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Presentation 

 

Moderator: Welcome to a conference call to discuss the financial results of Kyowa Kirin Co., Ltd., for the fiscal 
year ending in December 2022, which were announced yesterday at 3:30 PM. 

Please note the following prior to the start of the conference call. Please be advised that the names and 
company names of all participants in this conference call will be logged and kept for a certain period of time. 
Please also note that the content of this presentation will be available on our website as an on-demand video 
stream and transcript. 

The information presented today contains forward-looking statements. Please note that there is uncertainty 
due to various risks. 

Today's speakers are Dr. Masashi Miyamoto, President and Representative Director; Mr. Motohiko Kawaguchi, 
Managing Executive Officer, Director of Finance and Accounting Department; Dr. Yoshifumi Torii, Executive 
Officer, Head of R&D Division; and Mr. Tomohiro Sudo, Executive Officer, Director of Strategy Division and 
Global Product Strategy Department. 

Today's conference call is scheduled for a maximum of 90 minutes. After the presentations by Mr. Miyamoto 
and Torii, we will move onto the question-and-answer session. Please download reference materials from our 
IR website. 

Miyamoto: Good morning, everyone. This is Miyamoto. Thank you very much for joining us today.  

The handouts for the meeting were published yesterday and I expect you had time to review the information. 
We would like to ensure that we spend enough time to answer questions, so I would like to keep my 
presentation as brief as possible. 

 

I would like to begin with the qualitative aspects of our progress in 2022. 



 
 

On the top left, with regard to “Provide of drugs to meet unmet medical needs”, Crysvita has achieved sales 
of JPY127.1 billion in its first five years of sales. Preparations for the transfer of sales to North America are 
also steadily underway. Together with Poteligeo and Nourianz, Global Strategic Products continues its steady 
growth. 

In terms of R&D, while progress was made in the development of KHK4083, KHK7791, and RTA402, the 
decision was made to discontinue the global development of KW-6356 and ME-401, which means that the 
allocation of management resources has been optimized. Various initiatives are underway for early-stage 
activities as well. 

Moving to the right, we will discuss “address patient-centric needs”. We formulated the Kyowa Kirin Group 
Basic Policy on Access to Medicines last April as a part of our efforts to improve access to medicines. Various 
activities have been carried out. We are engaged in a variety of patient advocacy activities, collaborating 
globally to raise awareness of the disease and create opportunities for patients to interact with each other. 

Then, in the lower right corner, in terms of “Retain the trust of society”, we have completed the 
implementation of the global quality management system in all regions. In addition, we have decided to 
construct a new API manufacturing facility and a warehouse at our Takasaki Plant, and we have completed 
construction of a facility that integrates quality assurance-related functions, which we call Q-TOWER. 

In environmental preservation, we continue to reduce CO2 emissions by expanding the introduction of 
renewable energy. In addition, as part of our information disclosure based on TCFD recommendations, we 
have updated the report related to risk management. We introduced specific measures and a CO2 reduction 
roadmap at last year's ESG Meeting. 

In the lower left-hand corner, please find “Reinforce human resources and structures that support the 
creation of Life-changing value.” In the last year, we have continued to work on each of these issues, including 
human resource development, organizational strength, and digital infrastructure. In particular, in human 
resource development, we have begun operating a global standardized grading and evaluation system and a 
global integrated talent management system as the basis for Group-wide efforts to identify and develop 
human resources. 

With regard to digital transformation, we are steadily developing the infrastructure to connect and utilize data 
globally. 



 
 

 

Let me now present the financial results of FY2022. 

Revenue was JPY398.4 billion, an increase of JPY46.1 billion, or 13% over 2021; core operating profit was 
JPY86.7 billion, an increase of JPY21 billion, or 32%; and net profit was JPY53.6 billion, an increase of JPY1.2 
billion, or 2%. 

Compared to the revised forecast, revenue and gross profit did not reach a little, but SG&A and R&D expenses 
were lower than planned, resulting in a core operating profit achievement rate of 113%.  

As for net profit, the achievement rate was 101%. 



 
 

 

Let me discuss this year-on-year comparison in more detail. Here is an analysis of YoY comparisons by region.  

In Japan, Duvroq, Romiplate, Crysvita, and G-Lasta are growing solidly, but sales are down 5% due to the 
impact of the two-time NHI price revision and declining sales of Patanol and Nesp AG. 

In North America and EMEA, sales increased by 43% and 19%, respectively, due to continued growth in global 
strategic products and the impact of foreign exchange rates. 

As for APAC, the decline in sales of Regpara in China was recovered by other countries and other products, 
resulting in a 6% gain. 

As for the rest of the Company's business, deferred profit from KHK4083 and royalties from Fasenra increased, 
resulting in a 25% increase in revenues. 



 
 

 

These are major items in Japan.  

Although Patanol was slightly weaker than the revised forecast, other products such as Duvroq and Romiplate 
covered the gap, and the revised forecast was achieved for Japan as a whole. 

 

 

 



 
 

 

These are major international items.  

As mentioned earlier, Crysvita is on track of continuous growth and has landed about JPY2 billion above the 
revised forecast due to year-end demand as well as the previous year.  

In addition, Poteligeo is growing steadily in both Europe and North America, although slightly below the 
revised forecast. 

Overseas technical revenues are affected by the revised revenue deferral period for KHK4083 in Q3, as well 
as Fasenra's royalties, which have not reached the plan. 

 



 
 

 

This section discusses the analysis of changes in core operating profit.  

Gross profit increased by JPY47.1 billion. Gross margin improved by 3% to 78% due to an improved product 
mix, that is, an increased proportion of global strategic products and technology revenues. 

SG&A expenses increased by JPY20.6 billion as a result of aggressive investment to maximize the value of 
global strategic products and to quickly establish a global business foundation. This includes JPY13 billion in 
foreign exchange impact but is mainly due to increases in personnel expenses resulting from hiring and profit-
sharing expenses resulting from the growth of Crysvita in North America. 

R&D expenses increased mainly due to higher development costs for KHK4083 and ME-401. 

The equity method was essentially unchanged from the previous year, with growth in the FKB business offset 
by a decrease in the impact of tax effects that existed in the previous year. 



 
 

 

This is the portion below the core operating profit.  

Financial and other activities were minus-JPY13.5 billion. As disclosed in December last year, we discontinued 
the global development of ME-401 and impaired JPY14.3 billion of related intangible assets in Q4, which 
means that the impairment loss increased by JPY12.7 billion from the previous year. 

In addition, as announced in the November news release, we have decided to form a joint venture with 
Grünenthal of Germany for the established medicine business in the EMEA region. Advisory and other 
expenses related to this were recorded as business structure improvement expenses, resulting in a JPY2.3 
billion decrease in profit. 

As you know, the foreign exchange gains are due to the depreciation of the Japanese yen. 

Tax expenses increased by JPY6.3 billion, all of which resulted in a JPY1.2 billion increase in net profit. 



 
 

 

I would like to reflect on the year 2023. It was a half-way year for the medium-term business plan, and we 
have formulated action plans and begun activities along the pillars of the strategy, taking into account changes 
in the environment and the progress made to date. 

In order to “Provide pharmaceuticals for unmet medical needs,” it is important to take over the sales activities 
of Crysvita in North America without delay. Specific activities for the handover have already begun and are 
well underway, and we will continue to do this well. 

In addition, evidence for both products has been accumulating over the past five to six years since they were 
launched globally. We believe that making the best use of this evidence and our know-how will be an 
important initiative. 

In R&D, we will accelerate the development of KHK4083 and KHK4951 and aim to initiate clinical studies with 
antibody drugs that incorporate our proprietary bispecific antibody technology, which we have named 
Regulgent. Furthermore, we intend to focus on strategic investments for growth. 

In the area of “Address patient-centeric healthcare needs,” we will continue to support patients and patient 
advocacy groups to raise awareness of the diseases and create opportunities for patients to interact with each 
other. To “Provide value that goes beyond pharmaceuticals,” in 2023 we plan to launch initiatives to address 
patient needs related to XLH. 

In order to “Retain the trust of society,” we will first aim for a stable supply and will promote initiatives to 
establish multiple production site system, market monitoring, and cross-departmental responses based on 
the results of these efforts.  

In addition, we will work with various stakeholders to ensure sustainable business operations throughout the 
supply chain, including strengthening sustainable procurement and expanding counterfeit drug prevention 
measures. 

On the environmental matters, we will continue our efforts to reduce CO2 emissions and plan to formulate a 
Scope Three reduction policy for greenhouse gases. 



 
 

In order to ”Reinforce human resources and structures,” we will further advance our measures, which include, 
a group-wide human resource development, a global corporate culture fit for a Global Specialty Pharma, 
human resource and platform design that promotes digital transformation. We will also improve the CxO 
structure to fortify executive function, as announced yesterday. 

 

Hre’s our Strategic Investment Policy.  

Our capital policy is to “Rapidly establish a competitive global business foundation as a Japan-based global 
specialty pharmaceutical company,, and place the priority on Growth Investment targeting sustainable growth 
beyond 2025 and maximizing corporate value.” 

Among the “Growth Investments,” the expansion of our pipeline and the acquisition of drug discovery 
technologies through strategic investments are important management issues for us, and we have stated that 
we will focus on these in our 2023 management plan. 

We will briefly discuss how we evaluate and discuss investment projects based on what strategies.  

First, in terms of portfolio enhancement, we will place the highest priority on investment in a development 
pipeline that can obtain global licenses in areas that have synergies with Crysvita and Poteligeo, which are 
expanding their business globally. In addition, we aim to strengthen our portfolio by investing in areas of 
strength in each region. 

In parallel with this, we will explore a wider range of earlier information and increase opportunities for early 
access, utilizing VC investments and CVC activities. By leveraging the connections we have obtained there, we 
aim to continuously create life-changing value over the medium to long term by also investing in science and 
technology that will create new strengths. 

Discussions are based on this strategy, which aims to utilize cash reserves for growth investments to achieve 
sustainable growth and maximize corporate value. 



 
 

 

Let me now present our forecast for the new fiscal year.  

Revenue is targeted to increase by JPY27.6 billion, or 7%, to JPY426 billion. In the medium-term business plan, 
we have set a KPI of a CAGR of 10% or more for the five-years starting from 2020, but the CAGR for three 
years until 2023 is expected to be 10.2% 

Core operating income is targeted to increase by JPY1.3 billion, or 2%, to JPY88 billion, which is a slight increase 
compared to 2022, due to the upward landing of core operating profit in 2022 and a large increase in R&D 
expenses in 2023. I will discuss this point in a little more detail later in this section. 

Net profit is targeted to increase by JPY22.4 billion, or 42%, to JPY76 billion. Since there was a large amount 
of impairment loss in the previous year, the Company plans to significantly increase profit, and is targeting an 
ROE of 9.7%, close to the medium-term business plan KPI of 10%. 

 



 
 

 

Japanese Items.  

We expect continued sales growth this year for Duvroq, Orkedia, G-Lasta, Romiplate, Haruropi, and Crysvita 
as a result of further market penetration. 

On the other hand, sales of long-term listed drugs and generics such as Nesp, Nesp-AG, Rituximab BS, and 
Allelock are expected to decline again this year due to the impact of the NHI price revision. 

Last year, sales in Japan declined by approximately JPY8 billion, but this year we aim to limit the decline to 
JPY3 billion. 



 
 

 

International Items.  

Crysvita aims to reach JPY138 billion by growing JPY19.8 billion, or 17%. Since the plan is JPY11.1 billion for 
Crysvita in Japan, we are aiming for JPY149.1 billion globally as a whole. 

Poteligeo and Nourianz are targeting a 23% and 17% increase to JPY27.5 billion and JPY7.5 billion, respectively. 
These global strategic products will continue to drive top-line growth. 

In terms of technology licensing revenues, we are aiming for an increase of JPY6 billion, including an increase 
in sales royalties from Fasenra and also Fotivda, which is sold by Aveo, and other licensing revenues. 

As a result, we expect a total of JPY23.4 billion increase in revenues from overseas regions and JPY7.3 billion 
increase in other revenues, including technology revenues, and are targeting 7% growth in overall sales 
revenues, including those from Japan. 



 
 

 

Next, we will break down the changes in core operating profit.  

While we are targeting 7% revenue growth, or JPY27.6 billion, gross profit growth is expected to be just over 
half of revenue, or JPY14.5 billion. 

This is because the profit-sharing payment to Ultragenyx for Crysvita in North America, which was previously 
recorded in SG&A expenses, will switch to royalties and be recorded in cost of sales after the start of own 
commercialization on April 27. Gross margin is thus expected to deteriorate by about 2%. 

SG&A expenses are expected to decrease by JPY4.2 billion. There is a decrease due to the fact that profit-
sharing payments, or more precisely, gross profit-sharing payments, will cease after April 27. On the other 
hand, sales expenses for Crysvita in North America, which have borne 50% up to now, will increase as the 
Company will bear 100% of these expenses beginning April 27. 

In addition, we had been aggressively investing in human resources and IT last year, and the increase in 
personnel expenses, software amortization, and system running fees that arise from these investments during 
the period will take effect for the full year, which will be a factor in the increase in SG&A expenses. As a result, 
we expect an overall decrease in SG&A expenses of JPY4.2 billion. 

As for R&D expenses, the Phase III program of KHK4083 will begin in earnest. In addition, manufacturing of 
investigational drugs is scheduled to begin in earnest for Phase II of KHK4951 and then for the bispecific 
antibodies to enter the clinical studies. As a result, R&D expenses are expected to increase significantly by 
JPY16.1 billion, or 26%. The equity method plans to see continued growth in the business of Hulio, Humira 
biosimilar, but a decrease in the tax effect is expected, and the equity method plans to see a decrease of 
JPY1.3 billion. 

As a result of the above, core operating profit is expected to increase slightly from the previous year to JPY1.3 
billion. 



 
 

 

This chart illustrates the change in the profit/loss impact related to the Crysvita business in North America. 
We hope that this list of 2022 results will help you understand the scale of each expense and the overall 
picture. As we have stated in the past, there will be no major change in profitability or the share between us 
and Ultragenyx before and after the start of the commercialization by Kyowa Kirin on April 27. 

 

Core operating profit is below. In 2023, we plan to improve at financial and other gain/losses by JPY25.1 billion. 
As for impairment losses, the elimination of JPY18 billion incurred in the previous year is a factor in the 
increase. 



 
 

Then, we expect a gain of JPY12 billion on the sale and valuation of shares of subsidiaries related to the joint 
venture partnerships for the established medicine business. We also expect an increase of JPY3 billion in 
business restructuring expenses, which are likewise advisory expenses and setup expenses for the joint 
venture company for the established medicine business. 

As a result, the net profit is expected to be JPY22.4 billion. 

 

Progress on the Five-Year Medium-Term numerical guidance is presented here.  

Sales revenue has fallen short of the plan in many respects due to the lack of approval of Istradefylline in 
Europe, the delayed of Poteligeo’s geographical expansion, and the centralized purchasing of Regpara in China. 
However, with a boost from the weak Japanese yen, we plan to continue growing at our mid-term targeted 
CAGR of 10% until 2023. 

On the other hand, the core operating margin is forecast to improve only by 2% to 21% in 2023. It is obvious 
at a glance that the factor that is putting pressure on profits is the increase in R&D expenses, but I think it is 
difficult to see that we are making good progress toward our goal of 25% or more. Therefore, we have added 
here the “Core operating profit before R&D.” You will see that the profit margin, which was 35% in 2021, has 
been steadily improving each year. 

Thus, profitability, which is the foundation before the investment of R&D expenses, is steadily growing every 
year. We plan to make a large R&D investment in KHK4083 beginning in 2023, with the R&D expense ratio 
increasing by 3% each year.  

So, although it will be lower as a core operating margin, we hope to build a strong and lean business 
foundation and further improve profitability toward a core operating margin of 25% or more.  

We look forward to your continued support. 



 
 

 

I would also like to briefly introduce shareholder returns.  

The year-end dividend for 2022 is expected to be JPY27, up JPY3 from the previously announced forecast of 
JPY24, for a total annual dividend of JPY51, up JPY5.  

For 2023, we plan to increase the annual dividend by JPY3 per share to JPY54 per share. 

The guidance for the dividend payout ratio in the medium-term business plan is 40% with continuously 
increasing dividends, and we plan to achieve a three-year weighted average dividend payout ratio of 40.5%, 
calculated using the 2023 forecast. 



 
 

 

Next, I would like to introduce our global strategic products. 

Crysvita.  

The graphs in the bottom rows show, respectively, changes for five-year period from 2018, the year of launch,  
in actual sales and 2023 sales forecast, the number of launched countries, and the number of patients. 

As you can see, as of the end of 2022, both the number of launched countries and the number of patients is 
steadily increasing, and we believe that we are delivering the value of Crysvita to more and more patients. In 
Europe, we have also received approval for the TIO indication in 2022 and have begun marketing the product. 

As a result, sales revenue for 2022 reached JPY127.1 billion. In the five years since the product was launched, 
it has become the first product by Kyowa Kirin to exceed JPY100 billion in sales. 

This spring, as planned, we will start our own sales in North America. In order to ensure the completion of the 
transfer, we will continue to work closely with Ultragenyx, as we did last year, to establish the foundation of 
our own sales system as Kyowa Kirin and begin steady operations. 

In addition, five years have passed since the start of sales, and we accumulated know-how and evidence 
through years of activities. In addition to steadily advancing measures in each region, we will intend to 
strengthen our marketing activities using this kind of know-how and evidence, and we expect to deliver the 
value of Crysvita to more patients, thereby lead to continued growth. 



 
 

 

Poteligeo.  

Poteligeo’s sales revenue has also continued to grow throughout the five years period. In 2022, we focused 
on increasing product perception by promotional activities focused on patients with blood tumors. 

In EMEA, the launch schedule had been delayed compared to the plan at the beginning of the year due to 
difficult insurance reimbursement negotiations, which were partly caused by the harsh environment of 
insurance financing in each country, but we were still able to launch in new 11 countries and regions. 

In 2023, we will strengthen our promotional activities by devising ways to utilize evidences including blood 
tumor data. We will also continue to focus on promotional activities focused on patients with blood tumors, 
such as educating patients to perform blood tests in the early stages of their disease. 

Nourianz.  

Although sales revenue in 2022 deviated significantly from the growth line assumed when the medium-term 
business plan was formulated, we had focused on promotional activities in the North America that promote 
the drug's safety, ease of use, and distinctive mechanism of action, and had increased sales. 

In 2023, we will continue to focus on activities to promote the usefulness of the drug's unique mechanism of 
action. And we will also work to strengthen the field level activity through further collaboration between 
Japan and the North America and effective use of digital, and plan to increase our total sales budget in Japan 
and the North America over the previous year. 

These are the commercial updates we have provided. 



 
 

 

Torii: Next, I would like to introduce the R&D Update from Torii of the R&D Division. 

First, we will touch on some of the major news flows in the main development pipeline.  

First, KHK4083 (rocatinlimab) resumed the Phase III Rocket Program for atopic dermatitis at the end of last 

year. Details will be presented in the next slide. 

Next, regarding KHK4951 (tivozanib) ophathamlic solution, which is introduced for the first time at the 
earnings presentation, we completed the Phase I study  for neovascular Age-related Macular Degeneration in 
August last year. Some of the results were presented at the R&D briefing last December. We are currently 
working diligently to prepare for the start of Phase II.  

Then for ME-401, we released topline data from the domestic Phase II study in November last year in a press 
release. In addition, as we announced in a press release last December, we have decided to discontinue 
development outside of Japan. 

Next, regarding RTA402, we completed its domestic Phase III study, the AYAME study, and we plan to report 
topline data in H1. 

Finally, regarding KW-3357, which is also making its first appearance, we schedule to complete Phase III study 
currently underway in Japan for Preeclampsia, which we are calling stork study, and is scheduled to be 
completed in H2. 



 
 

 

Here is an overview of Phase III of KHK4083, the Rocket Program.  

This is a Phase III trial program for moderate to severe atopic dermatitis consisting of six trials. 

Several tests are shown on the slide. We set up this program for monotherapy or in combination with topical 
steroids or topical calcineurin inhibitors, with dosing frequencies of once every four weeks or once every eight 
weeks, with a loading dose for the second week only.  

Overall, we are considering this schedule for the test. 

In addition, we plan to further evaluate the safety and efficacy of long-term dosing in a separate study. We 
plan to submit an application for approval together with the results of an interim analysis of this long-term 
dosing data. 



 
 

 

This slide lists the current status of the major development pipeline. 

Since the announcement of the medium-term business plan in 2021, there have been several development 
pipeline product replacements and changes in the development schedule. On the other hands, in addition to 
the progress of KHK4083 and KHK7791, new pipelines such as KHK4951 and KW-3357 have been added. 

We will continue our efforts to create a pipeline that is expected to contribute to our future growth.  

That's all from me. 

Miyamoto: This is Miyamoto speaking. I have listed the news from the beginning of last year on page 33 and 
beyond. Please refer to it as necessary. 

In addition, as Mr. Torii just discussed, however there are several situations that have arisen in 2022 that were 
not anticipated in the medium-term plan, the next development pipeline, such as KHK4951, is also emerging.  

We will continue to strive for future growth while also continuing to maximize the value of our global strategic 
products. 

That is all for today's explanation. 

  



 
 

Question & Answer 

 

Moderator [M]: Now, we would like to move on to the Q&A session.  

Yamaguchi [Q]: This is Yamaguchi from Citigroup. Thank you for this opportunity. I have two questions. 

The first is the change in gross margin due to direct sales of Crysvita. For the first four months it remains the 
same as the current, and then during the remaining eight months or so it will be new. This mix impacts the 
gross margin to shift. 

The handout says that the gross margin or royalty will be a little over 20%, and this new royalty rate will start 
in May. Is it correct to assume that a flat rate is going to be applied? Or are there more steps involved that 
may impact royalty to further shift? Sorry, it is about the details. That is my first question. 

Kawaguchi [A]: Thank you for your questions. This is Kawaguchi speaking and I would like to take this question. 

The royalty rate is basically a tiered structure and it will be a mid to higher figure between 20% and 30%, 
however, we set multiple scaled rates that correspond to annual sales volume. It means that the lower rate 
starts around 25%, and as the sales increase, so does the rate. 

In fact, since our sales have already grown considerably, we will actually start the current fiscal year with a 
royalty rate in the upper 20-30% range, and I hope you understand that there will not be a significant change 
in that rate in the future. 

Yamaguchi [Q]: I understand. It will change, but it is already quite high. 

Kawaguchi [A]: Correct. 

Yamaguchi [Q]: Okay, thank you. 

My second question is about KHK4951. As you discussed at last year's R&D meeting, I think the potential is 
quite high, if it indeed goes global. For your next steps, will you do global, Japan-U.S. development in Phase 2 
and release the product once you have prospect? Or will you manage the research and development on your 
own?  

Of course, it will depend on the data, but please let us know what your thoughts are on the approach in this 
new domain. 

Miyamoto [A]: Thank you, Mr. Yamaguchi. We believe that this is a very important discussion. However, as 
you mentioned, I think that the first step will depend on what we find in the data, and we will decide what 
options we will take after analyzing the results of Phase I in detail, and we will monitor various feedback as 
we move into Phase II. We have a wide range of options to choose from. 

Yamaguchi [Q]: But it doesn't seem to take a long time to develop, since it's ophthalmology. 

Miyamoto [A]: Yes, I don't think this will be an examination that will take a long time to complete, so even if 
we consider various options, we think we should decide early and move in that direction. 

Yamaguchi [Q]: Is it next year rather than this year if anything is going to happen? 

Miyamoto [A]: I can't tell you exactly, but as I said before, we will be looking at the data. 



 
 

Yamaguchi [M]: Thank you. That's all from me. 

Miyamoto [M]: Thank you very much. 

 

Kohtani [Q]: I'm Kohtani with Nomura Securities. 

First, it might be a little too early to ask this, but what is your view of 2024? The guidance for this quarter is 
very good and the stock price is strong right now, but if we think about the next 24 years, one thing that could 
work in the negative direction is the biosimilar of G-Lasta. Of course, your company has BodyPod, so that will 
alleviate some of the problems, but it is hard to imagine that you would come out with no pain. Also, the 
transferred products in Europe has been gone. Maybe even the Nesp biosimilars and other things will 
decrease. 

On the other hand, the positive aspect is that RTA402 will not be ready in time and will not contribute much. 
There is only tenapanol. It is hard to imagine that Poteligeo or anything else or Nourianz will grow much either. 
I am unsure how the royalties will play a part. 

Please talk us through your scenario and your confidence in your ability to increase profits in 2024. Also if 
there is anything inaccurate in my statement, please feel free to point it out. That is my first question. 

Miyamoto [A]: Thank you, Mr. Kohtani. This is Miyamoto. 

As for 2024, we have only just started 2023 and detailed plans will be made in the future, so I am unable to 
give you details. However, let me just tell you how I feel as president. Of course, we are committed to making 
our products grow. 

Those factors listed in your statement are spot on. Mr. Kohtani, your insight is impressive. Yes, we agree with 
your perspective. We believe that Crysvita and Poteligeo will continue to grow and that we can also expand 
in Japan, as well as in Asia by continuing to implement a variety of measures. We are going to start making 
plans for 2024.  

As the President of the Company, I aim to grow the business and that is all I can say at this moment.  

Kohtani [Q]: If you assess the situation closely and find that there is not much growth, do you plan to cut costs 
to secure an increase in profits? 

Miyamoto [A]: As for costs, we will spend on research and development in terms of investment for the future. 
I mentioned this as we started the medium-term business plan. We have invested considerably this year and 
last year to establish the foundation of a global structure.  

We will again spend a great deal this year but I think in 2024 we do not expect to make a big investment in 
new things. Rather than cutting back on what we have, I think it would be possible to reduce the rate of 
growth much more. I think we may extend in that way. 

Kohtani [Q]: I understand. 

The second question relates to the Phase III program of rocatinlimab. You started from the surface of the 
earth – Ignite, Horizon, Orbit, and Shuttle –  and now you have finally reached the stars with ROCKET-Astro, 
where Q8W has come up. Six programs, one more to go. I thought this long term trial was nuanced to be once 
every 8 weeks for Adult/Adolescent, but I was expecting something more like once every 12 weeks, like 
ROCKET-galaxy. They are all the same, aren’t they? 



 
 

This may be difficult for you to discuss, but can you elaborate? To me it looks like it is going to end up like just 
an adult version of ROCKET-Astro, but what is your take? 

Miyamoto [A]: Thank you very much. I will ask Torii to comment on this later. 

It is very important to consider the market and appeal product strengths, so we are discussing this with Amgen 
in various ways. However, if we go beyond Galaxy, I think it would be easier to understand if we include, for 
example, not only atopic disease but also other indications such as an expansion of indications. 

Torii [A]: This is Torii. We are working with Amgen on this, so I can't be too specific beyond what Mr. Miyamoto 
just mentioned. However, there is also the administration interval and the fact that this drug is quite effective 
for a long period of time, so we hope to demonstrate its superiority over competing products not only in terms 
of administration frequency but also in other areas. That's all from me. 

Kohtani [Q]: You mentioned earlier that you are expanding the indications for the program, but the ROCKET 
program is completely atopic, so what about that decision, is there a possibility that other programs will be 
launched this year? 

Miyamoto [A]: We are discussing various possibilities with Amgen right now, so we will be looking forward to 
including such things, and as I mentioned earlier, we are willing to invest in research and development. As for 
the possibility, sorry, I can't mention it now. 

Kohtani [M]: Okay, thank you. 

 

Hashiguchi [Q]: I'm Hashiguchi. 

The first question is about the prospects for the development of rocatinlimab. How much data do you think 
is needed to submit an application for approval for the various studies you have described? Could you 
comment on this? 

Also, on page 31, there is a range of approval schedules for 2026 and 2027. What do you think of the possibility 
of delay? Or is your aim pretty much set for the end of 2026 or the beginning of 2027? 

Torii [A]: Hi this is Torii with Research and Development. 

First, I would like to consider a critical path for approval. As I mentioned earlier, we are presenting five studies, 
and there are also long-term studies, so in general, the application will include an interim analysis of the long-
term part. So, we are aware that these parts will be necessary for the application. 

We have stated that the approval period will be 2026 to 2027, but since we believe that this is a beneficial 
drug for patients with atopic dermatitis, we are working to have it approved as early as possible, during the 
fiscal year 2026. That's all from me. 

Hashiguchi [Q]: Thank you. Can you comment on the numbers, such as how long you are talking about for the 
long-term study and how long the interim analysis will take once the data has been accumulated? 

Torii [A]: I am sorry, but I hope you understand that this is non-disclosed information since we are working 
together with Amgen in some areas. 



 
 

Hashiguchi [Q]: Thank you. The second question I would like to ask is about the prospects of G-Lasta. How do 
you sum up the introduction of AG in Nesp in terms of progress so far? I think sales started up all at once and 
have been steadily declining ever since. 

I know that Nesp has a variety of related products, so I don't think that its value can be simply expressed in 
terms of sales, but when do you see biosimilars coming out in G-Lasta, which you didn't deny in your earlier 
question? Based on the level of BodyPod penetration so far, what are your thoughts on the possibility of 
introducing AG? 

Miyamoto [A]: Thank you, Mr. Hashiguchi. This is Miyamoto. 

First, there are many ways to evaluate Nesp AG, but I think that it is fulfilling the role we considered when we 
launched the AG to a certain degree. Basically, there is an argument that we should give way to latecomers, 
and I think that is true, but it is very important to maintain the various data and parts that have been 
accumulated so far as a first mover. In particular, since biological medical products are difficult to use in some 
areas, I believe that we have achieved a certain level of positioning in terms of business performance and 
business performance while covering such areas. 

I am very glad that we have been able to keep our AG out there. The supply of biological medical products has 
become more difficult in recent years, but I am proud that we have been able to continue supplying patients 
thanks to the fact that we have kept a good footprint So, as far as NESP is concerned, I believe that AG is 
fulfilling a certain role exactly as it was originally intended. 

Then, as for the BS of G-Lasta, it's probably around the end of this year, if you think about it normally. I think 
it would not be a surprise if they do, and I have heard that several companies are actually doing it, so I am 
wondering if it will happen. 

I think there is a part of the market that can be maintained to a certain degree by offering body pods, but the 
market for G-Lasta is not entirely an outpatient market; it is also used by inpatients, so I think there is a certain 
amount of BS that comes in in those areas. I hope this answers your question. 

Hashiguchi [Q]: What are the chances of introducing AG of G-Lasta? 

Miyamoto [A]: This is not something we are considering at this time. 

Hashiguchi [Q]: Can you comment on how much you expect the replacement of BodyPod to proceed this 
fiscal year? 

Miyamoto [A]: We have that assumption for internal only, so we can’t disclose it. I think it would be very 
beneficial for many outpatients, especially those with breast cancer, for example, who use it in the outpatient 
setting. I think it is a very beneficial product for both the patient and the hospital facility if the BodyPod is 
used as soon as possible for the patient's benefit. Therefore, from this perspective, we would like to replace 
them as swiftly as possible, and we are putting considerable effort into our sales efforts. 

Hashiguchi [M]: Thank you. 

Miyamoto [M]: Thank you very much. 

 

Muraoka [Q]: My name is Muraoka from Morgan Stanley. Thank you for the opportunity. 



 
 

I think you indicated Crysvita had very strong Q4 sales and demand but inventory volume does not tell the 
whole story. Could you give us different evidence to support your view, for example, the penetration rate has 
suddenly increased recently or that sort? And is the price increase being done in January?  

Sudo [A]: Thank you. This is Sudo of Global Product Strategy speaking and I would like to answer the question. 

First, the biggest reason for this Q4 sales hike is certainly the heightened demand for building up inventory, 
but in fact, sales are actually higher this time than expected.  

My current view is that the market is still growing, and I am positive that its inventory has been increased in 
anticipation of this growth. Therefore, rather than building up inventory in a flat market, they must have built 
up inventory in a way that solidified their footing where the market was expanding, and I understand it that 
way because it was beyond my imagination. 

The January price increase is actually a 3% increase, which I think has been partially announced, but it is out 
there. I think that was also the reason for the December sales increase. That is all from me. 

Muraoka [Q]: Thank you. When you say that the market is expanding, did you mean that adult patients are 
responding favorably to your products quite recently? I’m referring to the North America market. 

Sudo [A]: Mr. Muraoka, the data does not indicate any rapid changes. That said, we see a solid increase in the 
number of adult patients. Penetration is also increasing. The sales soared and it impacted Q4 results. 

Muraoka [Q]: I understand. For adults and children alike, the market grew well around Q4. 

Sudo [A]: Yes. So its inventory has been loaded up in anticipation of that. 

Muraoka [Q]: Okay, thank you.  

I understand the reason why you don’t break down Crysvita's forecast by region. When I analyze the sales 
target for this quarter, it appears to grow by around 10% in US dollars. Based on what you shared just now I 
feel like the Q4 forecast can be stronger. Could you elaborate on that? 

Sudo [A]: I would like to briefly touch on the market prospect.  

As far as market assumptions are concerned, not much has actually changed. In other words, there is a reason 
that we looked at the number of patients and other factors slightly lower, but the figures for this landing in 
2022 are considerably affected by the depreciation of the yen, and also, as mentioned earlier about price 
increases, we raised prices last year more than we did this year. And we have done it twice.  Some of the price 
increases were mentioned earlier, but we raised prices last year and that was even higher than that of this 
year.  

The difference is very noticeable, partly due to these effects and partly due to the higher-than-expected rise 
in the fourth quarter that you mentioned in your question. However, when we look at the growth over the 
past few years on a pay-as-you-go basis, etc., we do not understand that this is a significant decline. Rather, 
we understand that it is just one of the processes that will allow us to successfully expand the market over 
the next three, five, and seven years.  

In summary, we didn’t lower our expectations for any particular reason. 

Kawaguchi [A]: This is Kawaguchi speaking. I would like to follow up on the financial figures. 



 
 

While the growth of Crysvita overseas between 2021 and 2022 was JPY39.9 billion, this year, 2023, it is JPY20 
billion, and the increase appears to have decreased by about half. However, as you understand, the increase 
in 2022 was affected by the exchange rate, which we roughly estimate at about JPY16 billion, and excluding 
the exchange rate, we estimate that the increase was about JPY24 billion.  

In contrast, the 2023 figure was JPY20 billion, a slight decline in monetary terms due to the effects of the 
inventory buildup I mentioned earlier, but basically, the trend has not changed significantly. 

Muraoka [M]: I understand. That's all. Thank you. 

 

Wakao: This is Wakao from JP Morgan. 

I would also like to know about Crysvita plans for this year. The trend has not changed much, and the number 
of patients has increased by about 1,000 each year so far, but is it correct to imagine that the number of 
patients treated this year will increase by about 1,000, although this may be a figure for Europe and North 
America?  

I am wondering if the plan you made is rather organic based on the trend up to last year. On the other hand, 
I guess there might be some factors that would cause a slight upturn in growth this fiscal year. 

As for North America, I believe that Ultragenyx have joined your salesforce for support. In addition, I believe 
that last year was partially a steppingstone due to COVID-19. As for Europe, I thought that the number of 
patients might rather trend up as the indication for adults becomes more widespread. What is your company's 
view on this area? 

Sudo [A]: Thank you for your question, Mr. Wakao. 

First, in terms of the number of patients, as you can see, the number of patients is increasing by 1,000 each 
year. I cannot give you specific numbers, but I can say that we are aiming to enlist more than 1,000 patients, 
as Mr. Wakao assumed. This is one thing. 

And, as you mentioned, thereis was also the influence of COVID-19 last year. Especially H1. We had a pretty 
tough start. As for this year, I am thinking about that as well, with the hope that the current numbers could 
be higher if we exclude the effects of those areas for sure. 

However, I feel that the market as a whole has run its course and that most of the patients who should be 
treated first have been treated. There is still a market, but we need to be creative in the future and, as Dr. 
Miyamoto mentioned, we need to make efforts to increase the number of patients by creating a solid body 
of evidence and delivering it to them. I would like to expand the market with sales and MSL activities, which 
is one step up. Did that answer your question? 

Wakao [Q]: Thank you very much. What about Europe? 

Sudo [A]: Regarding Europe, we actually saw a big stock sale of drugs in December in relation to our partner. 
Because of the impact, for 2023 plans, some areas may look slightly lower, but like in North America, we are 
seeing strong growth in the number of patients, and we want to do well. 

By the way, one thing I would like to mention is that European adults have not yet been launched in Italy, 
Spain, and UK,, although we have received approval. In this sense, the penetration of the adult population is 
very low in Europe as a whole. Roughly speaking, it is about one-fifth of that in North America. We are hopeful 
that improvements in these areas will have a significant impact on earnings in 2023, 2024, and 2025. 



 
 

Wakao [Q]: Understood. Second, I would like to talk about the strategic investment that you have shown us 
with your slides. I have a good understanding of your company's targets and how you are currently working 
on this, but I would like to know when this will happen and if you have any updates from that perspective. 

Why, after all, while some things are going well, others are changing the outlook. In the mid- to long-term, we 
have KHK4083, but the patent for Crysvita will expire in 2032, so considering the long development period of 
the drug, I think it is necessary to proactively incorporate assets even at this point. I know this part is difficult 
because you need to agree with partners, but is there anything you can comment on in terms of the certainty 
of realizing strategic investments? That's all from me. 

Miyamoto[A]: Thank you very much. This is Miyamoto. 

You are absolutely right, and we believe this is one of the biggest issues we will face this year. Since the global 
development of KW-6356 and ME-401 was discontinued last year, the thinness of the late-stage development 
pipeline from a global perspective is a big challenge. We would like to include as much late-stage or near-late-
stage pipeline as possible in the areas shown on the slide on page 14, if possible.  

But, as you know, the closer you get to the later stages of the project, the higher the price will be, and the 
more competition there will be, which means that it will be a very difficult project. However, we are working 
very hard to intensify our efforts, and we really hope to do something about it this year. I am sorry but I am 
unable to comment as this involves third parties and I can only say that we are doing our best. 

Wakao [M]: I understand the situation. Thank you for this opportunity. I'm hoping for the best.  

Miyamoto [M]: Thank you very much. 

 

Ueda [Q]: I'm Ueda from Goldman Sachs Japan. 

First, I would like to ask you about trends in R&D expenditures. Regarding the reasons for the downward swing 
in 2022, I wonder if the interruption of Phase III of KHK4083 and other factors had an impact, and what will 
be the increase in this fiscal year, which is the opposite of what we saw in the previous fiscal year.  

Also, should we expect that from next year onward, progress will be in line with sales trends, in line with the 
medium-term target of 18% to 20% of sales? Could you please discuss how you see the past, the current 
period, and the next period and beyond? 

Kawaguchi [A]: Thank you for your question. This is Kawaguchi and I’m happy to answer you. 

For 2022, our initial plan at the beginning of the year was to use up 18%. However, as mentioned earlier, the 
development of KW-6356 was cancelled, resulting in a large unspent. Unfortunately, this has had the greatest 
impact. The next agenda is a temporary suspension of KHK4083 in Phase III, again below the planned multi-
billion development cost.  

Finally, even where the global development of ME-401 was discontinued, the R&D expenses incurred after 
the  decision have been transferred to other expenses, deeming as they are not R&D expenses. That portion 
also appears to be an underspent for when viewed in terms of R&D expenses themselves. These three changes 
in plans are the main reasons for the drop to 16%. 

Regarding our plans for the coming years, the first and biggest is the Rocket program for KHK4083, which we 
will spend much for that. The other is KHK4951, which is about to enter Phase II, or a bispecific antibody that 



 
 

we are aiming to bring into clinical study phase. We plan to invest in the manufacturing of investigational 
drugs well in advance of that, so these two points are the major points of increase for this fiscal year. 

We will continue to invest in R&D for KHK4083 aiming for a range between 18% and 20% in line with the 
medium-term business goals, starting 2024 or 2025.  

The other point is that, as Dr. Miyamoto mentioned, when we carry out strategic investments, there may be 
a burden of new development costs associated with these investments, especially if we introduce a late-stage 
pipeline, and there may be expenditures there as well. In some cases, it may be possible to exceed 20% as a 
future growth, depending on whether the pipeline can be introduced. 

Ueda [Q]: I understand, thank you. The second question is about the progress in the development of bispecific 
antibodies, which you mentioned a little earlier. You discussed that you will be entering clinical phase this 
year. What is the timing of Phase I entry and, if possible, in what therapeutic areas?  

Also, what is the pace of entry into clinical trials, for example, how many products per year? Please share with 
us any information you have on this. 

Miyamoto [A]: Thank you, Mr. Ueda. This is Miyamoto. 

We probably can't answer most of your questions, but as the President of the Company, I would like to see 
we enter Phase I as soon as possible, and since it is an interesting platform technology, I am also putting 
pressure on Dr. Torii to create several pipelines from that. I think it would be better to get a comment from 
Dr. Torii. 

Torii [A]: The two projects we are planning this year are basically in the area of oncology. Also,  Regulgent 
antibody technology is actually being researched in other formats now, so we are eagerly studying advanced 
bispecific antibody technology, not limited to this Regulgent. We are in a situation where we expect to see 
more and more pipelines coming out of there. That's all from me. 

Ueda [M]: I understand. Thank you very much. That's all from me. 

 

Sakai: I am Sakai from Credit Suisse Securities in Japan. 

This may be a deviation from the topic of business performance, but with the establishment of the joint 
venture by Kyowa Kirin International and Grünenthal, what do you think of your management resources or 
assets in Europe? I would like to ask for your assessment, or rather confirmation, how your company is 
considering the allocation of assets and resources in international markets other than North America. 

The other thing, I think there was an announcement about the change of president of FKB. I think there has 
been little interest in this FKB for a while, or rather, not much attention, but can this joint venture clearly be 
considered an asset for your company now? Since you have not disclosed the contents at all, we can only 
watch from the sideline. Each year, we tend to be limited to something like, “how much is the gain in equity 
method?” What are your plans for management resources, including this reorganization or recombination in 
Europe, during the medium-term plan and beyond? 

Miyamoto[A]: Thank you very much. 

First, about Europe, as you know, one business is for global products, which are rare-disease type, including 
Crysvita and Poteligeo. And another is with rather a little bit older “established” medications with some newer 
medications, which had been possessed by ProStrakan and Archimedes, which we acquired in the past. So, 



 
 

this is a quite different activity. Therefore, we had originally developed our business in two slightly separate 
ways. 

For the established medicine business, it is quite difficult for us to keep investing such as introducing pipeline 
from outside. I think it is also a very important perspective to make this business more sustainable, as we are 
selling very important medicines. 

From this perspective, we chose Grünenthal as the best partner for the joint venture, and with help from 
Grünenthal, we have set a course to ensure that our business is also sustainable or, if possible, growing. As 
for Kyowa Kirin, we would like to consider Europe in the direction of two products that we call global strategic 
products, and, if possible, as mentioned earlier, something from other companies to be included in the lineup. 

FKB is also a joint venture with Fujifilm Corporation, so I am sorry there is limited information that can be 
disclosed without agreement between the two companies. 

I also think this is a very important asset from the viewpoint that we achieved to show our ability to 
manufacture biological products properly. However, we do not think it is our direction to make a very large 
investment and expand the biosimilar business here in the future.  

Of course, we have to discuss this with Fujifilm, so it is not a decision that we can make on our own. However, 
we would like to invest in facilities for new drug development, rather than invest heavily in the BS business, 
for example, in facilities for BS production. Of course, to a certain extent, we will be considering many things 
in our discussions with Fujifilm.  

Sorry, I'm rambling, but I hope I've answered your question. 

Sakai [Q]: I understand that you will consider a lot of things over time. Could you provide a quick confirmation 
about the Rocket program? Steroids at the combination, I know this. But, Calcineurin, this is a name I haven't 
seen in a while, is it correct to say that this is used as a concomitant drug, and in a manner of speaking, this is 
considered the standard therapy and was brought into the concomitant use? 

Torii [A]: That is correct. One thing I would like to add is that the Phase II results showed that it takes a little 
more time for the drug to show efficacy than Dupixent and other drugs, so in order to accelerate the onset of 
efficacy, this kind of combination is also meaningful in a real clinical setting, and we are incorporating this kind 
of studies in the program. That's all from me. 

Sakai [Q]: Do you hope for approval with monotherapy if possible? Are there some topical drugs that you still 
want to refrain from using? 

Torii [A]: I think there will be many uses for this product once it is approved, so we are planning to have a 
certain degree of flexibility in the clinical trial, although it is within the constraints of the clinical trial. 

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

 

Miura [Q]: My name is Miura from Jefferies Securities. I have two questions as well. 

First, on the first point, in KHK4951 wet AMD, the details of the results of this Phase I, you are talking about 
publishing document, but when and what kind of paper is it likely to be published? Or, since there are 
conferences such as ARVO in April, is there any possibility of any comments being made at such conferences? 
This is my first question please. 



 
 

Miyamoto [A]: Thank you for your questions. We are currently working on this, including detailed analysis of 
the data, so we have not yet reached a concrete schedule, but we hope to disclose it at an early stage. 

Miura [Q]: Okay, thank you. The second point, which overlaps with Mr. Wakao's question, is the strategic 
investment part. In particular, I feel that there are many investments, including ME-401 and RTA402, where 
there is a large discrepancy between the original assumptions and the current situation when they were first 
introduced.  

On the other hand, in terms of your in-house developed products, Crysvita and KHK4083 are excellent 
products, and KHK4951 may be the same in the future. You are able to develop great products in-house, but 
when you introduce them from outside, it appears that you are not able to do so. 

What are you planning to do in the future to increase the certainty of the introduced products? Of course, 
there are some aspects that you probably can't say for sure since you are working with a partner, but what 
do you think you can do and achieve to introduce something better? 

Miyamoto[A]: Thank you Mr. Miura. You made some good points. 

We had a lot of things going on, especially ME-401 and ilofotase alfa stopped in the middle of Phase III. I am 
sure you are right, and I have been reflecting on some of the things that have not been going so well with the 
introduction of the pipelines recently. This is a very difficult issue, and I think it all comes down to how to 
make sure that the evaluations are done properly before they are included. 

We have now been establishing the foundation for our activities on a global scale. Up to now, our investment 
evaluation activities have been conducted mainly by the Japanese members; however, I now work with 
various people with a wider range of global experiences in the international arena, so we will continue to 
engage in in-depth discussions with these people. I would like to have more opportunities to discuss with our 
global members when we introduce a global pipeline. I am still not sure if that will really improve the accuracy 
of the results, but since we are talking about spending quite of money in that area, I think this is an issue that 
really needs to be taken seriously. 

Miura [Q]: Thank you, I am looking forward to it. By the way, do you have any qualitative goals, such as how 
many items you would like to introduce by the end of this year? 

Miyamoto [A]: I have internal plans, but these are undisclosed. Since they relate to our finances. Mr. 
Kawaguchi on my side is making a sour face. It is quite hard to release these plans but I can assure you that 
we have targets. 

Miura [M]: Okay, thank you. That's all from me. 

 

Akahane: My name is Miura from Akahane, Tokai Tokyo Research Center. Thank you very much. My question 
includes one for actuals and another for predictions.  

First, the excellent financial results, the profits were up significantly, and on page 22, the core operating profit 
before R&D, I could see very clearly that it has improved very much and that it is progressing toward the plan. 

Looking at that in the segment on page 7, there was certainly some support from foreign exchange, but I think 
North America and EMEA were very strong and good last fiscal year. I see that the sales composition ratio of 
North America and EMEA is up about 7 percentage points. As I read this, I think the profits of both North 
America and EMEA can be explained almost entirely by Crysvita and Poteligeo; I have the image that the profit 
contribution from EMEA and North America has increased. Is this incorrect? 



 
 

Kawaguchi [A]: You are right. I think this is the main reason for the 3% improvement in gross profit margin 
that I discussed in the section on gross profit margin improvement. 

Akahane [Q]: Last year's sales in China were affected by VBP. There was a lot of talk about China at other 
companies, some using Corona as the reason and others using Buy China as the reason. Should we assume 
that the environment is quite bad for your company as well? Is it better to view it as a transient situation, just 
a bad situation that happened to be affected by VBP this time? 

Miyamoto [A]: Thank you, Mr. Akahane. This is Miyamoto. 

As you know, regulations in China are changing at a tremendous pace, and I think one major point is that it is 
extremely difficult to predict. Before we can say whether the environment is good or bad, we need to know 
how well we can make predictions when doing business, and only when we can make predictions can we 
make investments. However, as you know, it is a very populous country and the economy as a whole is still 
growing, so the potential is definitely there. 

But again, our Regpara is also subject to VBP earlier than we expected, and the insurance system changes like 
a chameleon, so there is no doubt that this is a very difficult country. 

Akahane [Q]: I understand very well. Lastly, on the forecast, as you explained earlier, the increase in Crysvita 
sales will be reduced by half, but in terms of comparison excluding the impact of foreign exchange, is it correct 
to assume that the current fiscal year will be so-so, and that North America and EMEA will continue on the 
same trend as last fiscal year? 

Miyamoto [A]: I think you understand. 

Akahane [M]: I understood very well. Thank you for your answers. 

 

Yamaguchi [Q]: This is Yamaguchi from Citigroup. This is the second time, but may I briefly confirm two things? 

RTA402 has been successfully Last Patient Out, so you have no doubts about the topline coming out in the 
first half of this quarter, but I have received inquiries from all over the world, and Let me check if there is 
really no problem. Does that summarize your current situation? 

Torii [A]: Hi this is Torii with Research and Development. 

As you mentioned, H1, or rather Q2, we will be releasing data from the AYAME trial, which will involve 1,000 
cases. This is not just a surrogate marker, but the hard endpoints will be important, so there is a considerable 
impact here. We are still working double-blind, so there is nothing to say at this stage, but looking at the data 
from Phase II and other Phases so far, we are waiting for the top line to emerge with considerable anticipation.  

Yamaguchi [Q]: Since you mentioned Q2, is it correct that it is between four to six, since it is February?  

Torii [A]: Yes, this will be Q2. 

Yamaguchi [Q]: Okay, thank you. This is also a review of the previous term, but I remember that at the 
beginning of the term, you started out with JPY5 billion for direct sales in North America, and that ended up 
being a little down in the middle of the term. How much did you end up spending and is there any portion of 
it that will carry over to the current fiscal year or not? Please tell us about it. 



 
 

Kawaguchi [A]: Thank you for your questions. The actual numbers are shown at the bottom of page 19. For 
2022, the forecast was JPY5 billion, but we actually made JPY3.5 billion. However, since there is a foreign 
exchange effect here, the actual amount unaccounted for, including foreign exchange, is about 2 billion yen. 

Yamaguchi [Q]: Are there any more left in this quarter? 

Kawaguchi [A]: As the gray line continues in the current fiscal year, we will incur expenses up to the point 
where we own 100% of the company. Regarding expenses, we expect to gradually shift to an in-house sales 
structure starting in April. Our current cost burden is 5.7 billion yen, but this will double in 2023, when the 
burden will become 100%, including preparation costs. I hope this gives you a general idea of the increase in 
expenses. 

Miyamoto [A]: Mr. Yamaguchi, this is Miyamoto. A significant portion of the unspent funds is related to the 
hiring of personnel, so the entire JPY2 billion that was not spent last year will have to be spent this year, and 
it is not a matter of taking the entire JPY2 billion and using it as extra. 

Yamaguchi [M]: I understand. Thank you, that is all. 

 

Kohtani [Q]: I'm Kohtani with Nomura Securities. I have two questions. 

My first question is about bardoxolone methyl. In the end, I think the FDA was very paranoid and suspected 
hyperfiltration because the mechanism was not clearly understood. 

Since this is Japan, the situation is completely different. What I would like to ask is whether the Japanese 
authorities and doctors will be satisfied when this bardoxolone methyl is shown to be effective in terms of 
the hard endpoint of eGFR. The mechanism is not well understood, but eGFR is improving, and moreover, 
during Phase II of your Tsubaki trial, the effect was properly obtained on the really hard endpoint, GFR.  

I am not sure if everyone is convinced that the eGFR is improved, which equals that this is useful, and that 
renal function is improved. I would like to ask you about that point. 

Miyamoto [A]: Thank you, Mr. Kohtani. This is Miyamoto. 

That is where the data actually comes in, and unless we talk about this with the authorities, of course, we will 
never know the final point. However, when we started the trial, we discussed with the PMDA that eGFR is a 
surrogate marker, and the guidelines from academic societies are the basis. The guidelines also state that a 
40% or 30% drop in eGFR is one marker we can use. 

If you look at it that way, if the eGFR is not obviously worse, this is one big achiever. Do doctors actually use 
inulin to evaluate the actual GFR every time they put a patient on dialysis, or do they absolutely look at the 
eGFR? So you look at it in terms of other clinical symptoms. Therefore, we believe that it is a stretch to say 
that eGFR is not a single marker. 

I am sure that the doctors will definitely support this, as we have discussed, but how the PMDA will decide 
will also be influenced by the FDA, of course, so I think we will have to actually see the data and discuss that. 

Mr. Torii, would you like to add something? 

Torii [A]: In addition to eGFR, the AYAME study will also compare patients who actually went on to dialysis, 
and this part of the study will also be compared to a placebo. As for the primary endpoint, we are actually 
doing a composite that combines the transition to dialysis and the change in eGFR, but we will have data on 



 
 

those actual events as well. We would like to negotiate with PMDA from now on, together with such data. 
That's all from me. 

Kohtani [Q]: I think it is probably very important to have your opinion on what is struggling, but as far as the 
paper is concerned, I think it is probably quite positive. Is it my understanding that doctors in the renal field 
have a positive view in Japan, so far? 

Torii [A]: We have had a number of Japanese KOL doctors participate in the development of this RTA402, and 
as you are aware, they have a positive view of this drug. That's all from me. 

Kohtani [Q]: I understand. This is the second and last question. I will not ask what Regulgent is, since it is not 
disclosed, but I would like you to give me a hint. Until now, bispecific antibodies in the field of oncology have 
actually been a one-shot deal. In the end, most of them capture CD3 and T cells and allow them to attach and 
attack cancer cells, with only a few others. Also, a company called Regeneron is doing something like 
costimulatory bispecific for CD28. 

I would like to ask, your company is not going to do such an uninspiring thing as to follow suit and do CD3, is 
it? What I want to say is, can we expect it to be a new class of bispecific antibodies? 

Torii [A]: I can't give you specifics on this either, but I am aiming for a place other than the one you just 
mentioned. 

Kohtani [M]: I am very relieved. Thank you for this opportunity. 

Moderator [M]: Thank you very much. This concludes the conference call for the financial results for Q2 of 
the fiscal year ending December 2022. 


