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Presentation 

 

Moderator: Thank you very much for joining us today for the online information session on Kyowa Kirin Co., 
Ltd.’s financial results for Q1 of the fiscal year ending December 31, 2025. Please note the following prior to 
the start of the briefing. Please be advised that we will keep the names and company names of all participants 
today for a certain period of time as a list of participants. Please also note that the content of this presentation 
will be available on our website as an on-demand stream and transcript. We would appreciate your 
understanding in this regard before making any comments. 

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

Today's speakers including those in the Q&A session are Takeyoshi Yamashita, Director, Executive Vice 
President and CMO; Motohiko Kawaguchi, Managing Executive Officer, CFO; and Yasuo Fujii, Managing 
Executive Officer, CSO. 

Today's online conference is scheduled to last up to 90 minutes. We will provide the overview of the financial 
results and then we will take questions from the audience. Please download the materials from our IR website. 

Kawaguchi will now give an overview of the financial results.  

 

Kawaguchi: Yes. I will now start with the performance summary for Q1 of 2025. Please see page five of the 
slide. 

Compared to the same period last year, revenues were JPY104.7 billion, down JPY800 million or 1%, core 
operating profit was JPY8.6 billion, down JPY8.8 billion or 50%, and profit was JPY6.2 billion, down JPY8.5 
billion or 58%. 
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Revenue decreased by 1% due to the impact of the business restructuring in the APAC region and the NHI 
price standard reduction in Japan, despite the growth of global strategic products, mainly in North America 
and EMEA. 

As for core operating profit, gross profit was on par with the previous year, but SG&A expenses increased 
slightly and R&D rose sharply by JPY5.2 billion or 22%, due to faster progress than in previous years, resulting 
in a 50% decrease in core operating profit. 

Quarterly income decreased by 58%, partly due to the impact of gains from the sale of fixed assets in the 
previous year. 

As for the percentage of progress toward the full-year forecast, revenue and gross profit were 22% and 23%, 
respectively, which are below 25%, a quarter of the full-year forecast. However, as usual, revenue and profit 
tend to increase in the second half of the fiscal year, so Q1 results were generally in line with our plan. 

SG&A also remained in line with the plan. 

The progress rate for R&D has tended to be low in Q1 in past years, but as a result of the change to activity-
based estimates from Q1 2025, expenses incurred in each quarter have been smoothed out, resulting in a 
progress rate of 27%. 

As a result, core operating profit and quarterly profit appear to be progressing at a low 11%, but are generally 
within the plan. We will continue to strive to achieve our full-year plan by growing sales of Crysvita and other 
core products and controlling expenses. 

 

Next, please see page six. This is a YoY analysis of revenue by region. Starting this year, the format has been 
changed to explain the real increase/decrease, excluding the effect of exchange rate fluctuations. 

First let’s look at Japan. As for Japan, Duvroq, Phozevel, and Crysvita continue to show solid growth, but sales 
of Dovobet, whose marketing agreement was terminated last December, declined by JPY1.8 billion, and the 



 
 

 

4 
 

impact of the NHI price revision last April, in addition to a decline in sales of G-Lasta, due to competition from 
follow-on biotech products, resulted in a 14% decline in Japan region sales. 

In North America, sales increased by JPY1.6 billion or 5%, in real terms, excluding the positive impact of JPY1.7 
billion from exchange rate fluctuations. Sales of Crysvita and Poteligeo grew 1% and 5%, respectively, in local 
currency terms. 

In EMEA, sales increased by JPY2.6 billion or 16%, in real terms, excluding a foreign exchange impact of JPY0.3 
billion. Sales of Crysvita and Poteligeo grew strongly by 20% and 31%, respectively. 

The “Other” category includes sales of established pharmaceuticals and other products in the region which, 
until last year, were separately listed as under APAC. In addition to higher royalties from Fasenra, sales of 
Libmeldy/Lenmeldy, a hematopoietic stem cell gene therapy, increased significantly as sales began to be 
recorded in the US. However, sales in this segment declined 12% due to a JPY3 billion decrease in revenue 
resulting from the restructuring of the APAC business. 

The foreign exchange impact on sales revenue was a positive JPY2.4 billion. 

 

Now, please refer to page seven. Here is the situation by major product. This page includes the impact of 
exchange rates. 

Crysvita sales grew by JPY4.6 billion, or 12%, YoY, continuing to show growth in North America, EMEA, and 
Japan. 

Sales of Poteligeo also continued to grow in North America and EMEA, with a YoY increase of JPY1.2 billion, 
or 13%. 

As for Libmeldy/Lenmeldy, in addition to solid sales in Europe, two sales were recorded in the US for the first 
time this year, resulting in a significant increase in sales of JPY1 billion, or 92%. 

Sales of G-Lasta decreased by JPY1.5 billion, or 26%, due to competitive products and the NHI price revision. 
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Technical revenues increased by JPY0.8 billion, or 7% over the previous year due to an increase in royalties 
from Fasenra. 

 

Please see page eight. This is a YoY analysis of core operating profit. This format has also been changed to 
explain the breakdown of the real increase/decrease, excluding the effect of foreign exchange. 

Gross profit decreased by JPY1.9 billion in real terms, excluding the foreign exchange impact of JPY2.1 billion, 
due to the decline in sales revenue. 

SG&A expenses increased by JPY0.9 billion due to the impact of the new consolidation of Orchard in February 
of last year and preparation costs for the launch of ziftomenib, despite a decrease due to business 
restructuring in APAC. 

R&D expenses related to R&D projects will be estimated using activity-based costing from 2025, and we 
expect that expenses will be spread evenly across each quarter. 

In the past, on an invoice basis, expenses tended to be incurred less in Q1 and more in Q4. Therefore, although 
the increase appears large compared to Q1 of the previous year, we expect progress to be in line with the 
plan. As with SG&A, the one-month impact of the new consolidation of Orchard was also a factor in the YoY 
increase. 

The gain/loss on equity method decreased from JPY0.9 billion last year to a loss of JPY0.9 billion, resulting in 
a total decrease of JPY1.8 billion. This was mainly due to a decrease in sales caused by the timing of shipments 
at Fuji film Kyowa Kirin Biologics (FKB). This means that there were zero shipments in Q1 of this year. 

The foreign exchange impact on core operating profit was a positive JPY0.4 billion. 

As a result, core operating profit decreased by JPY8.8 billion compared to the same period of the previous 
year. 
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Now, please refer to page nine. In this slide, I would like to show you the section below core operating profit. 
Please note that this slide shows the increase/decrease including foreign exchange effects, as in the past. 

Finance/Other decreased by JPY1.5 billion. Last year, there was a gain on the sale of fixed assets, so this year's 
figure is negative compared to the previous year. As a result, quarterly profit decreased by JPY8.5 billion 
compared with the same period of the previous year. 

 

Fujii: Next, Fujii will explain about the commercial update. Please turn to page 11. 
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First, we will start with Crysvita. The bottom left graph of sales revenue in yen shows a five-year trend with 
respect to Q1 sales and annual sales. 

In Q1 of 2025, global sales revenue totaled JPY42.4 billion, up 12% from the same period last year, and 
continued to grow steadily. 

Progress against the annual plan appears to be slightly behind schedule at 20%, but Q1 is typically affected by 
seasonal factors in North America, such as a reactionary decline due to inventory buildup in specialty 
pharmacies in Q4, and increased patient burdens associated with insurance changes at the beginning of the 
year, and therefore starts at around 20% of the annual target. We are not particularly concerned about this. 

To give you an idea of growth excluding currency effects, the bottom right-hand corner shows sales trends in 
North America and EMEA on a local currency basis. 

In addition, for North America, in order to simplify and eliminate the effects of inventory buildup and 
depletion in specialty pharmacy, sales trends in local currency terms are shown for Q4 of the previous year 
and Q1 of the current year combined. 

Seasonal factors in North America were greater than we had seen at the time of the February presentation, 
with only 1% growth in local currency sales, but excluding seasonal factors, the growth was solid. In addition 
to continued disease awareness, we aim to achieve continued growth by evolving our patient support 
program to meet the diversifying needs of our patients, along with patient penetration. 

In EMEA, through patient penetration, Crysvita continues to grow steadily in local currency terms. In terms of 
pricing, growth is driven by patient penetration, which exceeds the impact of drug price reductions in some 
regions, such as the UK, where reimbursement was made last year for adults. 

In EMEA, the gradual expansion of the market has resulted in slower adult penetration than in other regions, 
but for the first time, the number of new adult patients exceeded the number of new pediatric patients this 
Q1. 

The dedicated personnel system has taken root in Japan and continues to grow steadily. 
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Please see page 12. 

Next is about Poteligeo. Q1 sales revenue was JPY9.8 billion globally, up 13% from the same period last year, 
and 22% of the annual plan, continuing steady growth generally as planned. 

Sales in North America in local currency terms continued to grow, albeit slightly. 

Demand remains strong, and through evidence-based promotion, we are advancing penetration among 
patients with tumor cells in their blood, and improving access for patients with skin symptoms. 

Strong growth has also come from the use of machine learning and AI technology in promotional activities, 
and the evolution of promotional activities to focus on medical facilities with higher dosing potential. 

On the other hand, specialty pharmacy inventories in North America were reduced throughout Q1. Although 
Poteligeo does not have the pronounced seasonality of Crysvita, especially as inventory levels were 
compressed at the end of Q1, offsetting strong actual demand, sales in Q1 were only slightly higher. We are 
not concerned about future growth, as actual demand is strong. 

In Europe, in addition to strengthening our marketing structure and expanding geographically, we have also 
begun accessing patients with cutaneous symptoms, following North America, and we continue to grow 
through patient penetration through disease awareness activities. That's all for the commercial update. 
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Yamashita: Next, Yamashita will introduce the R&D update. Please move on to page 14. 

Changes in the development pipeline from the previous presenation are shown in red. 

As for rocatinlimab, we announced detailed data from the ROCKET HORIZON study and top-line data from 
IGNITE, SHUTTLE, and VOYAGER in March of this year for the ROCKET program, a Phase 3 study for atopic 
dermatitis. We will discuss this content again later. 

In H2 of this year, we plan to read out top-line data from the ROCKET ASCEND and ASTRO trials. 

Then there is ziftomenib. In April of this year, we submitted an application to the FDA for approval of a single-
agent second-line treatment for AML with NPM1 mutations. 

In addition, during Q2, we plan to make a conference presentation on the Phase 2 part of the KOMET-001 
study used in this application. 

And as shown at the bottom, we started Phase 1 trials in April for a new development product, KK3910. This 
one is an attempt to develop an antibody drug against essential hypertension. 
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From here, we will reiterate the contents of the information meeting held in March regarding rocatinlimab 
and introduce the results of each study and our plans for the future. 

First, we will explain the mechanism that causes atopic dermatitis and the systemic therapy for atopic 
dermatitis. 

Existing therapies include inhibitors of cytokines resulting from T-cell activation, shown in the center of the 
slide, and JAK inhibitors that suppress cytokine signaling, shown to the right. These drugs attempt to control 
the disease similar to extinguishing the fire of inflammation that has already occurred. 

Rocatinlimab is expected to act on activated pathogenic T cells, the source of inflammation that is upstream 
of the disease-triggering mechanism, and control them from starting a fire, so to speak. 
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Originally, T cells are normally in a very resting state, as shown in the figure on the left, and some T cells are 
typically activated for the necessary immune response. 

Patients with moderate to severe atopic dermatitis have an abnormal condition with an excess of activated 
pathogenic T cells that release large amounts of cytokines, as shown in the center figure. We call this T-cell 
imbalance. 

As soon as T cells are activated, they express OX40 on their cell surface. Rocatinlimab is an antibody drug that 
binds to OX40 and reduces activated T cells. In other words, when rocatinlimab is administered at the T-cell 
imbalance where pathogenic T cells are abnormally increased, as shown in the middle figure, it can selectively 
decrease activated pathogenic T cells and normalize the T-cell status, or what we call T-cell rebalancing, as 
shown in the figure on the right. We believe that we can do this. 

Furthermore, once activated, T cells remain as memory T cells and are known to contribute to the recurrence 
and chronicity of inflammation. However, rocatinlimab can reduce these memory T cells, and therefore, it is 
expected to have a longer-lasting therapeutic effect compared to existing systemic therapies. 
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I would like to introduce the progress of Phase 3, the ROCKET program from here. 

First, we present data from the ROCKET HORIZON study. When we announced last year's top-line data, we 
reported only the results of the primary analysis, which considered rescue therapy as non-responders, and 
announced that the primary endpoint had been achieved. 

In addition to this, we also present All Data as observed analysis, which analyzes the results regardless of 
whether rescue treatment was administered. 

When rescue treatment is included, rocatinlimab shows a larger difference versus placebo drugs, which may 
mean that the treatment is also effective for patients undergoing rescue treatment. 
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This shows the trend of EASI scores of 75 or higher, using the results of All Data as observed as shown earlier. 

As can be seen in the graph on the left, the percentage of patients who achieved an EASI of 90 or higher 
continued to increase in the rocatinlimab group, suggesting that a plateau had not yet been reached at around 
24 weeks. It is hoped that the ASCEND study, which will evaluate long-term efficacy and safety beyond 24 
weeks, will further characterize this drug. 

 

I mentioned that rocatinlimab is expected to reduce pathogenic T cells, and the data here confirm this. 
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There was no difference in the total number of CD4-positive T cells between the placebo and rocatinlimab 
groups. However, as the figure on the right shows, the number of activated T cells in this group decreased 
with each passing day in the rocatinlimab group. 

 

This is a summary of top-line data for the ROCKET IGNITE, SHUTTLE, and VOYAGER studies. 

The IGNITE study, which included two doses of the drug as a single agent, and SHUTTLE, which included a 
topical formulation, both met their primary endpoints as well as key secondary endpoints. 

VOYAGER confirms that rocatinlimab does not interfere with the immune acquisition response from 
vaccination. Rocatinlimab has met its primary endpoint in all four studies presented to date. 
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This is a summary of the results to date. 

Further analysis of the ROCKET HORIZON data showed that the percentage of patients achieving an EASI score 
of 90 or higher, indicating extremely high cure, was still increasing at 24 weeks. 

The IGNITE, SHUTTLE, and VOYAGER studies have all shown positive results, and all four studies met their 
primary and secondary endpoints. 

Adverse events were observed at a rate of less than 1% for gastrointestinal ulcers. We confirmed that fever 
and chills observed in Phase 2 trials were mainly seen after the first dose and resolved within 48 hours. 
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I would like to introduce the ASCEND study briefly. 

This study is designed to confirm the long-term efficacy and safety of the drug by continuing to enroll subjects 
who have already been evaluated for 24 weeks in the parent trial. 

This allows us to obtain data on the use of rocatinlimab in different patterns. For example, in patients who 
received monotherapy with HORIZON or IGNITE, those who were determined to have a monotherapy effect 
were switched to one of the following groups: continued administration once every four weeks, extended 
administration once every eight weeks, or placebo. This will provide insights into the continuity of treatment 
efficacy, the effects of extending the treatment interval, and how long treatment efficacy persists after 
discontinuation. 

It will also be known if patients who were found to have no response to monotherapy in the previous study 
will continue treatment, and if a therapeutic effect will appear after 24 weeks. 

Given that EASI-90, which I mentioned earlier, was still increasing at 24 weeks for rocatinlimab, I am hopeful 
that this long-term study will reveal more of rocatinlimab's characteristics and differentiation from other 
agents. 
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Here is an update on the progress of ziftomenib. 

This product is an oral small molecule menin inhibitor, and the target disease is AML with NPM1 mutation or 
KMT2A reconstruction. In the United States, 20,800 new cases of AML are diagnosed annually, and about half 
of all AML cases are considered menin-dependent. AML has a high relapse rate, and it is hoped that new 
treatment methods will emerge. 

As we announced in a press release last month, we have submitted a new drug application to the FDA for this 
product for the treatment of relapsed/refractory adult AML with NPM1 mutations. 

We also plan to present the results of the P2 study KOMET-001 used in this application at this year's ASCO. 

In H2 of this year, we plan to start a Phase 3 study, KOMET-017, for the first line. 
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I would like to present the design of the KOMET-017 study that I just mentioned. 

This study will be conducted with the aim of obtaining approval based on the positive results obtained in the 
earlier Phase 1 KOMET-007 study, which was conducted in combination with other drugs for first-line patients. 

The study will verify the add-on effect of ziftomenib in these two groups: the NIC, low-intensity chemotherapy 
combination group, and then the IC, intense chemotherapy combination group. 

With the emergence of a new class of therapeutic agents, menin inhibitors, which are expected to contribute 
significantly to the treatment of AML patients, we will strive to provide new treatment options as quickly as 
possible through studies such as this one. That's all for the R&D update. 
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Fujii: Please go on to Page 26. You can see the news since the beginning of the year here. 

We will omit explanations that overlap with the R&D section, but at the beginning of March, we completed 
construction of the HB7 building, a new biopharmaceutical DS manufacturing facility at our Takasaki Plant. 

We will establish a global production system utilizing the Takasaki Plant, which includes the HB7 building, and 
the Sanford Plant in North Carolina, whose construction was announced last year, while aiming to achieve a 
global level of technology and human resource circulation. We will accelerate development by completing 
bio-pharmaceutical manufacturing primarily in-house, from initial development to late-stage development 
and initial launch. This completes today’s presentation. 
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Question & Answer 

 

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

Yamaguchi [Q]: You didn't explain directly in the financial statements, but I believe your company, including 
Crysvita, probably manufactures the products in Japan and brings them to the US. I would appreciate it if you 
could provide any estimates regarding the tariffs in the US. That is my first question. 

Kawaguchi [A]: As for your question about the tariffs on pharmaceuticals in the US, as you are aware, there 
are many uncertainties regarding these tariffs, and it is difficult at this point to estimate the specific impact. 

Of course, internally, we are analyzing and estimating various scenarios and possibilities, and considering and 
discussing how to respond to them. However, given the current uncertain situation, I am afraid there is 
nothing we can disclose externally. 

Yamaguchi [Q]: I assume that with regard to manufacturing, the information about what and where it is 
produced, as well as where shipped, is the same level of detail, so it is not subject to disclosure, after all. 

Kawaguchi [A]: Yes, as you understand, the supply chain for each product, including the manufacturing 
location and the details of the supply chain, are considered trade secrets, so they are not disclosed. 

Yamaguchi [Q]: I see. Thank you very much. The second question is about Crysvita. The actual figures show 
that demand is strong, but there is quite a large discrepancy between Q4 and Q1. 

Regarding your comment, I think it is often the case that it is not clear until later whether the products sold 
by your company are in stock or not. I have the impression that the inventory increase was quite large, 
especially in the previous Q4. 

Activities that standardize this in a sense, or activities that disclose in advance that, if it occurs, it will be 
reported as is, have been causing fluctuations in Crysvita's performance, which ultimately affects the 
appearance of performance, making it look good or bad. This pattern has been repetitive. Are there any 
measures or disclosures regarding the difference between the actual situation and the reported performance? 

Fujii [A]: We are trying to standardize this seasonality as much as possible, but we still have to accept orders 
from our customers, so we inevitably end up with a large amount of inventory in Q4 to meet these order 
patterns. 

However, as I just explained, actual demand remains strong, and inventory levels for Q4 have already declined 
significantly. This is supported by the steady release of starting forms, and we believe that future growth will 
proceed as planned. 

Yamaguchi [Q]: So, Q1 will be quite low, as it was last year, but conversely, Q4 may see another increase, and 
if you look at the full year, all in all, the results are already favorable at the end of the year, so you think you 
can meet the company forecast, is that right? 

Fujii [A]: Yes, as I mentioned earlier, we would like to avoid a sudden increase in sales in Q4, but I think that 
such seasonality will probably remain at the end of this year. 

Yamaguchi [M]: Yes, I understand. That is all from me. Thank you very much. 
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Wakao [Q]: First, let me check whether the profit level for Q1 is even slightly above your company's plan or 
not. 

I believe that the exchange rate has settled at a lower level for the yen. Therefore, if the top line is generally 
in line with the current forecast, Q1 results may appear to show a decline in profits, but I think it would not 
be unreasonable for them to be slightly higher than the forecast. Could you please provide your thoughts on 
this point? 

Since the exchange rate moves relatively quickly, I would like to know if it is possible to achieve your 
company's full-year plan when the yen appreciates significantly from Q2 onward. 

Kawaguchi [A]: I think your question is about the status of Q1 relative to the budget, or rather the plan, within 
the Company. 

As an image, foreign exchange rates were favorable for this Q1 compared to the plan, with the weak yen 
providing a tailwind, so the results were higher than expected. Excluding foreign exchange, the figures are 
almost in line with the plan. 

Wakao [Q]: I see, I understand. So, you mean there has been some savings. 

Kawaguchi [A]: For the amount of the exchange rate impact. However, since we are currently planning at an 
exchange rate of JPY145, it is difficult to foresee what the future holds. 

Wakao [Q]: I see, I understand. Thank you very much. Secondly, I would like to know about rocatinlimab. 
Sanofi's amlitelimab has shown efficacy in patients with asthma with high levels of eosinophils and neutrophils, 
and in Phase 3, I think Sanofi will proceed with development for asthma in such patients. 

I believe that your company is also developing this rocatinlimab for asthma, but do you think that the 
subgroup of patients who are likely to benefit would be the same as those with amlitelimab? 

Yamashita [A]: We are currently conducting Phase 2 study at our company for asthma, but we are not yet in 
a position to analyze the data. I am very interested in the results of amlitelimab and would like to see what 
actions will be taken in the future. 

We still do not have enough comparative data on the difference between the ligand antibody and our OX40 
antibody, so we will have to wait and see if there is any difference or if the results are similar.  

Wakao [Q]: Based on the clinical data you have, the clinical data on amlitelimab, and the respective 
mechanisms, is it your current opinion that there seems to be no difference in efficacy? 

Yamashita [A]: I think we need to look at the data more carefully to understand that. I'm not sure if it's a 
matter of dosage intervals, challenging dosage settings, or whether the settings are adequate. 

At this point, our data looks like that right now, and we understand that the data there is still only up to week 
24, so we do not believe that it is yet possible to make a sufficient evaluation. 

Wakao [Q]: I understand very well. As a follow-up, regarding the ASCEND results related to rocatinlimab, 
which week's patient data has been released? I understand that ASCEND is supposed to give the results of the 
interim analysis with the most recent data, so I was not sure how many weeks of patient data are available, 
so please tell me if you could. 

Yamashita [A]: I am sorry, this is also a situation where we are not yet ready to disclose. However, we believe 
that the test is progressing well, and that we will obtain sufficient data for the application, analyze the data, 
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and submit the application. We are going to finalize that and will consider it. I can't disclose that part yet at 
this time. 

Wakao [Q]: That said, based on the initial data from ASCEND, can we expect to see data on the duration of 
administration that will allow us to determine whether the effects increase with longer administration, as you 
mentioned earlier? 

Yamashita [A]: Yes, after the trial is completed and the data is ready to be read out, we will consider what 
kind of drug proposal we can actually make based on the data, and then we will proceed with the application. 

At this point, what kind of data is available, and to what extent can we disclose it -- and we would like to 
prioritize submitting the application as soon as possible -- so we will do our best to ensure that everyone 
understands the situation correctly, but we are currently working hard to disclose as much information as 
possible. 

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

Muraoka [Q]: I'm also just checking in with you about ASCEND. 

You said that what will come out in H2 is an interim analysis and that you cannot give details now, but is there 
a possibility that the application in this interim analysis could be a very aggressive or optimistic scenario? 

In other words, if we wait until the full analysis, the clinicaltrials.gov says May 2027, but should we consider 
the risky possibility that we may have to wait that long? I would appreciate your insight on that. 

Yamashita [A]: As for how we will submit this application, we will look at the data from ASCEND and make a 
firm decision. 

The trials that have already been conducted have been successful, such as at the 24-week Q4W that we have 
already introduced, so I think we are seeing some level of approval without having to wait for the ASCEND 
trial. 

In the ASCEND study, I think we need to consider how to add longer-term verification, or how much to add in 
terms of usage, and so on. Also, although it is unclear at this point, there is a possibility that we may negotiate 
to submit additional data during the review process. 

We would like to do our best to achieve both goals: to obtain approval as soon as possible, and to have the 
value of the drug evaluated as high as possible. 

Muraoka [Q]: Thank you. By the way, the clinicaltrials.gov shows that the primary completion is June 25th of 
this year; could it be in time for the upcoming Q2, or just the headline? 

Yamashita [A]: No, the lead-out is now scheduled in H2. Toward completion, it will take time from there, so I 
hope you would understand. 

Muraoka [Q]: I see. And I have a chance to ask two questions, so what is the concept for Q2? The figures for 
Q1 showed that Crysvita performed poorly due to a rebound effect, Poteligeo performed poorly due to 
inventory adjustments, and equity in earnings of affiliates performed poorly because sales happened to be 
low. I think all of this is going to come back positively in Q2. 

The expense digestion may indeed even out, but in its own way, can we expect a positive and very solid return 
in Q2 and, say, six months cumulative, can we expect momentum to return to almost half of the budgeted 
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JPY80 billion in core operating income? Or no, no, we should think that it won't go that far. Could you tell us 
a little bit about how much of a positive Q2 rebound should be produced? 

Kawaguchi [A]: In terms of rebound, for example, regarding Crysvita, the rebound decline in shipments from 
the previous year occurred in Q1, so the rebound in Q2 is not structured in such a way. 

Basically, if we proceed along the lines of what we are planning for Q2, we will reach the projections we have 
commited for the year. As I mentioned earlier, regarding Q1, the figures are surprisingly low compared to the 
previous year, as there is a noticeable decrease in profit; but compared to the plan, we are making good 
progress according to the Company's plan. In that sense, I think Q2 will go ahead as planned. 

So, regarding H1 overall, as I mentioned earlier in terms of sales progress, we tend to see growth in the top 
line toward H2, so it does not mean necessarily be exactly half. Does that answer your question? 

Muraoka [Q]: I see. If R&D expenses have leveled off, it means that the next three months will also see a 
certain amount of YoY spending, so the six-month total is still not as good as the YoY comparison, but you will 
still manage to reach JPY80 billion for the year, is what you mean. 

Kawaguchi [A]: Yes, that's what we are aiming for, and we would like to control the situation well so that we 
can meet expectations. 

Muraoka [M]: I understand. Thank you very much. That is all. 

Moderator [M]: Thank you very much for your questions, Mr. Muraoka. The next question is from Mr. 
Hashiguchi of Daiwa Securities. Mr. Hashiguchi, please ask questions. 

Hashiguchi [Q]: The first is about seasonality. In comparison to the previous quarter, I understand your 
explanation of seasonality, but in comparison to sales in the same quarter of last year, I think the impact of 
seasonality is greater than last year. 

Crysvita is growing by only 1% in North America in local currency terms, and Poteligeo is growing by 5%. How 
should we understand the reasons for this significantly increased seasonality compared to the previous year? 

Fujii [A]: This is due to the stockpiling of specialty pharmacy inventory every year and the insurance 
changeover procedures at the beginning of the year. These two elements, I believe these two factors have a 
major impact on seasonality. 

However, we have not yet been able to clearly identify the reason why it was slightly higher last year. At this 
point, we can only speculate that it may have been due to large order patterns. The point is that we have not 
been able to determine the cause of what clearly and significantly manifested at the end of last year. 

Hashiguchi [Q]: Thank you very much. The other question is about research and development expenses. You 
mentioned that you changed the accounting method from invoice-based to activity-based, but could you 
disclose the amount of the impact? 

Kawaguchi [A]: Thank you very much. As you mentioned, we used to record expenses based on invoices, but 
this year we introduced a project portfolio management system for research and development, and now that 
it has become operational, we have been able to estimate and record research and development project 
expenses, mainly using activity-based costing. This allows us to record expenses more appropriately in line 
with the progress of research activities. 
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In that case, rather than being based on invoices, development costs are recorded proportionally according 
to the progress of clinical trials, for example. Therefore, if the content of activities does not change 
significantly from quarter to quarter, the costs for each quarter will level off. 

It is extremely difficult to calculate the impact of this, but in the past, for example, in Q1 of last year, we 
estimated that 25% of the progress rate was attributable to activity-based costing. Since this was 23% of 
progress last year, we estimate that about 2% was due to the impact of activity-based costing. 

Then, with 27% progress, if the progress rate is about 2% higher, this is due to another factor, namely the 
Phase 3 trial for KHK4083, rocatinlimab. Out of eight trials, seven have already reached their peak, so the R&D 
expenses for KHK4083 are expected to gradually decrease toward the latter half. This combination results in 
a progress rate of 27%, and we hope this explanation helps clarify the situation. 

Hashiguchi [Q]: Thank you. Just one last point, if we continue to follow that trend, which is a slight decrease 
each quarter, is it safe to assume that, on a fiscal year basis, research and development expenses will decrease 
from the current fiscal year to the next fiscal year? Or, considering that ziftomenib's activity and rocatinlimab 
are also associated with the development for asthma, is that not the case? Or how should we interpret this? 
I am concerned that this may sound like an impatient-sounding question. 

Kawaguchi [A]: That is correct for R&D expenses for rocatinlimab for atopic dermatitis, and they will gradually 
decrease from the latter half of the fiscal year this year, so in 2026, the expenses will be less than this year. 

Regarding ziftomenib, I am sure you should understand that the global R&D expenses will be borne by Kura 
for four years, so this one will not affect the R&D expenses. 

On the other hand, I hope you can consider next year as a combination of the expansion of rocatinlimab’s 
indications for asthma and a slight increase in trials in areas like PN. 

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

Ueda [Q]: I would like to ask, the first question from me is, if you could tell me more about the progress of 
SG&A expenses. I understand that 25% is on track and in line with the plan, but in the past few years, the 
progress in Q1 was around 22% to 24%, so I have the impression that the progress in this quarter is high, 
although I wonder if there are some foreign exchange effects. 

I am also concerned that if preparations for the launch of ziftomenib and rocatinlimab increase in H2 of the 
year, this will also exceed the amount of R&D expenses. I was wondering if you could give us an idea of the 
general trend of the quarter, or rather, an image of the areas that you mentioned earlier in the R&D expenses 
section. 

Kawaguchi [A]: Thank you for your question. As you mentioned, the 25% figure was probably 24% last year, 
so we think it is a margin of error, or about a mere 1% difference. As you mentioned, there is a tendency for 
ziftomenib's launch preparation costs to increase a little in H2. 

However, I can't talk about it right now, but we have factored into our plan some expenses that will be slightly 
lower in H2 of the year, and in that sense, I hope you understand that we are making progress within our plan. 
In any case, I hope you understand that the SG&A expenses for Q1 are now accruing just in line with the plan. 

Ueda [Q]: I understand. Thank you very much. The second point is the tariffs mentioned at the beginning of 
the question-and-answer session, and you mentioned that you are currently considering how to respond. The 
response your company is currently considering is to increase inventory, or to transfer manufacturing 
processes, such as production bases and export timing.  If you have any specific point to make in this area, 
please share it with us. 
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Kawaguchi [A]: I think that the inventory buildup you mentioned is a short-term measure, and that the 
question of what to do about the manufacturing base is a long-term measure. Internally, we also, of course, 
consider all possibilities and scenarios, and of course discuss everything, such as long-term measures, short-
term measures, and whether we should really take them. 

However, there is nothing we can say at this point, including when and in what form the so-called Trump 
tariffs will actually take effect, and whether this is a truly permanent system, and we are still having many 
internal discussions. We are still in the process of discussing this internally. 

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

Sakai [Q]: Regarding the current point, regarding the country of origin or production site of Crysvita, in the 
FDA's Full Prescribing Information, equivalent to the package insert in Japan, the last section states 
“Manufactured by Ultragenyx Pharmaceutical, manufactured in Novato, California, US, License Number 2040.” 
How should we interpret this information? 

Does this mean that your company is licensing out, and Ultragenyx is producing it locally? Has your company 
talked about this mechanism, including some form of production disclosure, when you partnered with 
Ultragenyx in the past? Let me check about this point. 

Kawaguchi [A]: The information you have just given me is the first time I have heard of it, so I am afraid I 
cannot give you an accurate answer right now. The IR team will check it and reply to you; would that be all 
right for you? 

Sakai [Q]: So, you and Ultragenyx have not disclosed any production arrangements in the past? I'm not asking 
about the content, but whether there was or was not, so you are correct that there was no disclosure? 

Kawaguchi [A]: Yes, no disclosure, of course. I don't think we do that kind of disclosure at all. 

Sakai [Q]: I understand. I'll wait for your information later, I guess. 

Kawaguchi [A]: In any case, I think that the country of origin, the so-called country of origin in terms of tariffs, 
has almost nothing to do with what you just mentioned. 

Sakai [Q]: You said it is irrelevant. 

Kawaguchi [A]: I have a feeling that it is not very relevant, but I don't have the exact information right now, 
so in any case, I would like to refrain from giving an answer now. 

Sakai [Q]: I understand. Then I will wait for your answer for a moment. Then I would like to ask Mr. Yamashita 
about this T-cell count on page 19. I understand that you are saying that this is indeed one of the features of 
this OX40 in terms of T-cell rebalancing. 

The table on the right. The T cells, CD4, and OX4 of patients who received the so-called rocatinlimab, are 
decreasing as shown in the blue graph. I think this will be the result. What is the meaning of this, this clinical 
-- do you call this a clinical symptom? And will you be making any references to the data in the future? Or 
whether it is possible to reflect this in the label in some way. The simple question is, there was an effect, so 
what happens next? 

Yamashita [A]: In explaining the mechanism of the action of rocatinlimab, we have decided to disclose this 
data to demonstrate that it can reduce pathogenic T cells. 
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In reality, we are investigating various biomarkers in conjunction with clinical trials, and by including these, 
we believe that we will be able to demonstrate how and which drugs generally affect the immune state in a 
so-called pathological condition. 

However, in order to obtain approval for efficacy through assessment, the clinical efficacy in humans is very 
important, so we would like to use this information as supportive information. 

I also believe that this data is very important for understanding what rocatinlimab is, including for specialists. 

Sakai [Q]: I understand. So, for the time being, this is just data, but you have not yet reached the point of 
improvement of clinical symptoms, right? 

Yamashita [A]: This is the HORIZON study, which shows clinical trial data over a period of 24 weeks, and during 
that time, there was a gradual decrease in cells thought to be pathogenic T cells. As with the EASI 90 data 
mentioned earlier, it is not yet clear from the data available whether this decline has bottomed out, or 
whether it will continue to fall further. I wonder if this might be related to increasing clinical effectiveness. 

I think it is somewhat the opposite of the graph I just showed you, so I think it can be interpreted as a 
phenomenon occurring in parallel with the clinical effects. 

Sakai [Q]: I understand. I’m sorry to ask a little bit more. Were these results captured by blood tests? 

Yamashita [A]: I believe so. Probably from peripheral blood, I guess. Sorry. 

Sakai [Q]: Peripheral blood, not biopsy. 

Yamashita [A]: No. 

Sakai [M]: I understand. Thank you very much. We will continue to pay attention to this issue. Thank you. 

Kawaguchi [A]: Just some information we found out regarding the earlier question. The name of the company 
in charge of manufacturing is listed on the package insert in the US, rather than the location of the factory 
where the product is actually manufactured. Therefore, the name of the company or organization responsible 
for the manufacture of the product is shown on the label, that seems to be the local system. 

Therefore, as I mentioned earlier, we have received information that this may be different from the concept 
of country of origin in tariffs. I hope you understand that the name of the company, when the approval is 
obtained, will be listed. 

Wada [Q]: Thank you very much. I would like to ask something related to Mr. Sakai's question. Is there such 
a thing as a PD marker to distinguish responders and non-responders? Would that be this OX40 or CD40 cell? 

I was wondering if it would be easier to use your rocatinlimab if you could identify patients who respond well 
and those who don't at a certain early stage in clinical practice, since it is quite slow to show efficacy and EASI 
75. Could you tell us if you have any ideas in that area, even if they are more in the research phase? 

Yamashita [A]: There may be various early markers. At the research stage, I think there are probably markers 
that appear at a very early stage. 

However, when it comes to whether this directly leads to therapeutic effects, treatment involves factors such 
as how long a drug continues to exert its effects, where it is delivered, and whether the necessary 
concentration reaches the necessary location. I think it is difficult to predict all of these factors using a single 
marker. 
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However, we believe that the idea you mentioned is a point that we should consider carefully. We will 
continue to examine whether there are patients who would benefit from these markers, maybe with a 
combination as mentioned earlier, and those who would not, and if so, we will need to continue to identify 
them. Thank you for your question. 

Wada [Q]: Yes, thank you very much. The other point is how to administer it in an actual clinical setting. The 
ASCEND study is basically a trial in which patients from HORIZON and IGNITE were recruited before the 
ASCEND trial, and so on. 

Therefore, based on the current clinical design, would the basic regimen be to administer once every 4 weeks 
up to week 24, followed by either maintenance therapy once every 8 weeks or discontinuation of treatment? 

Yamashita [A]: I think that is generally a good understanding. We are asking people to participate in the study 
in this way from the places where they are already doing it. As mentioned earlier, there was also talk about 
the interim analysis of the ASCEND trial, but this trial is not one where all subjects start at the same time. 
Instead, patients are gradually enrolled as they complete the previous trial. 

Therefore, those who participated in the parent trial at an early stage will reach 24 weeks early and participate 
in this trial at an early stage, and ultimately, those who have been administered the drug for a long period of 
time, or those who were the last patients in the parent trial, will have the shortest period of participation in 
this trial, resulting in data from that sort of groups. 

In this context, we will analyze various statistical aspects. Based on the parent study, we will examine the 
newly randomized data obtained, and consider where significant differences can be observed in terms of 
efficacy and whether this can be verified. 

Wada [Q]: Another intention of the current question is whether the group of once-in-eight-weeks dosing is 
set from the beginning. With amlitelimab, it's set up from the beginning to be given once every 12 weeks, as 
a group. Is there such a group? Are there patients who go from placebo to, say, ASCEND every eight weeks? 

Yamashita [A]: I would have to check a little bit, but I think there is. There is, isn’t there? You are asking if 
someone who was receiving placebo at HORIZON would suddenly go to a group with once every eight weeks. 

Wada [A]: Yes, you are right. 

Yamashita [A]: I need a little confirmation. 

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

Muraoka [Q]: There are too many things in the tariff that you can't talk about from a little while ago. I would 
like to know from the published information that I have, including confirmation, that this is true here. 

Your Takasaki plant began commercial production in 2019, and I thought it was built specifically for Crysvita, 
as it was formerly owned by Kirin. So, I understood that Crysvita was manufactured in Japan and shipped 
overseas. 

In addition, on page 37 of today's materials, on the page about the economic conditions for Crysvita, there is 
a section that has been there for a long time. In the fourth line from the top, it says that the product supply 
price is 35% of sales up to the point where it was in alliance with the US, and 30% thereafter. This has been 
written there for a long time. 



 
 

 

28 
 

In other words, either the Crysvita API or the final product made in Japan is shipped to the US with a transfer 
price of 30% of sales. I understand that you are almost saying that that is how you communicate with your US 
subsidiary, but please tell me how accurate this understanding is or is not. 

Kawaguchi [A]: As for the supply chain, as I mentioned earlier, I would like to ask that it not be disclosed. One 
more point: Regarding the product supply price stated in the economic terms of the collaboration with 
Ultragenyx, based on the assumption of profit sharing, we will consider the product supply price and cost of 
sales to be 35%, and divide the remaining gross profit equally between two parties. 

This is not the actual cost of the product, nor is it the product supply price we use for transfer pricing with our 
US subsidiary. Please understand that this is a prerequisite to agreeing on economic terms with Ultragenyx. 

Muraoka [Q]: I see. Thank you very much. By the way, is it higher or lower than 30%? 

Kawaguchi [A]: Please let that be part of nondisclosure. 

Muraoka [Q]: I see. Thank you very much. And one more thing, sorry, I'm talking about rocatinlimab. When I 
attended the information session in March, I thought that if you took the switch study from dupilumab, the 
significance of rocatinlimab would become very clear. I don't think you are doing anything like a switching 
study at the moment, but I wonder if you are considering this. 

Yamashita [A]: There is no study in which we have set up such a protocol for switching. However, among 
those who have entered this study, many have a history of prior treatment and have undergone systemic 
treatment, yet still have insufficient systemic treatment. 

Among them, this rocatinlimab has shown effectiveness, and it is a trial in which many patients are 
participating. If we analyze such data, we will be able to obtain data and information, such as the effect of this 
drug on patients with such a background of previous treatment. 

First, I think that we can promote various things to a certain extent in such areas, and we will also consider 
whether testing is necessary, including such things. 

Muraoka [Q]: Thank you. In other words, at this point, you are saying that you are not thinking about it, you 
have no plans, and as far as switching studies are concerned, you are not thinking about switching as the main 
focus of the study, is that correct? 

Yamashita [A]: Yes, we do not make such disclosures. 

Muraoka [M]: I understand. That is all. Thank you very much. 

Moderator [M]: Thank you very much for your questions, Mr. Muraoka.  

This concludes the online presentation on the financial results for Q1 of the fiscal year ending December 31, 
2025. The audio of today's online meeting will be available on demand on our IR website. 

A transcript including the question-and-answer session will also be available for your review of the content. 
Thank you very much for your participation today. Thank you for your continued support of Kyowa Kirin. 

[END] 

 


