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Presentation 

 

Moderator: Thank you very much for joining us today for the online presentation of Kyowa Kirin Co., Ltd.'s 
financial results for Q3 of the fiscal year ending December 31, 2025. 

Before we begin the briefing, let me remind you of a couple of things. 

Please note that we will keep the names and company names of the participants in our company for a certain 
period of time as a list of participants. 

Please note that the content of this presentation will be available as a video and a transcript on our website. 

Please be aware that the information presented today contains forward-looking statements that are subject 
to uncertainty due to various risks. 

Participating in today's presentation and Q&A session are Takeyoshi Yamashita, Director, Executive Vice 
President and Chief Medical Officer; Motohiko Kawaguchi, Managing Executive Officer and Chief Financial 
Officer; and Yasuo Fujii, Managing Executive Officer and Chief Strategy Officer. 

Today's online meeting will last up to 70 minutes. First, we will explain the overall financial results and then 
take your questions. Please download the document from our IR website. 

Mr. Kawaguchi will now begin with an overview of the financial results.  

 

Kawaguchi: I will explain the performance summary for Q3 of FY2025. 

Please see page five. 
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Revenue was JPY349.5 billion, down JPY13.3 billion, or 4%, from the same period last year. Core operating 
profit was JPY62 billion, down JPY12.4 billion, or 17%, and profit for the quarter was JPY32.6 billion, down 
JPY23.3 billion, or 42%. 

Revenue decreased 4% due to the impact of business restructuring in APAC, the impact of the transfer of 
three brand licenses in EMEA in the previous year, and the impact of NHI price revision in Japan, despite the 
growth of global strategic products mainly in North America and EMEA. 

Core operating profit declined 17% due to lower gross profit, higher R&D expenses, and lower gain on equity 
method. 

Profit for the quarter decreased by 42%, mainly due to the impact of a gain on the sale of a Chinese subsidiary 
and a gain on the sale of fixed assets in the same period of the previous year. 

Progress against the full-year forecast is 73% for revenue and 74% for gross profit. This rate of progress is in 
line with plans, as revenue tends to grow toward the latter half of the fiscal year as in past years. 

Selling, general and administrative expenses and R&D expenses progressed slightly below plan at 73% and 
72%, respectively. 

As a result of these, core operating profit is steadily progressing at 77%. 

On the other hand, the progress rate of profit for the quarter is 57%. This was mainly because we recorded a 
special retirement payment due to the introduction of a special voluntary retirement program. 

Although progress is lagging behind the full-year plan, we hope to bring the result closer to the full-year 
forecast through the upfront payment from Boehringer Ingelheim, as announced today, and an upturn in core 
operating profit due to the recent yen depreciation. 

 

Page six provides a YoY analysis of revenue by region. 
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In Japan, revenue from Phozevel, Duvroq and Crysvita are growing, while revenue from Dobovet, whose sales 
collaboration agreement ended last December, declined by JPY5.8 billion. In addition, revenue in the Japan 
region declined 9%, mainly due to the impact of NHI price revisions. 

In North America, revenue increased by JPY12.9 billion, or 11%, in real terms excluding the foreign exchange 
effect of JPY3.1 billion. Crysvita and Poteligeo grew their revenue by 8% and 18%, respectively, in local 
currency terms. 

In EMEA, revenue declined JPY3.6 billion in real terms. Crysvita and Poteligeo continue to grow with revenue 
growth of 13% and 22%, respectively. In July, there was a JPY6.1 billion gain from the transfer of a license for 
one established medicine to a joint venture with Grünenthal. However, EMEA as a region as a whole saw a 
5% decline in revenue, as the region received JPY13.1 billion from the transfer of licenses for three brands in 
the same period of the previous year. 

Other includes sales of established medicines and other products in the region, which until the previous year 
had been classified as APAC. In addition to the increase in royalties from Fasenra, revenue from 
Libmeldy/Lenmeldy, a hematopoietic stem cell and gene therapy, began to be recorded in the US, resulting in 
a significant increase in revenue. However, revenue in the other region declined 13% due to a decrease in 
revenue resulting from the restructuring of the APAC region. 

The foreign exchange impact on revenue was a negative JPY3.9 billion. 

 

Page seven shows revenue by major product. The figures on this page include foreign exchange effects. 

Crysvita's revenue increased JPY11.9 billion, or 9%, YoY and continues to grow in North America, EMEA, and 
Japan. 

Poteligeo also continued to grow in North America and EMEA, with revenue up JPY4.6 billion, or 16%, YoY. 

Libmeldy/Lenmeldy revenue increased by JPY2.2 billion, or 103%, due to strong sales in Europe and, for the 
first time this year, sales to three individuals in the United States. 
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Since its launch in February 2024, Phozevel has steadily penetrated the market, increasing revenue by JPY3 
billion or 104% over the previous year. 

G-Lasta revenue decreased by JPY1.6 billion, or 11%, due to competitive products and the NHI price revision. 

Technology-licensing revenues increased JPY4.4 billion, or 13%, from the previous year due to higher royalties 
from Fasenra. 

 

Page eight is a YoY analysis of core operating profit. 

Gross profit decreased by JPY6.1 billion due to the decrease in revenue. 

Selling, general and administrative expenses decreased by JPY1.5 billion in total due to a decrease resulting 
from the reorganization of the APAC business, despite new expenses incurred this year in preparation for the 
launch of ziftomenib. 

R&D expenses increased by JPY3 billion. This was due to the one-month impact of the new consolidation of 
Orchard, as well as progress in testing of the initial development pipeline. 

Gain on equity method decreased by JPY2.5 billion due to lower sales at FKB and the absence of gains on the 
transfer of inventories associated with the transfer of operations in certain countries that were recorded in 
the previous year at the joint venture with Grünenthal. 

Foreign exchange effects on core operating profit were negative JPY2.3 billion. 

As a result, core operating profit decreased by JPY12.4 billion versus the same period last year. 
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On page nine, I will explain the items below core operating profit. 

In Finance/Other, profit decreased by JPY11.2 billion. The main factors were the absence of a JPY7.8 billion 
gain on the sale of a Chinese subsidiary and a JPY2.4 billion gain on the sale of fixed assets, which were 
recorded last year. 

With regard to business structure improvement expenses, the Company recorded JPY9.4 billion in special 
retirement payment and other expenses associated with the introduction of a special voluntary retirement 
program in the current fiscal year. On the other hand, in the previous year, there were expenses recorded for 
business restructuring in the APAC region and for the reorganization of the research system in Japan. As a 
result, expenses were at the same level as in the same period of the previous year. 

As a result, profit for the period decreased by JPY23.3 billion compared with the same period of the previous 
year. 
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Fujii: Next, I will provide the commercial update. 

Page 11 describes Crysvita. 

Overall global sales for Q3 were JPY146.7 billion, up 9% from the same period last year. The 70% progress rate 
against the full-year plan is slightly higher than the progress rate after Q3 in previous years. 

In North America, the revenue figure for July through September was slightly weaker due in part to a rebound 
from the specialty pharmacy inventory buildup that occurred at the end of Q2 in anticipation of an interim 
price revision. However, year-to-date sales growth was 8% YoY in local currency terms. Despite fluctuations 
in shipment-based sales, actual demand continues to be strong. 

In EMEA, the drug continues to grow. In Europe, official guidelines for XLH treatment, including Crysvita 
prescriptions, have been provided, a factor that has encouraged disease awareness and commercial activities. 
In addition, the pre-filled syringe presentation has been launched in some countries, leading to improved 
convenience for healthcare professionals and patients. 

In Japan, this drug continues to grow steadily as a system of dedicated bone metabolism specialists has taken 
root and penetration into the adult patient population has increased. 
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Page 12 describes Poteligeo. 

Overall global revenue for Q3 was JPY33.7 billion, up 16% from the same period last year, and 74% of the 
annual plan, showing steady growth generally in line with the plan. 

Sales in North America in local currency terms increased 18%. Through evidence-based promotion, we 
continue to promote the penetration of the product into patients with tumor cells in the blood and provide 
information regarding the continuation of treatment for patients who develop skin symptoms after receiving 
Poteligeo. 

In addition, the use of machine learning and AI technologies in promotional activities and focused visits to 
medical facilities with higher dosing potential have led to strong growth, including the evolution of 
promotional activities. 

In Europe, in addition to strengthening our marketing structure and expanding geographically, we continue 
to access patients presenting with cutaneous symptoms, as we did in North America. The drug continues to 
grow as penetrated into patients through disease awareness activities. 

That's all for the commercial update. 
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Yamashita: I will now provide the R&D update. 

Page 14 is the news flow of development pipeline products. Areas that have been updated since the last 
financial report are shown in orange. 

In September, we announced the results of the interim analysis of the ASCEND study of rocatinlimab. Also, 
this October, we completed a patient registry for prurigo nodularis. 

Also in September, we reported the start of the KOMET-017 study, a Phase III study of ziftomenib in 
combination with first-line ziftomenib. In October, we reported the initiation of a Phase I study in AML patients 
with FLT3 and NPM1 mutations. Regarding ziftomenib, the FDA is reviewing the second-line single agent. 

In addition, OTL-200, which is marketed in the US and Europe as Libmeldy/Lenmeldy, recently received 
Orphan Regenerative Medicine Product Designation in Japan. 
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First, an update on ziftomenib. 

ziftomenib is an oral small molecule menin inhibitor for the treatment of patients with acute myeloid leukemia 
with NPM1 mutations or KMT2A rearrangements. In the United States, 22,000 new cases of AML are 
diagnosed annually, and half of these are considered menin-dependent. It is known that up to 70% of patients 
who achieve remission will relapse within three years. 

As for the current development status, the FDA has just accepted the application for approval for the 
treatment of relapsed and refractory adult AML patients with NPM1 mutations, with a PDUFA date set for 
November 30. 

We published a paper in the Journal of Clinical Oncology on the KOMET-001 study, which is also the study 
used in this application. 

We have initiated a Phase I study for newly diagnosed AML patients with FLT2 mutation in addition to NPM1 
mutation. A Phase III study of first-line therapy in patients with NPM1 mutations or KMT2A rearrangements 
is also underway. 

We are working to bring this drug to more patients who may benefit from menin inhibitors. 
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Next, I will provide the update of rocatinlimab. 

The target disease for rocatinlimab is moderate to severe atopic dermatitis, and the very diverse symptoms 
shown here impose a significant burden on patients and those who care for them. These have a significant 
impact on patients' daily lives and significantly reduce their quality of life. 

Existing treatments have not been sufficient to control the disease, and many patients are still clamoring for 
new treatment options to alleviate their symptoms. 
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We believe that atopic dermatitis is a diverse condition that differs from one individual to another, and that 
no single treatment will work equally well for many patients. 

The use and response to biopharmaceuticals in patients who are difficult to control with conventional 
therapies is becoming more widespread every day. However, we believe that there is still room for growth for 
biopharmaceuticals as a whole, as it is reported that only 10% to 15% of patients who are considered eligible 
for treatment are actually administered the drug. 

We also have information that more than 50% of patients receiving systemic therapy, including 
biopharmaceuticals, are unable to continue that therapy and discontinue it within one year. We believe that 
there is a high need for new drugs that show continuous effective therapeutic effects. 

In recent years, there has been a lively discussion in the clinical community that the goals of treatment for 
atopic dermatitis have evolved from "short-term disease control" to "long-term disease control," and further 
beyond that, that "disease modification," or treatment that returns the patient to a healthy state, should be 
set as a goal. 

Thus, we are developing rocatinlimab as a drug to address the unmet medical needs that still exist. 
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Rocatinlimab is distinct from existing agents in that it is an OX40-mediated agent that acts directly on 
pathogenic T cells, which are upstream of the signaling pathway that causes atopic dermatitis. 

As shown here, it acts upstream to reduce the number of pathogenic T cells, thereby working toward 
normalizing the T cell state, which we call T-cell rebalancing. By achieving this, we expect that the drug will be 
effective close to the cause of a variety of symptoms and will demonstrate broad and deep efficacy for 
patients on a sustained basis. 

 

For rocatinlimab, a Phase III study, the ROCKET program, is ongoing. 
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The interim analysis results of the ASCEND study, shown at right, were reported last month. Today, we are 
pleased to present excerpts from the results of the ROCKET IGNITE and ROCKET SHUTTLE studies presented 
at the European Academy of Dermatology, EADV, in September of this year. 

 

Here is the study design. 

The upper row is the ROCKET IGNITE study, in which patients were treated with a single agent. The bottom 
row is the SHUTTLE study, which was a study of combination treatment with topical agents. In both cases, the 
dosing period was 24 weeks. 
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Here are the results of the IGNITE study conducted with a single agent. 

The left side shows the results of EASI-75 and the right side shows the results of vIGA-AD 0/1. Both showed 
significant improvement over placebo at 24 weeks. 

 

This slide shows the percentage of EASI-90 to 100 achieved over time, which is a more in-depth drug effect in 
addition to EASI-75. 
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As you can see, the percentage of patients achieving EASI-90 to 100 with rocatinlimab, shown in dark blue, 
increased over time in both the single agent and combination studies. The increase is still upward at 24 weeks, 
which gives hope that further treatment may increase this rate even more. 

Similar results were seen in the ROCKET HORIZON study presented in March of this year. We expect that the 
potential for further deepening of efficacy beyond 24 weeks, which is suggested here, may well reflect the 
unique features of the drug based on the specific mechanism of action of rocatinlimab. 

 

The following is a summary of the safety profile of the ASCEND study at week 32. 

The primary endpoint of this study is to evaluate the long-term safety of approximately 2,600 patients who 
were transferred from parent studies such as IGNITE, HORIZON, SHUTTLE, ASTRO, ORBIT, and VOYAGER to 
this ASCEND study and monitored through week 104. 

Adverse events in adults included upper respiratory tract infections, aphthous ulcers, and headaches, as 
shown here, in five or more cases per 100 patients during the year. The discontinuation rate of the study due 
to these adverse events was very low in all cohorts. The pattern of occurrence is also consistent with that seen 
in previous ROCKET studies. 

The event rate of gastrointestinal ulcers was low throughout the program, at less than one per 100 patients 
per year in all cohorts. 
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Here we reiterate the results of the 32-week interim analysis of the ROCKET ASCEND study, which we reported 
last month. 

Here are the results of the evaluation at a total of 56 weeks, after a 24-week single-agent study of IGNITE and 
HORIZON, and 32 weeks of the ASCEND study. The Q4W group and the Q8W group with extended dosing 
intervals showed that improvement in skin symptoms and itch scores could be maintained. 

This study is based on the criterion that those who have used rescue therapy at least once are considered 
non-responders. The Company views these results very positively. Please wait for future conference 
presentations for more detailed data. 
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In summary, we expect rocatinlimab to open up a new treatment paradigm for multiple inflammatory diseases, 
including atopic dermatitis, through T-cell rebalancing, which is a new standard for adoption. 

Although not included in this material, we have just recently received top-line data from the ASTRO study in 
adolescent patients. The results shows that both co-primary and secondary endpoints were achieved, and 
safety events were consistent with other studies. These will be analyzed in more detail and presented at a 
future conference as well as the ASCEND study. 

Phase III for prurigo nodularis and Phase II study for moderate to severe asthma are underway, and patient 
enrollment for prurigo nodularis has just been completed. 

We expect that acting at the root of inflammation will lead to deeper and more sustained improvement in 
these inflammatory diseases as well. 

That is all I have to say about R&D. 
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Fujii: Please refer to the news since the beginning of the year on page 29 and thereafter. 
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Let me briefly introduce today's news. See page 31. 

See the bottom two items. The first is the conclusion of a licensing agreement for a new compound to 
Boehringer Ingelheim. The other is a release regarding the transition to a company with an Audit and 
Supervisory Committee. 

 

Finally, I would like to briefly explain the release regarding the transition to a company with an Audit and 
Supervisory Committee. 
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We have resolved to evolve our governance structure by transitioning from the current company with a board 
of corporate auditors to a company with an Audit and Supervisory Committee, subject to approval of the 
necessary changes to our articles of incorporation at the annual general meeting of shareholders to be held 
in March of next year. 

The objectives are to increase the mobility of decision-making, to improve the quality of discussions at Board 
of Directors meetings by making a sharp distinction between matters that should be left to the execution of 
duties and those that should be discussed at Board of Directors meetings, and to enhance the effectiveness 
of audits of directors' business execution by strengthening cooperation between the Audit and Supervisory 
Committee and the Internal Audit Department. 

That is all for today's explanation. 
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Question & Answer 

 

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

Yamaguchi [Q]: The first question is about the relationship between the Boehringer Ingelheim deal and the 
Company's forecast for this fiscal year. 

First, is this deal with Behringer an extension of the previous clinical study? It also states that you may receive 
a total of EUR640 million. Can you tell us if and how many milestones will be in the FY12/2025 or FY12/2026? 

Kawaguchi [A]: First of all, the Boehringer Ingelheim compound we announced last year and this case are 
completely different. It is also a deal with Boehringer, but it is a new deal for a completely different compound. 

In addition, the plan for this fiscal year does not, of course, include the out-licensing of this. 

As for the impact on the current fiscal year, I believe that a one-time contract payment will be recorded this 
October. Therefore, this will have an upward impact on the sales and profit for the Q4 results. 

Yamaguchi [Q]: What is the amount? 

Kawaguchi [A]: I will refrain from responding to anything more than what we have disclosed, given our 
relationship with the partner. 

Yamaguchi [Q]: I understand. 

In your presentation, you said that while there is no problem with operating profit, there is a delay in progress 
toward the full-year plan with respect to net profit due to the severance allowance, but that this may be 
covered by the coming in of this. You mentioned that in this context. 

Kawaguchi [A]: Yes. Since this was completely unplanned, it is safe to assume that it is an upside factor. 

Yamaguchi [Q]: I understand. 

Next, I would like to ask about Crysvita. The same arguments are always made, but it appears that sales, 
especially in the US, increased rapidly in Q2 and then decreased in Q3. You said that given the seasonality, the 
rate of progress is good. In that sense, is there a possibility that the full-year result will exceed the plan? Or 
are the results likely to be in line with your expectations for the full year? Could you comment on Crysvita's 
Q3 sales in the US and your Q4 sales forecast? 

Fujii [A]: As you noted, sales rose sharply in Q2, but we believe that inventory returned to its standard state 
in Q3. 

In addition, we believe that actual demand, which we can gauge in certain units, is progressing very well. So, 
we currently believe that we will be able to achieve our plan by the end of the year. 

Yamaguchi [Q]: Isn't it likely to be above or below the plan? From what you said, I thought the result was 
going to exceed your plan. 

Fujii [A]: It isn't. It is in line with the plan. 

Yamaguchi [M]: I understand. Thank you very much. That's all from me. 
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Wakao [Q]: First, I would like to know about the outlook for the next fiscal year. Profits declined this fiscal 
year due in part to the restructuring of overseas operations, but if that has run its course, is it possible for 
earnings to bottom out this fiscal year and profits to increase in the next fiscal year and beyond? 

Since the Boehringer contract upfront payment, etc. will also come in, on a core OP basis, if the result is slightly 
exceeded the plan this fiscal year, the increase in profit may make the next fiscal year more difficult. If SG&A 
expenses will increase further due to marketing expenses for ziftomenib, etc., the next fiscal year looks 
difficult. Please let us know if there is anything you can tell us at this point. 

Kawaguchi [A]: As for plans for the next fiscal year, we are now diligently preparing a budget. There are so 
many more internal and external variables than in previous years that it is unfortunately difficult to answer at 
this time what the level will be compared to this year. So, I would be happy to withhold my response until 
February. I am sorry. 

Wakao [Q]: I understand. 

Now, let me change the question. What levels of SG&A and R&D expenses do you expect to see in the next 
fiscal year? As for R&D expenses, there does not seem to be a factor that would increase them by much. On 
the other hand, if there are more marketing costs for ziftomenib and rocatinlimab, I expect SG&A to increase. 

Kawaguchi [A]: I think the trend is as you say. We are in the process of working out the details of that as well. 

Wakao [Q]: I understand. 

By the way, is the one-time payment for Behringer expected to be as much as the restructuring costs? 

Kawaguchi [A]: As I mentioned earlier, I cannot tell you the scale of the amount. Sorry. 

Wakao [Q]: But it is normal to think that way. Is this thinking correct? 

Kawaguchi [A]: I did not mean to imply that Boehringer's lump-sum payment would make up for all the 
shortfall in the plan caused by special retirement benefits. We hope to make up as much as possible for the 
current delay in the progress of net profit by means of Boehringer's one-time payment or the impact of the 
yen's depreciation. 

Wakao [Q]: I understand very well. 

The second is about page 24. Although you have mentioned that further dosing over the long term will 
increase the efficacy over time, this seems, by all means, to have reached its peak by now. Is your earlier 
comment due to your company seeing ASCEND results that we are not seeing? 

Yamashita [A]: No, it is not based on the results. We have determined that even though there may be a slight 
sense of peaking out at EASI-70, we are seeing deeper medicinal effects over time after that. 

Wakao [Q]: This data is only for responders, right? 

Yamashita [A]: Yes. 

Wakao [Q]: If you also add non-responders, the data will be rather good. So, I think it would be very good if 
the attached document would include ITT data instead of responder data, is that possible? 

Yamashita [A]: What will happen to the attachment will be based on the analysis that will be done. 
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Wakao [Q]: Does that mean there is room for negotiation? 

Yamashita [A]: That depends on what kind of data we get. I think it all comes down to how we look at the 
effectiveness of the product on patients. As we conduct various other studies, including combination studies, 
I believe that the usefulness of this drug can be supported by various data. We would like to organize that in 
the future. 

Wakao [M]: I understand. That is all. 

Muraoka [Q]: Thank you very much. I am Muraoka from Morgan Stanley. 

I would like to ask an additional question regarding the forecast for the next fiscal year. Earlier, Mr. Kawaguchi 
mentioned that there will be many variable factors in the next fiscal year. Could you please tell us the factors 
of variation, qualitative or otherwise? It doesn't seem like there are that many variables. 

Kawaguchi [A]: The situation in the US, for example, will also change down the road, perhaps next month, 
when more details on tariffs will be announced. So, there are many factors, including that. 

Muraoka [Q]: You said internal and external. What are some possible internal factors? 

Kawaguchi [A]: At this stage, I cannot speak about internal factors. 

Muraoka [Q]: I understand. Thank you very much. 

Now, let me change the question. In February, probably, you will issue a five-year mid-term plan for the period 
2026-2030. I believe that only about NOURIAST will reach LOE by 2030, and that your business is likely to grow 
rather straight forward and steadily. Is this idea correct? Can you please tell me if there is some discontinuous 
element that I am forgetting? 

Kawaguchi [A]: I am sorry, but we are still considering the possibility of announcing it in the form of a mid-
term plan next February. We hope you can wait until next February. I am sorry. 

Muraoka [Q]: Is there a possibility that you will not announce the mid-term plan? 

Kawaguchi [A]: We are considering that as well. 

Muraoka [Q]: I would love to have you present it. 

Kawaguchi [A]: We appreciate your feedback.  

Muraoka [M]: That's all. Thank you very much. 

Ueda [Q]: I would first like to ask about the progress of the expenses. I would like to know how R&D and SG&A 
expenses are progressing against the plan. 

As for R&D expenses, I think the current Q3 level was low, as Phase III of rocatinlimab is gradually coming to 
an end. Is there some leeway? Also, could there be another decrease in normal SG&A expenses in Q4 due to 
the special voluntary retirement program? In that case, there still appears to be a margin against the full-year 
budget. Could you please tell me how to look at this? 

Kawaguchi [A]: As I mentioned earlier, since net profit is lagging behind the full-year plan, we are optimizing 
costs on a global basis for both SG&A and R&D expenses. 
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We identify priorities in the budget and try to contain the costs of, for example, business travel and new hires, 
even if they are in the plan. Through this, we are trying to achieve our annual plan. Our goal is to land at a 
level below the planned budget, and as I said in my explanation, the rate of progress has been slightly below 
the planned level. 

Ueda [Q]: Thank you very much. 

In other words, since the current result is somewhat below the plan, do you expect to achieve net profit 
sufficiently for the current term? 

Kawaguchi [A]: We cannot say yet that we expect to achieve this goal, but we are now making efforts to 
reduce SG&A expenses in order to get as close to the plan as possible. 

Ueda [Q]: Thank you very much. 

Second, I would like to know your current thinking on the US business environment, including tariffs, which 
was commented a little earlier on the topic of uncertainty. In previous presentations, you mentioned that 
your company is discussing various measures, such as building up inventory, reviewing manufacturing 
locations, etc. As an update to that, are there any changes to your business strategy, including a review of 
your current situation, particularly your manufacturing locations? Also, regarding MFNs and other drug prices, 
can you tell us what you consider to be the risk factors in your business at present? 

Fujii [A]: We are currently creating a cross-functional, plus cross-regional, task force within the Company for 
customs and MFN. As for MFN, it is not just a US issue, so a task force across regions and functions is 
considering various scenarios and is in the process of developing countermeasures for each scenario. 

However, since many things are not clear yet, I will refrain from making specific comments at this time and 
place. Again, we have set up a task team to address both issues, and we are working diligently on various 
scenarios. 

Ueda [M]: Understood. Thank you very much. That is all from me. 

Sakai [Q]: I haven't read through the original release yet, but is the aim of the transition to a company with 
Audit and Supervisory Committee as described here? What do you hope to gain by this? Certainly, the 
description here is standard. However, in the case of your company, the relationship with the parent company 
is always a topic of discussion. Is the transition partly due to that? What is the aim? Please let me know if 
there are any changes we can perceive. 

Yamashita [A]: The relationship with the parent company, as you mentioned in your question, was not taken 
into consideration at all in this issue. That has nothing to do with it at all. 

Until now, we were a company with a board of auditors and various important decisions were made by the 
board of directors. With a majority of outside directors, it took repeated meetings to discuss matters 
thoroughly, and it also took time to get a firm understanding of the issues. 

With the change to the new form, a significant portion of the authority will be delegated to the executive side 
to make quicker decisions. Naturally, important matters will be resolved by the Board of Directors. However, 
in detailed pharmaceutical matters, a system in which the Audit and Supervisory Committee firmly supervises 
and audits that the executive side is making decisions through appropriate processes, without the Board of 
Directors having to get deeply involved, would be more agile. For this reason, we have considered making this 
change. 
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Sakai [Q]: So, you are saying that for the time being there will be no change in the members, including the 
outside directors? 

Yamashita [A]: The final form has not yet been decided. We will report back to you as soon as it is finalized. 

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

Another question is about rocatinlimab. I think the weight of prurigo nodularis is quite large in new drugs that 
have recently been launched and in existing and competing products that already exist. Your company has 
just barely finished Phase III and patient registration has just been completed. How soon can you bring in an 
application? Also, the drug will first come out with an indication for atopic dermatitis; could you tell us about 
the competitiveness of this in the market? 

Yamashita [A]: First of all, we have reported that patient enrollment has been completed today for prurigo 
nodularis. I would like to refrain from introducing it at this time when the examinations will be completed or 
when the applications will be submitted. 

I feel that new drugs are being introduced for the indication of atopic dermatitis, and market penetration is 
surprisingly increasing. I was able to confirm once again that distinctive biologics drugs have an unmet medical 
need and are accepted by the market to some extent. I believe this will be the first drug to suppress the OX40 
pathway and will penetrate the market in a good way. 

Sakai [Q]: Is the fact that there will be no application for prurigo nodularis for the time being, but only for 
atopic dermatitis, not a cause for concern, and is there no particular problem with competitiveness in the 
market? 

Yamashita [A]: That's right. We have been conducting trials for atopic disease first, and naturally, we have 
been considering how to deliver this product to patients with atopic disease. Whatever indications for prurigo 
nodularis may be added to that, we believe we can handle it well. 

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

Hashiguchi [Q]: The first is about Libmeldy/Lenmeldy. It looks like there were no sales in Q3, and progress 
against the full-year forecast is also low. Also, I understand that since it is a single dose, it is somewhat volatile 
on a quarterly basis, but I wonder if you could tell us what level of constant sales you expect to see in the next 
fiscal year and the year after that. 

Fujii [A]: As I mentioned in the Poteligeo section, we are using AI and machine learning to find patients for 
MLD. 

This has led to the discovery of a considerable number of patients, more than I expected. But based on the 
symptoms, we use machine learning or AI to find them, so those patients already have symptoms and are not 
eligible for Libmeldy or Lenmeldy. 

The most common case so far is that the patient found already has MLD symptoms and cannot be treated, 
but when their family or siblings are examined, it is discovered by chance that they have MLD due to a 
defective gene and treatment is initiated. 

However, recently, newborn screening is becoming more and more widespread, and in addition to the pattern 
I have just described, there are patients being found by newborn screening. 

Because of this situation, at this stage, depending on the quarter, it is possible that not a single case may occur. 
However, as newborn screening becomes more widespread, we assume that this will no longer be the case. 
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Hashiguchi [Q]: For some time after the product was launched, there were pre-diagnosed patients to some 
extent, but from now on, new patients will need to be found for continued sales to be recorded. In that sense, 
might a quarter with zero sales not necessarily be irregular? 

Fujii [A]: I don't think it is surprising that there is currently such a period. However, to reiterate, we assume 
that newborn screening will gradually become more widespread in the future. At that stage, we now know, 
as a result of using machine learning, etc., that there are a surprisingly large number of patients. Therefore, I 
believe that fluctuations from period to period and consecutive periods of zero sales will be very rare in the 
future. 

Hashiguchi [Q]: I understand. Thank you very much. 

The second point is about licensing out to Boehringer Ingelheim. What did you lead to the full out-licensing? 
In the past, there were three ways to provide value for assets as you indicated in the Story for Vision: in-house, 
joint, and full out-licensing. 

The program this time was only introduced as an autoimmune disease, and I think there are many kinds of 
autoimmune diseases. In the future development of rocatinlimab, I think that to some extent you can expect 
to create a franchise for autoimmune diseases. With that in mind, could you explain the background behind 
the decision to fully license out the asset, rather than doing in-house or jointly? 

Yamashita [A]: We have been studying this drug in-house, and in the research phase, we have very interesting 
data that it is very promising. 

However, last year, in our Story for Vision 2030, we defined our focus areas. Autoimmune diseases are a fairly 
broad area, and to maximize the value of this drug, we have to do a pretty hard job of developing it. 

Therefore, we discussed the possibility that we might choose to enlist the help of another company rather 
than proceeding on our own. We made this decision because we found that there are opportunities even in 
the very early stages of development, and we believe that we can still produce more candidate products for 
development. 

Hashiguchi [Q]: The reason why you chose joint licensing for rocatinlimab while you chose full out-licensing 
here is due to the internal and external environment of your company at the time you made that decision? 
Or does that depend on the diseases the drugs are targeting? 

Yamashita [A]: Well, our environment is changing, especially the breakdown of the pipeline. 

There was also a change in strategy and a change in how we view the probability of success for each asset. As 
for rocatinlimab, at that time we did not yet have much going toward late-stage development. Also, because 
this is a very unique drug, we were proceeding on our own, believing that other companies would not be 
easily interested until sufficient clinical data were available. After that, we received inquiries because of some 
very interesting data. 

In the case this time, such an option arose because we found a partner who could appreciate the value of the 
so-called drug discovery concept and the data from our research phase. As I mentioned earlier, we have a 
wealth of early development products now compared to when we considered rocatinlimab, which led us to 
this decision. 

Hashiguchi [M]: Thank you. That is all. 
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Mamegano [Q]: I would like to ask a question about the rocatinlimab data. EADV data was introduced today. 
You explained that both IGNITE and SHUTTLE have shown deep responses over time. I think this is very good 
data and is consistent with the HORIZON data. 

However, I still believe that everyone is concerned about the data going forward. It is about how it is in the 
medium to long term. I think the top line of the last ASCEND only provided qualitative data on the safety and 
the response in the parent study. When will we see this bar chart in the medium to long term? Do you have 
any comments on that at this time? 

Yamashita [A]: In the ASCEND study, we are continuing with the single-agent study that showed efficacy in 
HORIZON and IGNITE, although we are not presenting the figures this time. This time, we have only 
qualitatively introduced that good results have been obtained at 32 weeks after entering ASCEND. We would 
like to present the results of this trial in a presentation at an academic conference at some point in the future. 

However, we cannot yet say when that announcement will be made now, as there are still more studies to 
come. 

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

Wada [Q]: Thank you very much. I am Wada of SMBC Nikko Securities. I would like to ask you about your 
partnership with Boehringer. 

First, this release states that it is a low molecular weight compound. For the 2024 deal, it stated that it was 
low molecular weight-like; is this an antibody? I would like to know if the modality is disclosed. 

Yamashita [A]: Considering the convenience of the other party, we will refrain from disclosing the information. 

Wada [Q]: Thank you very much. 

Last year, I believe you mentioned the reduction of R&D for small molecule compounds. I am guessing that 
this story came up in connection with that. Is there any mention of whether there are still bullets in the non-
clinical pipeline due to the reduction of these research functions? 

Yamashita [A]: We do not disclose the status of any research that we do not disclose. 

The initial process of screening low-molecular compounds, such as high-throughput screening, or the process 
of narrowing down candidates from a large number of compounds, has become very commoditized, and it is 
difficult to differentiate oneself from competitors in terms of speed and use of AI. Therefore, we are 
downsizing such processes for low-molecular-weight compounds, partly because we want to shift resources 
to antibodies and gene and cell therapy, on which we intend to focus our efforts. 

This is not to say that we will not develop small molecule drugs, but we will not discard those that are already 
promising, and if we can introduce good ones from outside, we will proceed with those as well. This case is 
not directly related to the previous release on small molecules. 

Wada [M]: Understood. Thank you very much. 

Moderator [M]: Thank you, Mr. Wada. 

This concludes the online presentation on the financial results for Q3 of the fiscal year ending December 31, 
2025. 

Thank you very much for your participation today. Thank you for your continued support of Kyowa Kirin. 
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