, but also for 
manufacturing at the new high-potency multi-syringe line to be introduced at the Toyama Plant. This will 
ensure a stable supply. 

In the biosimilars business, we will develop our business on the strength of our abundant pipeline, cost 
responsiveness, and stable supply. 
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Next, our specific product portfolio. 

We have already reached agreements with Alvotech for 5 products and are moving forward with development. 

As for the development status, we plan to apply for approval for 1 product in Japan during this fiscal year. 

We are also pleased to announce that we are in discussions with Alvotech regarding 2 new products with a 
total domestic market size of approximately JPY130 billion. 

We are in discussions with partners other than Alvotech regarding biosimilars, and will continue to expand 
our biosimilar portfolio. 

That concludes my presentation. 

Moderator: Thank you very much.  
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Question & Answer 

 

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

Please feel free to ask any questions you may have in the chat room. 

I will now read the first question. It is as follows. 

"What is the status of the partnership with M3 relating to FSN-013?" 

Iwai: I will take this question. 

First of all, we have concluded a joint development agreement with M3 for FSN-013. Based on this joint 
development agreement, we are now in the process of conducting regular progress meetings, visualizing the 
status of both companies. 

In terms of sales, we are now in the process of examining the possibility of e-Promotion for F-meno® Capsules, 
which received approval in September. 

We are currently discussing with M3 about how we can improve the efficiency of our sales and marketing 
activities for the approved product, while at the same time firmly advancing the development of FSN-013. 

Thank you. 

Moderator: Thank you very much. 

I will move on to the next question. 

"The oral contraceptives awareness campaign was mentioned, but are sales of oral contraceptives expected 
to grow this fiscal year as well?" 

Iwai: I would like to reply to this question as well. 

First of all, as shown in the presentation, this area is currently experiencing solid growth. As for the oral 
contraceptives market itself, at present, the penetration rate of oral contraceptives in Japan is less than 3%. 
As I mentioned at the briefing session in May, the usage rate in Europe and the US is about 30%. Compared 
to those countries, use in Japan is still quite low. We recognize that there is still room for growth in this area. 

Growth has not been very large, but it has been steadily increasing every year. In order to further promote 
this growth, we would like to create an environment in which people can use drugs with peace of mind. To do 
this, we are working to provide people with correct information on drugs through educational activities. 

As for the question of whether there will be growth in the future, we will continue our efforts to provide 
accurate information. 

Thank you. 

Moderator: Thank you very much. 

I will move on to the next question. 
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"Please describe the effect of insurance coverage for infertility treatment on your Company." 

Iwai: This is a difficult question to answer, but first of all, as a market, insurance coverage will allow more 
people to have access to infertility treatment. In this sense, we believe that we will be able to contribute to 
the expansion of this field. 

On the other hand, the authorities have not made any decision on the issue of insurance coverage yet, so we 
have not yet been able to estimate how much of an impact it will have. However, as I mentioned, we hope to 
contribute to patients suffering from infertility with our treatment options. 

Moderator: Thank you very much. 

Now, I would like to introduce the next question. 

"Sales of the 2 generic contrast media have been decreasing year by year. Please tell us about the sales 
forecast for the fiscal year ending September 2022 and the future of the contrast media business." 

Iwai: I would like to take this question as well. 

As for the sales of generic contrast media for the fiscal year ending September 30, 2022, IOPAMIDOL sales are 
expected to decrease by approximately JPY400 million from the previous fiscal year. IOHEXOL sales are 
expected to decrease by approximately JPY380 million from the previous fiscal year. 

However, as I mentioned in my presentation, we are committed to making our contrast media business 
sustainable by reducing costs through new raw material procurement and other measures. Contract 
manufacturing will also contribute. Our efforts to make our contrast media business sustainable through cost 
reductions in new raw material procurement and contract manufacturing remain unchanged. With this type 
of contract manufacturing and product sales, we intend to maintain the sustainability of this business area. 

Moderator: Thank you very much. 

Now, I would like to introduce the next question. 

"What is the marketability of oral contraceptives in Thailand?" 

Iwai: I will pass this question to Mr. Mitsuhashi. 

Mitsuhashi: This is Mitsuhashi. Please allow me to answer. 

According to a United Nations survey, the penetration of oral contraceptives in Thailand is just under 20%, 
and their use is increasing. The oral contraceptives market in Thailand is broadly classified into 3 categories 
based on price range. 

We are targeting the premium price range, and growth in this premium price range has been more significant 
than in other price ranges. 

By launching the next-generation FSN-013, which contains a new active ingredient estetrol that is expected 
to reduce side effects, we will provide a new treatment option for patients. 

Thank you. 

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

"What is the value of OLIC's new contracted projects for the US in terms of OLIC's CMO business?" 

Iwai: This is a really new initiative. As you all know, the hurdles to getting approval in the US are quite high. 

We believe that overcoming these challenges and winning the contract business will prove that we are able 
to meet stricter manufacturing standards, which will greatly increase OLIC's credibility and trust in the CMO 
business in Asia. 

At the moment, a large part of our business is outsourced within Thailand, but we are aiming to expand this 
business to Asia, Europe, and the United States. This is a very meaningful first step. 

This is a good opportunity for us to expand our business in the US. 

Thank you. 

Moderator: Thank you very much. 

Now, I would like to introduce the next question. 

"In Japan, the treatment of menopausal disorders does not seem to have progressed much. In this area, what 
kind of efforts will Fuji Pharma make in the future?" 

Iwai: I think this was covered to some degree in the portfolio section, so I would like to pass this question to 
Mr. Mitsuhashi. 

Mitsuhashi: This is Mitsuhashi. Thank you. 

Estrogen and progestin are used in hormone replacement therapy for menopausal disorders. We have an 
estrogen preparation, L'estrogel, and a generic drug that is under regulatory review. We also have a progestin 
preparation, F-meno® Capsules, and we will work toward hormone replacement therapy for menopausal 
disorders with these 2 products. 

In addition to hormone replacement therapy, we are also working on high value-added supplements for 
recommendation by medical professionals, and plan to contribute to the improvement of women's well-being. 

Thank you. 

Moderator: Thank you very much. 

Now, I would like to introduce the next question. 

The development of supplements in the field of women's healthcare was presented in May. What is the status 
of development at present?" 

Iwai: Mr. Mitsuhashi will take this question as well. 

Mitsuhashi: This is Mitsuhashi. 

As planned, we are planning to sell medical professional-recommended supplements for the perinatal phase 
during this fiscal year. 
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Thank you. 

Moderator: Thank you very much. 

Now, I would like to introduce the next question. 

"You mentioned that you are planning to build a system to manufacture biosimilars either overseas or in Japan, 
but will you also build a culture facility in Japan?" 

Iwai: I would like to respond to this question. 

We have no plans for a culture facility. As I mentioned in my explanation, Alvotech is in charge of the 
development and manufacturing of the drug. We are planning to bring the drug substance manufactured by 
Alvotech using their culture facilities to Japan for formulation in Japan. 

We are currently preparing the equipment for this purpose, which I mentioned in my presentation as a multi-
syringe line. We are preparing for the actual introduction of the equipment in this fiscal year. 

That's all. 

Moderator: Thank you very much. 

The next question will be the last one as we are approaching the end of the session. The next question is as 
follows. 

"This fiscal year marks the third year of your Company's Mid-term Business Plan. "It seems that there may still 
be a little way to go to the goals of JPY50 billion in sales and JPY5 billion in operating profit. How confident 
are you about achieving these goals?" 

Iwai: As I explained when the plan was announced, during the first 5 years of the Five-Year Medium-Term 
Management Plan, we are currently aiming to increase both sales and profits. We have seen some degree of 
increase. 

We will expand our portfolio through a combination of product development, which we are currently 
preparing, and expansion of sales of existing products. By firmly advancing this portfolio expansion, we are 
currently working to achieve the JPY50 billion target for the fiscal year ending September 30, 2024 as originally 
forecast. 

Thank you. 

Moderator: Thank you very much. 

We have 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 briefing 
materials. 

This concludes the financial results briefing for the fiscal year ending September 30, 2021 for Fuji Pharma. 

Thank you to everyone for joining us. 

[END] 

______________ 
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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. This document has been translated by SCRIPTS Asia.  
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