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Presentation 

 

Moderator: Now, we begin the online briefing on Kyowa Kirin Co., Ltd. financial results for the fiscal year 
ended December 31, 2023, which was announced yesterday at 3:30 PM. 

Please note the following prior to the briefing. Please note that we will keep names and company names of 
all participants for a certain period of time as a list of participants. Please note that the content of this 
presentation will be available as an on-demand audio stream and transcript on our website. The information 
presented today contains forward-looking statements. Please note that there is uncertainty due to various 
risks. 

Today's speaker is Masashi Miyamoto, Representative Director, President, and CEO, and he will answer your 
questions. Director, Senior Managing Executive Officer, and Chief Medical Officer Takeyoshi Yamashita. 
Motohiko Kawaguchi, Managing Executive Officer, Chief Financial Officer, and Global Finance Head. Tomohiro 
Sudo, Executive Officer and Global Product Strategy Head. 

Today's briefing will last a maximum of 90 minutes. After Miyamoto's presentation, we will be happy to 
answer your questions. Please download the documents from our IR website. 

 

Miyamoto: Good morning, everyone. Thank you for your participation. My name is Miyamoto, Kyowa Kirin.  

Since this is the end of the fiscal year and we have many items and materials, I would like to summarize the 
main points and explain them. 
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Could you please skip to page five of the slide presentation? I would like to begin with a qualitative review of 
our progress in 2023. 

With respect to the “Provide pharmaceuticals for unmet medical needs”, we have evolved our global sales 
structure for Crysvita and Poteligeo and have been able to continue steady growth. We have started Crysvita 
own sales in North America and have started a new structure in EMEA to focus on Crysvita and Poteligeo. 

In R&D, global development of rocatinlimab and KHK4951 is progressing steadily, and clinical trials for 
bispecific antibodies have started as planned. In particular, the ROCKET program for rocatinlimab, which we 
expect to be the next pillar of growth following Crysvita, is currently comprised of eight clinical studies and is 
progressing well, with more than 2,400 patients enrolled by the end of 2023. 

While the development of RTA 402 and KW-3357PE was discontinued, PHOZEVEL was approved for 
production and marketing in Japan. As you know, the acquisition process of Orchard announced last year was 
completed in January. We are moving forward with our efforts to continuously create innovative drugs while 
adapting to changes in the business environment. 

In addition, as you can see, we were able to carry out most of the activities we had planned in terms of 
responding to “Address patient-centric healthcare needs”, “Retain the trust of society”, and “Reinforce 
human resources and structures”. 
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Now, please turn to page six, performance summary of FY2023. 

Revenue was JPY442.2 billion, up JPY43.9 billion, or 11%, YoY.  

Core operating profit was JPY96.8 billion, up JPY10.1 billion, or 12%.  

Profit was JPY81.2 billion, an increase of JPY27.6 billion, or 52%, landing with a significant increase in both 
sales and income. Record high profits have been achieved. 

The ROE was 10.2%. We have reached the target level of 10% or more as set forth in the medium-term 
business plan. 

Compared to the revised plan announced in Q1 of last year, revenue and gross profit exceeded the plan by 
104% and 102%, respectively. SG&A expenses were slightly higher due to the foreign exchange impact, but 
R&D expenses were 9% lower than planned.  

As a result, core operating profit was JPY8.8 billion, an achievement rate of 110%. An achievement rate for 
profit was 116%, also JPY11.2 billion higher than the revised plan. 
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See page seven. This is a YOY analysis of revenue for the four regions. 

In Japan, sales of Duvroq, Crysvita, and Romiplate are growing. However, sales of Nesp-AG and other products 
were affected by the NHI price revision, resulting in a 1% decrease in sales. 

In North America, sales increased 22% due to solid growth of global strategic products mainly Crysvita and 
the yen's depreciation. 

In EMEA, sales revenue from 13 brands, including Abstral, shifted from product sales to royalty income and 
license fees from August, following the establishment of a joint venture with Grünenthal in the established 
medicines business. However, sales of global strategic products and the sale of Tostran contributed to a 10% 
increase in revenues. 

In Asia Pacific, sales increased 18% thanks to the growth of Crysvita in Australia. 

In other, revenues increased 21% due to an increase in royalties from Fasenra (benralizumab) and other 
sources. 

The trend of revenue from sales of major items on pages 8 and 9 has not changed significantly from Q3, so I 
will skip this part. 
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See page 10. This is the YoY comparison of core operating profit. 

Gross profit increased by JPY19.6 billion due to the increase in sales revenue. The gross margin was 75%, down 
3% from the previous year, due to an increase in cost of sales resulting from sales royalties since the start of 
the own sales of Crysvita's in North America. 

SG&A expenses decreased by JPY3.1 billion due to the absence of profit-sharing and expenses recorded since 
the start of Crysvita's own sales in North America, although there was an increase in personnel and other 
expenses associated with it, as well as the impact of foreign exchange rates. 

R&D expenses increased by JPY9.2 billion due to the progress of the rocatinlimab development and other 
factors. 

Gain and loss on equity method decreased by JPY3.4 billion. Although the business of FUJIFILM KYOWA KIRIN 
BIOLOGICS Co., Ltd. continues to grow steadily, this is due to the impact of reversal of deferred tax assets at 
the end of last year. 

As a result, core operating profit increased by JPY10.1 billion compared to the previous year. 
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Now, on page 11. The changes in the portion below of core operating profit, they are the items in the balloon.  

Again, there is nothing new from what we have explained up to the Q3 results. 

Finally, profit increased by JPY27.6 billion from the previous year to JPY81.2 billion. 
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Next, I will explain our medium-term business plan. See page 13. 

As you know, this is Our Vision toward 2030 we set in 2021. 

We have made steady progress toward the realization of this vision as a Japan-based global specialty 
pharmaceutical company, which we call J-GSP, by evolving our global structure, establishing a global sales 
structure for Crysvita and Poteligeo, and advancing the global development of rocatinlimab, one of the future 
growth drivers of the Company.  
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See page 14.  

Crysvita and Poteligeo have entered a growth trajectory in the rare disease field on a global basis. We believe 
that we have entered a phase in which we can pursue a further growth strategy based on our strengths in this 
field. 

On the other hand, in areas where Kyowa Kirin has been strong, there are some difficulties to maximize 
product value by Kyowa Kirin alone, considering global development and sales structure. In such case, we 
have chosen a business model that aims to maximize value by obtaining a strategic partner. 

In addition, the drug price reductions and the reality that insurance reimbursement is getting difficult are 
significant challenges. We believe that the pharmaceutical industry is required to provide clearer life-changing 
value.  

In this context, Kyowa Kirin acquired Orchard in order to take on the challenge of creating new life-changing 
value as a J-GSP. Our hematopoietic stem cell gene therapy, HSC-GT, has the potential to eliminate the 
underlying causes of inherited diseases. 

In order to achieve our vision in the midst of these major changes in the environment, we felt it necessary to 
increase the resolution of our vision so that we can focus more on our strengths. 
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This is the strategic story in higher resolution to realize Vision 2030. 

What we want to make clear here is that the value we deliver should be life-changing value. In order to 
continuously create life-changing value, the key to our drug discovery strategy is to more clearly define the 
disease areas we will focus on and shift our modality to advanced antibody technologies and hematopoietic 
stem cell gene therapy. 

In addition, we will continue to focus on open innovation activities, which we have been doing to date, such 
as promoting collaboration with partners, funding in venture capitals, and CVC activities. 

In terms of maximizing the life-changing value created by these activities, the business model must be 
appropriately selected. Kyowa Kirin will handle everything from development to marketing on a global basis 
for the disease areas that we focus on while leveraging external capabilities to maximize value for strategic 
partnering assets. 

In addition to Crysvita and Poteligeo, which we have been maximizing the value of in the first half of the 
medium-term plan while establishing a global sales structure, we think that KHK2845 is an ADC that is 
expected to enter the market this year as a product in the hematology and oncology field. Also, products from 
Orchard, which we acquired in January, will come into the therapeutic areas we are focusing on. 

We are also making progress on various early assets that are still in the research phase. We will discuss them 
again when the right time comes to disclose them. 

We expect our strategic partnering assets to maximize their value by building the best possible business model 
with the right partners, including the fastest delivery to patients. 

Although we have stopped the development of some of our pipeline products in 2023, we have some new 
products entering clinical trials. We will do our best to bring them to patients as soon as possible. 
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See page 17. As for the strategic investments, there has been no major change in our overall approach. We 
use the wording to fit the current strategy. 

Furthermore, it is important to note that the acquisition of Orchard does not mark the end of our strategic 
investments. We still have some room to invest, so we will continue exploring to strengthen our portfolio, 
science, and technology. 

In terms of the global portfolio, our priority will be on the introduction of products in targeted disease areas.  
On the other hand, we will consider case by case the products for which we can use the advantage of our 
sales structure in each region. Of course, we will also continue to enhance our access to and investment in 
science and technology, including VC and CVC. 
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I will then explain our plans for FY2024. See page 18. 

We will steadily execute our business plan for FY2024 based on our story for Vision 2030, which I explained 
earlier .  

To maximize the value of Crysvita and Poteligeo, we will leverage the evidence accumulated through our 
activities to date to strengthen disease awareness activities focused on target patients. Additionally, we will 
enhance our life cycle management efforts. 

In R&D, we will advance clinical trials of rocatinlimab and other products which are under development while 
continuing to search for new strategic investment targets in line with the Story for Vision 2030 that I explained 
earlier. We will also work to create synergies with Orchard in preparation for the upcoming approval and 
launch of OTL-200 in the US. 

In responding to patient-centered medical needs, earning the trust from society, and strengthening our 
human resources base, we will make steady progress in the activities we have been diligently pursuing until 
2023, and we will engage in all activities to realize our vision to make people facing illness smiles by creating 
life-changing value. 
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See page 19. This is the performance outlook for FY2024. 

For FY2024, we aim to increase revenue by JPY30.8 billion, or 7%, to JPY473 billion.  

R&D expenses are increased by JPY27.9 billion, an increase of 39%, to JPY100 billion. The R&D expense ratio 
is also expected to increase to 21.1%, up approximately 5% YoY. 

Core operating profit fell by JPY11.8 billion, or a decline of 12%, to JPY85 billion.  

Profit is expected to decrease by JPY18.2 billion, or 22%, to JPY63 billion.  

ROE is projected to be 7.6%. 

The plan includes a significant increase in R&D expenses due to the progress in the development of 
rocatinlimab, which is in global Phase III, as well as R&D and SG&A expenses for Orchard, which has been 
acquired.  

We expect an increase in revenue and a decrease in profit compared to FY2023. 

For your reference, the budget related to Orchard is in the second column from the right of the slide. This is 
a consolidation budget from February, so it is for 11 months. Excluding the impact of Orchard, Core OP plans 
to increase earnings. 

As PMI progresses, it will become very difficult to take out and report Orchard's SG&A and R&D expenses only. 
So, I am sorry to say, but presenting the overall impact of Orchard’s profit gain and loss for the non-
consolidated base will be only this time for FY2024 plans. I would appreciate your understanding. 

As for the sales forecast of major items on pages 20 and 21, I will only mention newly added products, as I 
would like to explain about global strategic products as a commercial update later. 
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Page 20.  

As for the main items in Japan, the trend will not change significantly.  

However, one item, PHOZEVEL, which was approved last year, is scheduled to go on sale this month. We are 
aiming for sales of JPY3.3 billion this year, so we will continue to work hard. 
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Page 21.  

Regarding the newly added item outside Japan, Orchard's Libmeldy (OTL-200 ), we aim for sales of JPY4.5 
billion yen including the US.  

Tech-licensing revenues are expected to increase by JPY4.3 billion from the continued royalty increase from 
Benralizumab and the steady royalty increase from Fotivda sold by Aveo. 
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Page 22. The following is a breakdown of the changes in core operating profit. 

We expect a growth in gross profit by JPY17 billion. Profit-sharing expense payments to Ultragenyx for Crysvita 
in North America, which had previously been recorded in SG&A expenses, are now recorded in cost of sales, 
as it will be switched to sales royalties after the start of own operation of the direct sales. In FY2024, this will 
impact on the cost of sales for the full year, so we expect a decrease in the gross profit margin by 1.5%. 

SG&A expenses are expected to increase by JPY2.9 billion. Profit-sharing payments, which had been incurred 
until April 2023, will be eliminated for the full year. However, the impact from Orchard's new consolidation, 
etc., will be JPY8 billion, so overall SG&A expenses are expected to increase by JPY2.9 billion. 

As I mentioned earlier regarding R&D expenses, we will incur an additional JPY10 billion in new R&D expenses 
due to initiating the consolidation of Orchard. The total increase is expected to be JPY27.9 billion, or a 
substantial 39% increase, including an increase in the global Phase III study of rocatinlimab. 

Gain and loss on equity method is expected to increase by JPY2.1 billion due to the absence of a negative 
factor from the reversal of deferred tax assets of FUJIFILM KYOWA KIRIN BIOLOGICS Co., Ltd. incurred at the 
end of 2023. 

As a result, core operating profit is expected at JPY85 billion, a decrease of JPY11.8 billion YoY. 
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Page 23. It shows items below core operating profit.  

We forecast that financial and other income will remain almost flat, while income taxes will increase in FY2024. 

As for the income taxes, they were lower than usual in 2023 because the gain on the sale of shares of a 
subsidiary associated with a joint venture of the established medicines business in EU in the previous year 
was treated as tax-free, which had the effect of lowering the tax burden rate. 

As a result, profit is projected to be JPY63 billion, down JPY18.2 billion YoY. 
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Next, I will explain the progress and review of the financial KPI's in the current mid-term plan, the five-year 
mid-term management plan that started in 2021. See page 25. 

We are proud to announce that we have achieved record profits in FY2023 and have reached our target ROE 
of 10%. Revenue growth through 2023 was 11.6%, exceeding the benchmark, driven by steady growth in 
global products. 

On the other hand, the profit structure deviates from the 2025 target, with the R&D ratio of 16% and the 
operating margin of 22% in FY2023. Furthermore, as I explained earlier, we have determined that another 
step into the R&D investment and growth investment is necessary to realize our Vision 2030, as we need to 
reconfigure our business model. 

In light of this, we have decided to revise the continued achievement of financial KPIs, such as an ROE of 10% 
to a later timeline, specifically after 2026. In order to deliver life-changing value sustainably through 
sustainable growth, we have decided to make this review as the best way to realize our Vision 2030. 
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Next, I will explain shareholder returns. See page 27. 

The year-end dividend for FY2023 will be JPY29, up JPY2 from the previously announced forecast of JPY27. 
The annual dividend will be JPY56, up JPY5 from the previous year.  

For the current fiscal year, we plan to increase the annual dividend by JPY2 to JPY58 per share. 

In our medium-term plan, we have set a guidance of aiming to continuously increase dividends with a target 
payout ratio of 40%, and the weighted average dividend payout ratio for the four-year period is 40.8%, 
calculated based on the FY2024 forecast. 
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Next, on page 28.  

In conjunction with the announcement of the financial results, we announced the share buyback and 
cancellation of treasury stock yesterday. 

The share buyback is aimed at improving capital efficiency and enhancing shareholder returns, with a 
maximum buyback limit of JPY40 billion and a maximum number up to 17 million shares. Combined with the 
annual dividend scheduled for FY2024, total shareholder return is expected to be JPY70.7 billion, with a total 
return ratio of 109.5%. 

Our capital policy is to place the highest priority on investment in growth to achieve sustainable growth and 
maximize corporate value. Since we have more than JPY400 billion in cash reserves at the end of 2023, we 
expect net cash of JPY250 billion to JPY300 billion after the share buyback and the Orchard acquisition. We 
believe that we will be able to maintain our capacity to invest in further growth. 

Taking into consideration the Company's overall financial situation and stock price level, we have decided to 
repurchase our shares in order to improve capital efficiency and increase shareholder returns. 
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Next, commercial updates. See page 30. First, Crysvita.  

In FY2023, we were able to deliver Crysvita to 6,000 patients. We have made progress in expanding our market 
area, with the number of countries and regions where we launched our products reaching 46 at the end of 
last year. 

By region, we were able to continue our growth by working closely with Ultragenyx, from the direct selling 
preparation in North America to the present to facilitate a seamless transfer of the business. 

In EMEA, while affected by the German drug price reduction, growth was maintained due to market area 
expansion, such as the launch of adult XLH in Italy and Spain, and progress in patient penetration. 

In Japan, we are working to strengthen our promotional activities by expanding the dedicated staff we have 
assigned since the end of last year. 

In North America, we will continue to receive on-site support from Ultragenyx, but we have already shifted to 
marketing activities by our leads. In order not to slow down our growth rate, we will further strengthen our 
direct sale marketing structure by promoting evidence-based disease awareness activities, focusing mainly on 
adult XLH and TIO.  
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Next, page 31, Poteligeo.  

Sales revenue for Poteligeo also continues to grow steadily.  

In 2024, we will further advance our evidence-based promotion to further penetrate to the patients with 
tumor cells in their blood. We will also use evidence-based approach to promote access for patients 
experiencing skin symptoms who have previously been underserved. 

Lastly, it will be Nourianz. We have made significant growth through promotional activities that emphasize 
the importance of the drug's distinctive mechanism of action, particularly in the US. In FY2024, we will develop 
marketing activities focused on positioning the drug in clinical settings. We will also consolidate, reconfigure, 
and utilize the information accumulated through activities to date to strengthen sales capabilities. 
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Now, let me introduce to you the R&D updates. Page 33. 

Here, I would like to share with you again our strategic story for 2030 for the creation of life-changing value. 
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Please move on to page 34. I would like to touch on some of the major news items in the main development 
pipeline. 

First of all, rocatinlimab. As I mentioned earlier, it is currently undergoing Phase III trial, the ROCKET program. 
A Phase II study for asthma is scheduled to begin in H1 of this year. In addition, we plan to start a Phase III 
study for prurigo nodularis, an inflammatory skin disease with severe itchiness, in H2 of this year. 

KHK4951 is now in Phase II trials for diabetic macular edema. A Phase II study of neovascular age-related 
macular degeneration is also planned to begin in Q1. 

KK2260 and KK2269, products using our bispecific antibody technology REGULGENT, which we introduced at 
the R&D presentation at the end of last year, achieved first-patent in November last year and January this 
year, respectively. 

In addition, the ADC named KK2845, which I mentioned earlier on the slide of this year's plan, is scheduled to 
start clinical trials in Q2 of this year. 

Finally, I would like to discuss the pipeline using HSC-GT.  

First, OTL-200, which is currently marketed in Europe as Libmeldy, is scheduled to receive the results of the 
FDA review in March of this year. 

OTL-203, which targets Mucopolysaccharidosis type I, has recently started a pivotal trial that is equivalent to 
Phase III. 

OTL-201. We presented the PoC test results at the 20th Annual WORLDSymposium currently being held in San 
Diego, USA. 
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Page 35. Based on the above, this slide lists the development pipeline that has advanced beyond Phase II. 

In addition to rocatinlimab and KHK4951, we will steadily advance the development of our newly added HSC-
GT pipeline and do our utmost to bring smiles to patients as soon as possible. 

 

Page 36. Here it shows the development pipeline for the initial stage before Phase I. 

In addition to KK4277 shown at the top of the page, we are also working on new initiatives, such as bispecific 
antibodies and ADCs, to continue creating life-changing value. 
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We intend to develop each of these products well in order to achieve Kyowa Kirin's vision for 2030. 

 

Page 37.  

In order to strengthen our bone and mineral area, we have entered into a license agreement with BridgeBio 
Pharma in the US for the development and marketing of infigratinib in Japan. 

Under the terms of the agreement, we have secured exclusive rights for the development and 
commercialization within Japan, targeting skeletal dysplasia. The agreement includes an upfront payment of 
USD100 million with royalties up to the upper range of 20%, with additional milestone-based payments to 
BridgeBio. 

Infigratinib is an oral small molecular FGF receptor1-3 inhibitor developed by QED Therapeutics, an affiliate 
of BridgeBio. The target disease condition is achondroplasia. This disease is a genetic condition caused by 
gain-of-function variants in the FGF receptor 3 gene, leading to reduced long-bone growth and causing short 
stature. 

In Japan, it is designated as an intractable disease, with an estimated patient population of 6,000. In addition, 
there is no oral treatment for this disease currently. It has been suggested that this product may promote 
growth plate development by inhibiting abnormal FGF receptor 3 activity and improve the pathology. The 
efficacy of the drug has been confirmed in Phase II trials conducted to date and the Phase III global trial is 
being carried out.  

We plan to commence PMDA consultations in FY2024 and initiate a registrational study in Japan in 2025 to 
start clinical trials. 

News releases for FY2023 are listed on the next page. 
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Please go to page 41 for a list of news released after the Q3 results. 

As announced on January 5, we have submitted an agreement to out-license to Boehringer Ingelheim of the 
compounds we have been generating from our research. 

The Orchard acquisition closed on January 24. 

As I explained earlier, we have concluded an agreement with BridgeBio to license the development and 
marketing of infigratinib in Japan. 

Based on this strategic story to realize Vision 2030, we will enhance our assets through in-house drug 
discovery as well as through collaborations with external parties and select the optimal process to maximize 
value. 

There are the two more slides remaining, but I will explain the post-merger integration plan of Orchard and 
the acquisition combination accounting. 
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First, the integrated plan.  

Upon closing on January 24, we promptly set up PMI and post-merger integration teams. Then, we have 
already begun activities to realize synergies sooner. 

The PMI team has begun discussions on the integration of the foundational functions, such as finance and 
compliance, as well as the response to the approval of OTL-200 in the US, which is scheduled for next month. 
After these efforts progress, we will proceed to the full-fledged PMI phase. 

At PMI, our top priority is to create synergies in R&D and customer facing. In R&D, we will work to realize 
synergies through research and drug discovery using the platform of hematopoietic stem cell gene therapy. 

As for customer facing, we will promote cooperation in medical, commercial, and patient advocacy activities, 
and we will prepare for the launch in anticipation of OTL-200’s approval. Reimbursement for OTL-200 is newly 
available in Ireland, Belgium, and the Netherlands on January 25, and regional expansion is underway in 
Europe. 

Other products under development are also making steady progress, and we will work to maximize their value 
as assets in the disease areas we are focusing on. 
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This will be the last slide.  

Regarding accounting treatment of share acquisition, I would like to explain it, although it will be a tentative 
estimate of values based on preliminary figures as of the end of December based on US GAAP. 

The acquisition of shares was completed on January 24. We will essentially be consolidating 11 months of 
profit and loss starting in February for FY2024. 

The consideration to be paid to the owner, including the conditional consideration if OTL-200 is approved for 
marketing in the US, will be USD478 million, or approximately JPY70.7 billion.  

As for intangible assets, we are evaluating two pipelines, OTL-200 and OTL-203, totaling USD201 million. 

The remaining USD254 million, excluding assets and liabilities held by Orchard, is goodwill.  

The amortization period for intangible assets is planned to be 20 years. Since OTL-200 is already on the market 
as Libmeldy, the amortization period will be 19 years, one year less. 

Orchard's products and other developed products are anticipated to pose high barriers to entry for follow-on 
and competitive products. Furthermore, the absence of so-called patent cliffs is projected to enhance earnings 
over an extended duration. 

Libmeldy is an intangible asset valued at USD159 million in Europe and the US combined. It is scheduled to 
begin amortization in February following the start of consolidation. OTL-203 is valued at USD42 million as an 
intangible. It is scheduled to undergo depreciation from the date of market launch. 

These accounting treatments are tentative, and the amounts and accounting treatments will be finalized upon 
discussion with the auditing firm. 

It gets pretty long, but that is all from me.  
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Question & Answer 

 

Moderator [M]: I would now like to move on to the question-answer session. 

Yamaguchi [Q]: Thank you. Good morning. I am Yamaguchi from Citi. 

My first question is a bit vague, sorry. As for the overall picture of your company's forecast for this fiscal year, 
there are Orchard, generics and biosimilars in Japan. In addition, there are negative factors in Europe, or the 
sale of subsidiaries and various other negative factors, but overall, the numbers are quite strong. You will 
expect an increase in profit when excluding Orchard. 

There are various individual components to consider, but I'm curious about whether the overall design leans 
towards being aggressive, reasonable, or conservative. I think you are always on the reasonable side, but I 
thought at first that it seems a bit more aggressive than I anticipated. What is your view on that, Mr. 
Kawaguchi? 

Kawaguchi [A]: Thank you for your question, Mr. Yamaguchi. 

From my standpoint, I believe that we always budget reasonably.  

Just the year before last, when I announced our forecast, Yamaguchi-san mentioned that it seemed quite a 
challenging forecast. I also thought it was challenging, but we were able to land much bigger than the forecast 
this fiscal year. There was a tailwind of the yen’s depreciation in FY2023, but we were able to meet our target 
slightly higher than planned still, even without the tailwind. 

I hope you will understand that we have set similar goals for 2024 that we can firmly achieve. 

Yamaguchi [Q]: Thank you. The second question is a bit more detailed.  

You mentioned KK2845 and ADC. I am sorry for my lack of knowledge about blood cancer, but could you tell 
me if you know the payload, DAR, etc.? I would also appreciate a description of the components, including 
what you are trying to achieve, if any. 

Yamashita [A]: Chief Medical Officer Yamashita will answer.  

At this time, we are not yet able to disclose the details of this ADC. We hope to be able to provide such 
information when we are able to report. 

Yamaguchi [Q]: I understand. One brief. I think that ADC can be easily platformed. Your company entered 
from the blood cancer, but I think it is a popular platform for solid tumors. Is it likely to be a modality that you 
plan to develop as a platform afterwards? 

Yamashita [A]: Thank you for your question.  

Our company has always been in the antibody drug business, and we have a large pipeline of antibodies in 
our pipeline. As an advanced form, we introduced bispecific this time, and we are also considering the 
development of ADC, which we believe will create new value in the field of antibody-based drug discovery. 
We are also making efforts to have such a lineup. 

Yamaguchi [M]: Thank you. 
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Muraoka [Q]: Hello. This is Muraoka of Morgan Stanley. 

The first is a confirmation, just to be sure, Crysvita in this fiscal. Mr. Yamaguchi mentioned earlier that the 
plan for this term looks aggressive overall, and I agree with it. I know it seems silly to ask detailed questions 
every three months in terms of Crysvita, but there were tremendous sales in October to December. Then, 
when I asked the IR person yesterday, he mentioned that there was no particular buildup of wholesale 
inventory. I would like to confirm if it is accurate. 

On the flip side, I’m wondering if my assumption is correct: that there is no risk of experiencing any 
unexpected disappointments from January to March, unlike the situation we faced a year ago. Please advise 
me on this first.  

Sudo [A]: Thank you very much, Muraoka-san. I, Sudo of the Global Product Strategy, will answer your 
question. 

The simple answer is that rather than a particular buildup of wholesale inventory, the wholesale inventory 
that decreased once in Q3 has returned in Q4. We had quite a bit of wholesale inventory buildup in December 
of the year before last, but we did not do that last year. So, I am assuming that we will not have to worry 
about that in this Q1.  

Muraoka [Q]: I understand. In other words, there are no factors to worry about right now, is that correct? 
Last year, there were actually some factors, but you didn't tell us much about them at the time of the financial 
briefing, so we were surprised when the Q1 period ended. Am I okay to assume that you don't have any in 
particular issues that you are having now? 

Sudo [A]: Yes. It is safe to say we don’t have those. 

Muraoka [Q]: Okay, thank you.  

The other question is about rocatinlimab, KHK4083. I think the result will become available from H2, and I 
think it comes from Horizon. My question is, in what way will you disclose this information to us? 

There is a big conference for respiratory around September or October, and I don't know if you can make it 
there in time. However, in the press release, I'm not saying that you need to release all eight items individually, 
but can you at least provide the first one or two important studies individually? Or it will not be disclosed until 
a certain extent? 

Since it is a matter of six months or so at the earliest, can you tell us how to think about it and how do you 
announce to us? 

Yamashita [A]: Yamashita will answer.  

I understand that you are very interested in it, so we also think it is very important to think about how to 
present the rocatinlimab’s result. 

Currently, we are working with Amgen on this project, so we are still considering such aspects. Therefore, we 
have not yet decided on a form we are going to take to answer your question. We will provide updates once 
we make progress. 

Muraoka [M]: I understand. I would strongly encourage you to provide updates as frequently as possible. That 
is all. 

Wakao [Q]: My name is Wakao from JPMorgan. Thank you. I have two questions. 
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The first question is where it will take you after having a strong performance this fiscal year. My biggest 
concern is about sales in the areas undisclosed for individual products. I would like to know why that area is 
growing. 

If we accumulate the sales of individual products and look at the other parts of the business, it is about JPY40.5 
billion for the current fiscal year. I think it was JPY37.3 billion in the previous fiscal year. There was a gain of 
about JPY11 billion from the transfer in the previous fiscal year, and there will be another JPY1 billion in this 
fiscal year. Based on that, I feel that there will be a growth of about JPY10 billion or more for this fiscal year 
in the portion which is not disclosed. 

I am not sure why this area is growing. Could you explain if there is a temporary factor in this area or if it is 
simply the growth of individual products and such? 

Kawaguchi [A]: Thank you for your question, Mr. Wakao. I think the numbers align with your analysis. 

 

For factors other than individual product sales, there was a transfer of Tostran in this fiscal year that amounted 
to JPY11.5 billion, as you can see on page 48. The conditional consideration for this has not yet been finalized, 
but we incorporated JPY1.5 billion in our budget. 

In addition, the one-time revenue from Boehringer Ingelheim, which was mentioned earlier, is also included, 
although the amount is not disclosed. 

Other one-time revenues not yet determined at this time have also been factored in. I wonder if those 
portions show as difference. 

Wakao [Q]: I understand. If so, you meant that there is about JPY10 billion in other areas, most of which 
cannot be disclosed at this time, but is it correct to understand that the out-licensing portions include 
Boehringer Ingelheim? 
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Kawaguchi [A]: Yes, that's right. We will refrain from giving specific details, as they have not been finalized at 
this time, but we hope you will understand that we have incorporated such items into the budget, not limited 
to out-licensing.  

Wakao [Q]: Very well understood, thank you. One more thing, please tell me about the revision of the 
medium-term plan. 

The core OP margin of 25%, which is one of the KPIs for FY2025, has moved beyond 2026 onward. I understand 
the factors as written here. What I would like to know is whether it would have been possible to achieve 25% 
or more of core OP without the acquisition of Orchard. Since the mid-term plan runs until 2025, it may not be 
possible to say at this time, but is there any definite timing for the achievement of 25% or more of core OP? 

Kawaguchi [A]: Thank you for your question. Kawaguchi will answer. 

As you can see in the chart on page 25, one of the major reasons for the decline in the ratio of core OP is the 
ratio of R&D expenses, especially in 2024 and 2025. Now, we are in a phase to make more aggressive 
investment than we had originally anticipated and putting pressure on core OP. Therefore, the core operating 
profit margin before deductions, excluding R&D expenses, has steadily risen to 39%. 

However, in order to achieve the mid-term plan, we need at least 43% before R&D expenses. Even excluding 
R&D expenses, we will not be able to reach this level, so we have moved a sustainable achievement to beyond 
2026. 

The factors of the negative impact are on the right side. We will probably not be able to reach 25% without 
Orchard, and this is our actual ability as of now. We would like to achieve this goal as soon as possible after 
2026, but there are various changes in the environment, so we are currently discussing how we should plan 
for the future. I cannot say when at this time, but we will as soon as possible. 

Another thing is that I am more particular about ROE than operating margin. We believe that the most 
important KPI is to achieve 10% above the cost of capital as soon as possible and to maintain and improve this 
level on a stable basis. So, the main to improve it is to enhance profit growth in the numerator, as outlined in 
the main goal of this medium-term plan. By doing so, we managed to achieve 10% by profit growth for FY2023. 

However, as I mentioned earlier, there has been a series of discontinuations on developments, so we have 
made the acquisition of Orchard to achieve future sustainable growth and also invested in R&D, especially in 
KHK4083. This will be our major source of earnings, so we will invest aggressively in this area, including the 
expansion of indications. Profit growth will stand still a bit for FY2024, as we have decided to give priority to 
these investments. Therefore, we have chosen to improve the denominator by share buyback, as we believe 
that we should take measures to improve the denominator when we cannot improve the numerator. 

As you can see on page 28, the total shareholder return will be 109%, which is above profit. It means we took 
a measure that the denominator will not increase, or will slightly decrease, in order to improve capital 
efficiency. Our goal is to achieve an ROE of 10% or more in 2026 and beyond and to make the Company 
capable of continuously maintaining and improving the target ROE. 

This is a bit of a long explanation, but I hope I answered to your question. 

Wakao [Q]: I understand very well. However, should I understand that a share buyback is not a card that can 
use that often? 

Kawaguchi [A]: Yes. Our policy is to buy back shares in a flexible manner. As Miyamoto explained earlier, our 
capital policy prioritizes growth investment for sustainable growth in the future. We do not intend to do share 
buyback in a way that would deplete the funds. 
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In this fiscal year, we have increased cash by JPY60 billion, bringing us to JPY400 billion in cash reserves. We 
spent JPY80 billion for strategic investments out of the reserves, which are JPY70 billion for the acquisition of 
Orchard and JPY10 billion for the infigratinib milestone. Still, it is at the level of JPY320 billion. Even if we buy 
back JPY40 billion of our own shares, the amount would still be JPY280 billion. Therefore, we should be able 
to maintain the level of over JPY250 billion in the future. 

Given this and the fact that the Company has ample capacity to invest in growth, as well as stock price level, 
we decided to proceed with share buybacks in a flexible manner at this time to improve capital efficiency. 

Wakao [M]: I understand very well. Thank you very much. 

Hashiguchi [Q]: My name is Hashiguchi from Daiwa Securities. Thank you. 

The first question is about the differentiation strategy of rocatinlimab. I believe that some of the Phase III 
trials are conducted with once every eight week dosing after the maintenance phase, but the protocol is 
basically once every four weeks. 

I think a very similar mechanism is Sanofi's amlitelimab in Phase III, which has a protocol in place to actively 
consider a dose of once every 12 weeks. Since Sanofi is a bit behind in the development compared to 
rocatinlimab, I think they might be taking on some risks. If they achieve success in their trials, it could 
potentially pose a threat to rocatinlimab. 

I wonder how you see the necessity of considering different ways of dosage or usage. I believe that they are 
ahead of us in the development of asthma, but are there any differentiation strategies that you are 
considering to catch up with them? If so, could you please share with us? 

Yamashita [A]:  

First of all, rocatinlimab is currently being developed with a view to Q8W. As you mentioned, the competing 
products are running behind us, which inhibits OX40 ligand. It is Q12W this time, and we have an impression 
that they have set a challenging trial, which is as you have said. 

We, of course, have no idea what will happen to this Q12W at this point. First, we must complete our trials, 
including this Q8W, and get them to patients as soon as possible. I think that is the first thing we should do. 

We believe that rocatinlimab is superior in its ability to reduce the number of target cells and to work for a 
longer period of time. We will consider the possibility of further extending the duration of treatment while 
considering the future situation.  

As for asthma, although we are running behind them, I believe securing the indication for asthma treatment 
is crucial. Considering there are patients who suffer from both asthma and atopic dermatitis and taking into 
account the issues related to the relevant medical departments, I believe that having an indication is an 
extremely important first step for rocatinlimab. Therefore, we would like to proceed with the study with a 
firm focus on there.  

That is all. 

Hashiguchi [Q]: Thank you.  

The second question is about guidance for this fiscal year. I saw an article in a media briefing in which Mr. 
Kawaguchi called the plan for the new fiscal year just started quite challenging. I felt a little different nuance 
from what you explained today, so I would like to confirm if you made such a statement. If so, could you 
please comment on what it meant? 
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Kawaguchi [A]: Thank you.  

I recall that the plan has always posed challenges, but in my judgment, it is reasonably challenging. I don't 
remember the exact statement, so I can't say for sure, but I hope you understand that my purpose is to always 
include a healthy challenge that is reasonable. We will make sure to achieve this goal. 

Hashiguchi [M]: Thank you very much. That is all. 

Ueda [Q]: My name is Ueda from Goldman Sachs. I would like to ask you about the targets in the mid-term 
plan to start with. 

I am looking at the table graph on page 25, and I would appreciate it if you could share your review of the 
reasons why it did not reach the target, even when excluding Orchard. 

Regarding the target of achieving a sales growth rate of at least 10%, it seems that your company has been 
maintaining a level that exceeded 10%. And you also mentioned earlier that you are investing aggressively in 
R&D, but considering the pace of JPY400 billion during the period, I think you are controlling the R&D expenses 
within a certain range. 

Can you tell us your analysis of what is causing the current margin compression and when, if ever, you will set 
a new target? 

Kawaguchi [A]: Thank you for your question.  

As shown in the lower right corner of page 25, except for Orchard and the expansion of development 
investment, the top line has exceeded 10% due to the progress of the yen depreciation. However, in reality, 
drug price revisions have worsened compared to the assumptions made in the mid-term plan. The 
environments are getting severe than our assumption in both Japan and Europe and China. These factors are 
working as body blows. 

Then, another factor is the inability to launch several  new products in the market. We have been explaining 
that the impact of each product was not so significant because we included the probability in the new product 
under development in the sales amount, but several development projects were cancelled. 

Also, for Nourianz. We had put in a certain number of sales in anticipation of approval in Europe, as this 
product is highly profitable. These factors have reduced the overall profitability. Therefore, the reality is that 
we are seeing a situation where we are a little out of reach for 2025 even excluding Orchard. 

In response to these changes in the environment, as I mentioned earlier, we will narrow our focus, develop a 
more efficient organizational and operational structure, and aim for significant growth in the areas that has 
narrowed down. 

We also need to consider how we can partner well in the areas outside of our focus where we have not 
narrowed down and how we can partner in ways that will contribute to increasing our business value. By 
putting strategies in place in these areas, we will become a company that can achieve this goal in a sustainable 
manner as soon as possible.  

Speaking about our current situation, we would like to focus on those transformations, and we would like to 
delay the achievement of the initial KPI for 2024 and 2025. 

Ueda [Q]: Thank you very much. Then, at present, for example, you have not set a specific timeframe to set 
new goals at this moment, have you? 
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Kawaguchi [A]: Yes, that's right. I mentioned that there are some KPIs that we will not reach in this current 
mid-term plan for 2025. However, first of all, we will make firm progress toward the 2025 mid-term plan. In 
the meantime, I hope you will allow us to think carefully about our next goals. 

Ueda [Q]: Yes, I understand, thank you.  

The second question is about the R&D policy you presented on page 33. You have explained some of the areas 
where you will promote in-house development. I would like to know in what areas you will promote 
partnering or full out-licensing. I would appreciate it if you can add a comment on that. 

The next page shows the main pipelines, including tivozanib for ophthalmology and bispecific antibodies for 
solid tumors. In your development strategy, do these areas correspond to partnering or out-licensing, or do 
you have any supplementary information on how you will use your own R&D assets?  

Miyamoto [A]: Thank you, Mr. Ueda. I, Miyamoto, would like to answer.  

It is exactly what you just mentioned, and I think it is on page 35 or page 36, the pipeline table. 

Regarding KHK4951, as you rightly pointed out, for example, we lack expertise in the field of ophthalmology, 
and there is also no commercial activity on a global scale. Of course, we will proceed with Phase II. I believe 
that partnering will be necessary to maximize value, including finding a good partner if the results are good, 
and delivering the product to patients as soon as possible, although it will depend on results. 

When I look at something early, especially in the area of solid cancers, I think the data so far is very interesting 
and exciting. Though, as you mentioned, covering all solid cancers requires a very large R&D investment, and 
competition can be very tough even after the product is launched on the market. So, I think we will probably 
look for a partner for this as well. We believe that this will maximize the value of our products and from the 
standpoint of our own stamina. 

I think that is roughly the explanation that we can give for the visible pipelines. 

Ueda [M]: Yes, I understand, thank you very much. That is all from me. 

Sakai [Q]: Thank you very much. This is Sakai of UBS.  

I have been wanting to ask President Miyamoto about this for some time. With the Orchard acquisition, I don't 
mean to rehash the story, but you have stepped into a whole new area of the so-called rare disease, hunter 
syndrome, and gene-cell therapeutics by this merger. 

I would like to ask about the background, why did you choose this company and why did you decide to enter 
this area? Although you mentioned about numbers in terms of the medium-term plan, I think that this was a 
very big decision in terms of strategy. I have the impression that we have not received a direct explanation 
from the President, so I would like to ask you about it. 

You may not be able to answer this, but how did you assess the amount of this acquisition? I believe this is 
autologous cells, so we don't really know how far this technology can be developed. I would be grateful if you 
could give me some kind of answer on the President's evaluation of this value, including areas that I 
mentioned.  

This is the first question. 

Miyamoto [A]: Thank you, Mr. Sakai.  
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It was certainly a big decision. The most important thing is, after all, that we recognize the value in the 
potential of this treatment method. 

It was actually the research that brought us to make contact with Orchard in the first place. We have an idea, 
and when we want to implement it in patients, we thought which technology is best to use. After looking at 
the various studies, we found what Orchard is doing very interesting. 

Moreover, Orchard was still in the process of obtaining approval or not at that time, but it was very close to 
the market. Then, we discussed the possibility of working together on the research side. 

Then, I saw so much potential in them. As you probably know, we have a very long history—hematopoietic 
stem cells, erythropoietin, G-CSF, darbepoetin, and pegylated G-CSF, of which we were the first company in 
the world to clone. Now, there is romiplostim based on that technology. As you can see, we have a very long 
history of research on hematopoietic stem cells, and we are quite compatible with them. 

We also entered into cellular medicine in the early 2000s, though it did not work out. We also collaborated 
with a venture, but we quit it. So, to some extent, we have a pretty good understanding of the potential and 
limitation to cellular medicine. 

With that base in place, the potential for treating genetic rare diseases, which Orchard is focusing on, was 
very interesting. This is the base we became aware of and understand the potential of Orchard. 

So, there are things that we want to do, and then we put ideas together. There is a way that we would do 
together in research, but then, we wouldn't get it as a platform, right? Then, we were asked if we would go 
for an acquisition, and here we are. 

As I explained in the very last slide, there is quite a bit of valuation on the goodwill side. It is a future potential. 
The key point is how we can create a new pipeline by applying our ideas to this platform, and we see 
tremendous potential here. 

It is not simply that we saw the pipeline that Orchard had, and we thought it was very attractive from a 
business perspective. We would like to put our bets on future potential. Since this is research and 
development, we may be talking about probability, but we will take a certain amount of risk.  

However, from our point of view, it is a risk worth taking, given the tremendous potential. We hope to provide 
solutions for diseases that currently lack effective treatments, thus creating a new pipeline moving forward. 
This was the reason behind my decision to proceed. 

Sakai [Q]: I understand. So, you would like Orchard to maintain what is commonly referred to as autonomy, 
and you wish to continue with the management style you have entrusted to Orchard. 

Miyamoto [A]: We will be busy for a while, especially around the time when Libmeldy/OTL-200 get approvals 
in the US, so we are not planning to take PMI all of sudden. However, as I mentioned earlier, the major value 
is how we will generate the pipeline in the future. 

Of course, we plan to have them have a certain degree of autonomy. In terms of research and development, 
we are strongly motivated to integrate at an early stage to create a new platform from which we can build on 
our strengths. We both have agreed to enter into this area with a strong commitment, and we have already 
begun discussions. 

Sakai [Q]: I understand, and one more thing, briefly.  
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As for the share buyback you mentioned earlier. This means that if this share buyback is completed and if all 
the shares are purchased, the parent company will have a 56% stake of the Company. 

I asked the IR representative yesterday, and he said that the parent company has stated that they have no 
intention of making it a 100% subsidiary. In any case, you can buy up to 2/3 of the share, until the TOB is 
mandated to be automatically triggered. So, I am wondering if this leads to the statement that you will 
consider a flexible share buyback in the future again. Please let me check this area. I think that is probably 
why the stock price is so high today. 

Kawaguchi [A]: Thank you for your question.  

To be precise, the ratio of voting rights is currently 53.8%, but if we are able to acquire all 17 million shares 
this time, the ratio will be 55.6%, which means that the ratio of voting rights will increase by 1.8 percentage 
points. I believe that we still have a lot of room in terms of the ratio of voting rights, putting aside if we can 
reach 66% or not for now. 

On the other hand, since we are listed on the prime market, the ratio of shares in the market is still over 40% 
even after the share buyback, and we are keeping a close eye on this. However, please understand that we 
are at a level where we can do this a few more times and with enough resources. 

However, this does not mean that we will execute it on a regular and continuous basis. Rather, we would like 
to do so in a flexible manner while carefully watching the environment, as I mentioned earlier. 

Sakai [Q]: I understand. It seems to come with various conditions. 55.6% of the voting rights? 

Kawaguchi [A]: No, after the share buyback is completed. 

Sakai [M]: After completion, I understand. Thank you very much. 

Wada [Q]: This is Wada of SMBC Nikko Securities. Thank you very much. I have two questions. 

First, I would like to ask about the infigratinib license agreement. The description is for skeletal dysplasia. I am 
wondering if infigratinib is being developed in oncology, and am I correct in understanding that the 
development rights for this in Japan are not taken yet?  

This is my first question. 

Miyamoto [A]: Miyamoto will answer.  

As I explained earlier, we are licensed only for skeletal dysplasia. 

Wada [Q]: Am I correct in understanding that, currently, you do not have a plan to obtain optional contract 
or add-on? 

Miyamoto [A]: I can't give you the details of the agreement, but we are focusing on skeletal dysplasia, and 
that is why we obtained the license. 

Wada [Q]: Okay, thank you. Second point. 

As for the landing in 2023, I think the profit is higher than expected because you were not able to use as much 
R&D expenses as planned. I wanted to ask you about the strategic investment. I was wondering if you were 
active in anticipation of a large acquisition in 2024. 
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In the end, I wonder if perhaps the main reason that R&D funds were not being spent was the lack of a pipeline 
that would be invested in the later stages of development. So, I would like to ask how high a priority you are 
giving now to buying products in the late-stage development, say Phases II or Phase III. 

Miyamoto [A]: Miyamoto will answer.  

It is true that there is a large portion of unspent R&D funds in the landed fiscal year, but this does not mean 
that the funds were not used up because there were no late-stage products. Rather, there was a considerable 
number of projects running, each of which was a little off from the plan. So, the first point is that it is not 
because there were major delays or delayed major clinical studies. 

Based on that, your question was about if we were thinking a large-scale M&A in the future. Licensing or 
acquisitions are always possibilities, as there is always an element of chance involved. We are not ruling them 
out, and we are constantly on the lookout for opportunities, although it should be within our capabilities. As 
for whether or not we have concrete plans, the answer is, as always, that we cannot answer. 

Wada [Q]: Thank you very much. 

You are saying that the JPY100 billion for this fiscal year is a reasonable level that can be used mainly for Phase 
III of rocatinlimab. 

Miyamoto [A]: Yes, that's right. As I explained earlier, Phase III is now underway with Amgen, and there is talk 
an expansion of indications will begin. 

The Orchard pipelines are coming in, so including the incremental investment from that, we are planning to 
make a much larger investment than in 2023, which I think is a perfectly reasonable plan. 

Wada [M]: I understand. Thank you very much. 

Mamegano [Q]: Thank you. My name is Mamegano from BofA. Thank you for taking my questions. 

I have one question for you. Orchard's P&L for this fiscal year is JPY3 billion for gross profit, JPY8 billion for 
SG&A, and JPY10 billion for R&D. The impact on profit is a negative JPY15 billion for core OP. I would like to 
ask about the timing for Orchard to break even in the future. 

I think these figures are for this fiscal year, but I wonder what will happen to R&D and SG&A expenses in the 
next fiscal year and beyond as sales grow. I would like to know more about that. 

I think the plan for this fiscal year includes the approval of Libmeldy in the US, so expenses will not increase 
much, especially for SG&A expenses. Can you tell me if the plan for the future is made based on this fiscal 
year? Thank you. 

Miyamoto [A]: Thank you, Mamegano-san. I, Miyamoto, would like to answer. 

I may have spoken too fast in my presentation, but as I explained in the presentation, it will be extremely 
difficult to analyze Orchard's portion separately when we proceed with PMI in the future. So, we will not show 
this type of information in the future anymore. 

To answer your question about when Orchard will break even, we are not making plans for each item, but 
rather, we will proceed to PMI. So, I think it is quite difficult to talk about the details separately. 
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Based on your understanding on this matter, Orchard had announced their outlook before merging with us. 
According to it, I believe Orchard was planning to break even in the next few years, if they were operating 
independently without our involvement, although this is speculative. 

Sorry, this is all I can say, but I hope you don't mind. 

Mamegano [Q]: Thank you very much. I'm sorry to be persistent, but since you are evaluating Orchard's assets 
and potential, I think R&D expenses will increase in the future. Is it correct to understand that SG&A expenses 
will not grow from here? I would appreciate it if you can comment on that part. 

Kawaguchi [A]: I will answer, Kawaguchi.  

It is my understanding that there will be no significant increase. Conversely, we would like to pursue cost 
synergies in here as well. 

Mamegano [M]: I understand. Thank you very much. 

Akahane [Q]: Since there is not so much time left, I would like to ask you a simple question, or rather, confirm 
how you will perform this fiscal year. 

In the period just ended, core operating income increased by double digits. However, this fiscal year will see 
a double-digit decrease in operating profit, which is on pages 19 and 22. First of all, revenues are up 7%, and 
the overseas ratio will increase by 5%, which is the same as Poteligeo. In terms of value, Crysvita will also 
increase.  

As you explained on page 22, the gross margin ratio will decrease by 1.5%. Can this be mostly explained by 
the change in the scheme associated with the shift to direct sales, as you explained, although there is also the 
issue of drug price reduction and co-payments for long-term listed products? 

Kawaguchi [A]: Yes, you are right. 

Akahane [Q]: So, everything else is neutral, I understand. On the other hand, the reason for this double-digit 
decrease in profit is that, as various people have mentioned many times, R&D expenses that are JPY100 billion 
for this fiscal year is dragging, which is an increase of JPY27.9 billion. As you mentioned earlier, there is also 
the cases of Orchard and rocatinlimab Phase III. 

However, the achievement rate of the previous fiscal year was 91%, as has been mentioned many times. 
However, since this has been postponed for the current fiscal year, should we consider this JPY100 billion as 
a fairly high accuracy or certainty, including Orchard? 

If so, would you say that your earnings forecast announced should be considered reasonable? Is my 
understanding correct that there is not much room for an upswing or anything like that at this point? 

Kawaguchi [A]: We have a reasonable budget that is as achievable as possible, with a healthy stretch at this 
point, so there are no upside factors at this time. However, we would like to make efforts during the term to 
see an upward swing here. 

Akahane [Q]: So, this JPY100 billion R&D should be looked at as highly accurate and precise? 

Kawaguchi [A]: Regarding the JPY100 billion in R&D expenses, there are various reasons for this year's forecast, 
but we have included a certain amount of unused expenses in the forecast, which is based on the accumulated 
base.  
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In other words, the accumulated amount could surpass JPY100 billion, but we have factored in the probability 
of funds remaining unused in the JPY100 billion figure. So, at this point we are trying to avoid large unused 
funds like those in 2023. 

However, since various circumstances will change during the period, we hope you will understand that we 
have incorporated our best estimate at this time. 

Akahane [M]: I understand very well, thank you very much. That is all. 

Yamaguchi [Q]: Sorry, just confirming.r I'm afraid this is the second time.  

One thing, Orchard’s selling. Did the US include the 45? Also, I don't know where I might be able to find the 
results of the previous year, but if you have the results of the previous year, although you might not have it 
as you didn't buy them, could you please share them with us? 

Miyamoto [A]: Thank you, Mr. Yamaguchi.  

I have set the 45 on the assumption that it can be released in the US as well. 

About the previous term, the disclosed amount is up to Q3, which is for nine months, and was USD14.8 million. 

Yamaguchi [Q]: I understand. Thank you very much. One more thing, briefly.  

About infigratinib, this is the first oral medicine for 6,000 patients. I think that existing products are being used 
for various purposes, such as growth hormone and surgical bone stretching and such. 

What image do you have in terms of the degree of penetration of this drug and also the period of use. I was 
wondering if it is for a certain period of time since it is probably for children. Can you give me an image about 
that? 

Miyamoto [A]: Thank you, Mr. Yamaguchi.  

In fact, BioMarin has already launched the drug called VOXZOGO in the form of subcutaneous injections in 
Japan. We are making predictions based on the penetration of that product. 

VOXZOGO is injected subcutaneously every day, but infigratinib can be taken orally. We made this deal with 
the projection that we would be able to capture a certain market share. 

Yamaguchi [Q]: So, it will be the same positioning. 

Miyamoto [A]: Yes. The target patients are exactly the same, so in that sense, I think we are in the same 
market. 

Yamaguchi [M]: I understand. Thank you very much. 

Hyogo [Q]: My name is Hyogo from Mitsubishi UFJ Trust and Banking Corporation. Let me ask you one last 
question. 

About your approach to improve capital efficiency, I understand that you are making efforts to improve capital 
efficiency, such as share buybacks. However, what other measures are you taking to improve capital efficiency, 
other than share buybacks and dividend increases, given that R&D expenses tend to increase in the future? I 
am afraid that simply investing in R&D with the goal of expanding the pipeline may not enable you to surpass 
an ROE of 10% indefinitely.  
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So, my question is what kind of internal initiatives and projects to improve capital efficiency are running now? 
Please give us your comment on that, which I assume will be Mr. Kawaguchi.  

That is all. 

Kawaguchi [M]: Thank you for your question.  

The purpose of your question is to talk about improving the denominator rather than the numerator to 
enhance profitability. 

Hyogo [Q]: Yes. Even if the top line does not change. 

Kawaguchi [A]: This is exactly in the Story for Vision 2030 introduced on page 15, which is a strategy to focus 
on our vision, to be efficient, and to increase future value. We believe that this will help us improve 
profitability. 

We will have an opportunity to introduce things more specifically as we develop strategies and tactics. Broadly 
speaking, we hope that you will understand that this Story for Vision 2030 will lead to improved capital 
efficiency. 

Hyogo [Q]: Because there is quite a qualitative way of saying, it is difficult for external people to understand 
how effective they are. So, I would like to know how much this will lead to such efficiency at an appropriate 
timing. In addition, I am hoping that you will slim down the balance sheet a bit, so that you can generate a bit 
more cash. I would appreciate it if you could explain these points as well. 

I feel that it is difficult to understand things with your qualitative explanation unless you give us figures.  

That is all. Thank you very much. 

Moderator [M]: Thank you very much. We are sorry, but this concludes the online presentation on the 
financial results for the fiscal year ended December 31, 2023. 

 


