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Presentation 

 

Moderator: Thank you very much for joining us.  

The name as well as your affiliation of those people who are participating will be stored as attendance list. 
We hope you will understand. We will be using Zoom interpretation function for English to Japanese, Japanese 
to English simultaneous translation. Please choose from Japanese, English, and original. Those of you who 
have used Japanese or English during the question session, please use the language we have chosen to listen 
to the program.  

We will have on-demand distribution as well as the transcript will be provided for the discussion today and 
will be uploaded in our website. There will be future-looking information. For various risks, this involves 
uncertainties.  

These are the four members who will be presenting. Masashi Miyamoto, Representative Director, Chairman 
and CEO; Abdul Mullick, Representative Director, President and COO; Takeyoshi Yamashita, Director, 
Executive Vice President and CMO; and Motohiko Kawaguchi, Managing Executive Officer and CFO. These 
four will be presenting and taking questions.  

We expect maximum of 60 minutes to take place. After providing an overall presentation, we will be taking 
your questions. As for material, please download from our IR website.  

Mullick*: Thank you. Good morning, everyone, and thank you very much for joining us today at such short 
notice despite your busy schedules. Regarding the press release we issued yesterday at 10:00 PM, we wanted 
to provide our investors and analysts with a detailed explanation as promptly as possible, which is why we 
arranged this call. Sorry for the limited advance notice. However, given the significance of today's 
announcement, we believe it was important to provide you with timely and transparent information. We'll 
now proceed to explain the details regarding the termination of rocatinlimab clinical trials.  

Next slide, please.  
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Let me outline the background. In late February, Amgen provided Kyowa Kirin with updated safety 
information from the global rocatinlimab clinical program, including the Phase 3 ROCKET program for the 
treatment of moderate to severe atopic dermatitis.  

Based upon this latest information, a joint safety assessment meeting was convened. As a result, Kyowa Kirin 
and Amgen concluded that the potential risks to patients participating in the trials may outweigh the benefits. 
In light of this assessment, our company decided yesterday, March 3, to terminate all clinical trials of 
rocatinlimab.  

Detailed data from the trial results are currently under review, and we will present these findings at scientific 
conferences or through publications at an appropriate time in the future. Furthermore, and importantly, we 
will not be making any changes to the medium- to long-term financial targets, which we announced on 
February 9, 2026.  

Next slide, please.  
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Let me walk you through the background and sequence of events which led us to this point. In September 
2025, we conducted a safety evaluation of malignancies, including one case of Kaposi Sarcoma. In this 
evaluation, no causal relationship with rocatinlimab was identified. Subsequently, in January 2026, a risk-
benefit assessment of rocatinlimab confirmed that the profile was favorable. Then in late February, following 
the results of the Joint Safety Assessment meeting, Kyowa Kirin and Amgen concluded that the potential risk 
may now outweigh the benefits.  

To elaborate, at this point, one new case of Kaposi Sarcoma with a suggested association with OX40 and 
suspected case as well as other malignancies were newly identified. Whilst a number of malignancy cases 
across the entire program remain below the anticipated incidence rates, given the characteristics of the cases 
we saw, we reached the conclusion that a biological association with rocatinlimab could not be ruled out.  

Therefore, yesterday, March 3, our company decided to terminate all clinical trials related to rocatinlimab.  

Next slide, please.  
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Let me focus now on ongoing and future actions. We are in the process of notifying all the principal 
investigators and regulatory authorities. Additionally, we plan to formally terminate all clinical trials once 
safety follow-up for patients who participated in the trials has been completed.  

Kyowa Kirin and Amgen will work together to conduct a comprehensive analysis of the data obtained and will 
provide further information once this analysis is complete. Whilst this is very disappointing news for us, we 
judge that the possibility of resuming development of this product is extremely low.  

Next slide, please.  
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Let me explain the impact on business performance and, of course, the financial implications. As you would 
expect, due to the elimination of selling, general and administrative expenses, as well as research and 
development costs related to rocatinlimab, we anticipate a short-term increase in profit, followed by a certain 
degree of profit decline in the medium to long term.  

The estimated impact on core operating profit is as follows: FY2026, approximately JPY20 billion to JPY30 
billion positive; FY2027, approximately JPY30 billion positive; FY2028, approximately JPY10 billion positive. 
From FY2029 onwards, a certain degree of negative impact is expected.  

Regarding the revision of the FY2026 earnings forecast, we are currently conducting a detailed review with 
the aim of disclosing this at the Q1 earnings announcement for FY2026, which we've scheduled for May 7.  

Next slide, please.  
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Finally, please let me explain the impact on our mid- to long-term financial targets and our future 
management policy. As I said before, we've determined that the medium- to long-term financial targets that 
we announced in Vision 2030 and beyond, our mid- to long-term strategy, which we published on February 9, 
2026, remain objectives we should achieve. Therefore, we will not make any changes.  

By leveraging the growth drivers shown on this slide, we aim to achieve ROE in the low-teens and a core 
operating profit margin of 30% in the early 2030s. Specifically, we will continue to work on the robust growth 
of Crysvita and Poteligeo and maximize value through life cycle management initiatives.  

Next, we will focus on expanding KOMZIFTI's indication to first-line AML treatment, aiming for significant sales 
and profit growth. Furthermore, we will advance the development and commercialization of priority pipeline 
products in our focused disease areas. This includes KK8123 for XLH, KK2845, our first antibody drug conjugate 
for AML, and OTL-203, which is a hematopoietic stem cell therapy for MPS I Hurler. We'll strengthen resource 
allocation to these focused disease areas and accelerate portfolio prioritization centered on delivering life-
changing value.  

In addition, we will continue to devote our full efforts to improving our profit margins, as we disclosed before, 
through cost structure optimization and driving organizational transformation into a more resilient company 
through DX and AI initiatives.  

Finally, we will actively consider opportunities for inorganic growth acceleration through strategic 
investments with the additional room that the termination of the rocatinlimab trials now provide us. We will 
execute these measures steadily to achieve our mid- to long-term financial targets.  

Thank you very much. 
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Question & Answer 

 

Moderator [M]: We now move to the Q&A session. 

Wakao [Q]: My first question has to do with the background that led to the current situation. Originally, it 
was explained that no causal relationship had been identified for Kaposi Sarcoma. But when the safety 
assessment committee met in late February, the conclusion was negative after all. Was this a matter of the 
number of cases? In late February, you concluded together with Amgen that the potential risks may outweigh 
the benefits, but did other safety concerns emerge after that, which led to this decision? I would like to know 
in more detail what exactly happened in late February.  

Yamashita [A]: First of all, about the Kaposi Sarcoma, which you mentioned, there was one identified in the 
summer of last year. This actually is a very rare form rare disease and single case in terms of incidence. It was 
quite difficult to say it was high or low because there was just one case. Also, a relationship with rocatinlimab 
could not be identified because the information was too sparse. We kept monitoring this very carefully since 
then.  

Now in January of this year, from the point of view of our safety evaluation, the number of confirmed cases 
of Kaposi Sarcoma was still one, and we made our total assessment on that premise. However, since then, a 
second case was confirmed, and one more suspected case emerged. Now from the point of view of incidence, 
this has to be considered unusually high.  

Furthermore, as background, this is a disease that occurs when a latent virus is reactivated, and rocatinlimab 
is a drug that could act on the immune surveillance of such a process. Because of this, an association was 
more strongly suggested, and the safety risk associated with it rose sharply. That was the situation.  

Wakao [Q]: Thank you very much. During the briefing meeting the other day, the Kaposi Sarcoma back in 
September, you said was not related based on the patient background. But this time, there could be additions. 
I mean, can you tell us more about the patient background? It seems that what you were saying back then is 
quite different from what you're saying now.  

Yamashita [A]: This may not be directly in line with your question, but for one, Kaposi Sarcoma itself, of course, 
has known high-risk background in patients. From that point of view, in patients who do not have that kind of 
high risk led to a new onset. That was one point.  

What I said, the latent virus which leads to onset. For Kaposi Sarcoma, since the first case was identified last 
year, we have introduced risk mitigation measures and have taken great care in dealing with Kaposi Sarcoma. 
But as I said, other than Kaposi Sarcoma, it appears that virus-derived malignancies may also occur. If that is 
the case, ensuring safety while also addressing those would become considerably difficult. That was the point.  

Wakao [Q]: Thank you very much. That’s very clear. My second question, when you decided that you are 
going to distribute this drug on your own, you said that the potential of this drug is JPY200 billion or more. In 
order to fill the gap, which will be created, will require some major in-licensing or acquisition. Because you no 
longer have rocatinlimab, what are the measures you intend to take in order to maintain the medium- to long-
term goals? Acquisition is one as well as the cost optimization you have mentioned will be others.  

Miyamoto [A]: Thank you very much for that question. I'm Miyamoto.  

The biggest potential we considered, if everything moved very favorably and we went on our own to distribute, 
was that there is a potential that we could achieve JPY200 billion at peak. In our medium- to long-term plan, 
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however, we did not assume that level. We looked at rocatinlimab's potential more conservatively when we 
calculated targets such as ROE. So it is not the case that we cannot reach those targets unless we fill the 
JPY200 billion.  

Then, we will be doing what's on this slide for sure. Basically, even with the organic portion alone, if things 
trend upward and we execute properly, we believe we can achieve our medium- to long-term targets. But as 
was mentioned by Abdul earlier, over the next two to three years, R&D costs will decrease and we will have 
more latitude, which means that we can be more aggressive than before in in-licensing, or consider M&A if 
there are good opportunities.  

If there is anything to add, particularly on the financial side, I would like to ask Kawaguchi-san. Thank you.  

Kawaguchi [A]: What Miyamoto said is everything that we would like to say. It is true that with rocatinlimab 
no longer there, the bar for achieving the goal became slightly higher. I agree. But for rocatinlimab, it is not 
that we set out the 30% based on a plan that assumed JPY200 billion. We were more conservative in the 
planning, so the plan overall is not dependent on that number.  

We can be more, of course, more aggressive in looking at inorganic growth investment. What we mean is in 
February, we said R&D investment capped at JPY380 billion in terms of cash allocation. This time, rocatinlimab 
R&D portion will be gone, which means that there's certain room because we have freed up amount, to make 
more use of that means that we will have more choices. That's one.  

Also, the plan was to invest resources into rocatinlimab but we no longer need to do that even not just R&D 
cost, which means that we can invest our resources to other focused area products, which means that we can 
consider more lean expense structure. Rocatinlimab, it was not our focus area. SG&A investments had to be 
increased considerably, but we no longer need to do that.  

We will now come back to, for example, KK8123, KK2845, those are in our focus area, which means that we 
have some background, which means that SG&A investment does not have to be as high, which will lead to 
improved profitability. We are considering updating our plan accordingly. We are now in the process of going 
into details about what the future could be.  

Wakao [Q]: Thank you very much. My understanding is that the profit level will be lower than the best case 
where rocatinlimab sold well, but in terms of profitability, you will still aim for the targets of the mid-term 
plan. As a follow-up, you said you would use leverage within a net D/E ratio of 0.5 for acquisitions, so I believe 
you have roughly JPY600 billion to JPY700 billion of borrowing capacity, which suggests you have been 
considering fairly large acquisitions. In terms of inorganic growth, I assume you already have a fairly clear 
picture of the size and the stage. How should we think about that?  

Kawaguchi [A]: Borrowing [inaudible] is the ratio of 0.5 maximum. But it's not that we're going to make use 
of the whole. If there are good projects, and anything above that, of course, requires more thinking. But if it's 
within that, we will be considering such acquisition candidates.  

Mullick [A]*: Yes. Thank you so much. I just want to build on what Kawaguchi-san said is that whereas 
rocatinlimab for us was an ambitious step, it did constrain us in certain ways in terms of our ability to invest 
in other R&D projects. Therefore, BD targets. We have identified a range of targets, a long list already. Really, 
it's our goal now to assess those very seriously, ranging from, of course, large-scale M&A through to more like 
string of pearls kind of structures as well. We are seriously looking at that.  

However, I do want to stress that, of course, there was a lot of attention rightly on rocatinlimab. But as we 
stated, there is significant growth potential still for our global products. Only about one in five patients who 
deserve Crysvita and Poteligeo get it today. We look at KOMZIFTI for AML, which is really a potential as a 
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frontline therapy disease changing with a market potential of, as [Kura] describes it, about USD7 billion. We 
look at KK8123. We've built a very strong XLH franchise.  

We understand the patients. We understand the needs of the health care systems, and so we can develop 
that product accordingly now with more flexibility with increased room in our P&L. Antibody drug conjugate 
for AML will reinforce our position in this space.  

Then, of course, we have strategic partnering assets, which we haven't really discussed a lot about like 4951, 
which we are very excited about, too. We already talked about our streamlining and cost optimization efforts; 
those continue at pace. We never disclosed the full ambition behind those, but we are very serious about 
those as well. If we take all of this together, we remain confident that the targets we set are achievable in this 
new scenario.  

Muraoka [Q]: I think important questions have been already asked. I want to ask about the future. KK8123 
and KK2845 were just mentioned. But what about the next part of the pipeline? We want to be more confident 
in your future pipeline. That's why I'm asking this question.  

KK8123, when will we see the data? Can you share the data with us? Also, what is the profile that is expected? 
You said maybe higher efficacy before. But what is the actual expectation in terms of product profile for 
KK8123?  

For KK2845, TIM-3 ADC, TIM-3 actually has many failures among the competitors. Why do you think that you 
can actually win in this space? Can you please share that with us?  

Yamashita [A]: Yes, this is Yamashita speaking. With regard to KK8123, it's in Phase 1 right now. We are looking 
at the product profile or the project profile. We have Crysvita but we are developing something that 
potentially is better than Crysvita. Whether or not we can demonstrate it in the clinical phase is something 
that we are working on right now. We're still in Phase 1. Therefore, we are not sharing actual information at 
this point in time.  

With regard to KK2845, as was mentioned before, this is TIM-3. Target is TIM-3. Now we have been working 
on TIM-3 for a while, non-ADC version, so to speak. We have already tested that in the past. Based on that 
experience, we are now building the ADC version of KK2845. We believe that we can have expectations. I 
don't know what is happening among the competitors, but within our internal assessment, we believe that 
we're building something good.  

Muraoka [Q]: Thank you. Now, clinical data update for these two items, when can we expect the information? 
When do you think you can share the information?  

Yamashita [A]: We are unable to say when we can share this information. But once we know that we can, we 
would like to share the information with you as soon as possible. Perhaps during the quarterly earnings call 
or during R&D investor calls. We're looking forward to sharing with you some positive information.  

Muraoka [M]: Thank you. Rocatinlimab being absent means that we need to find things that can fill the gap. 
We would like to ask the Company to share as much information as possible as quickly as possible.  

Seki [Q]: My first question is about the cost of terminating the trials, the termination accrual. Will this be 
shared equally with Amgen, or will it be borne 100% by your company? Also, this has been posted under other 
expenses. Why is it not included in the core? I do understand the intent, and the size makes sense, but given 
its nature, it feels like it should be core.  

Kawaguchi [A]: This is Kawaguchi. Thank you for your question. First of all, as a basic point, with the 
reacquisition of rocatinlimab from Amgen at the end of January, we have explained that the SG&A expenses 
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and the R&D costs we incur are borne 100% by Kyowa Kirin. The R&D and other costs incurred from here 
onwards are borne by us. That is the base.  

Now closing costs that we talk about has to do with the termination, I mean this is very close to complete 
termination of all development activities, which means that any activities going forward will no longer be 
investment for future returns. R&D cost, of course, is an investment for future cash in. That's why it's called 
R&D cost. But from here onwards, it would not be used as that or considered that. It's going to be the costs 
associated with our societal responsibility as well as anything that's related to closing of the project.  

This is the reason why we have treated this in accounting. We will use the same approach for any termination 
of any other R&D projects. All of the costs incurred from here onwards will be posted under others. We will 
be incurring costs associated with safety follow-up with patients in the trial. That's going to be included. It's 
going to be some size, but this will be treated. But of course, how we will divide will be a matter of discussion 
between the two organizations.  

Seki [Q]: My second question is about KHK4951, tivozanib eye drops, which you also discussed at the sell-side 
group meeting the other day. Abdul-san mentioned the possibility of out-licensing it, which felt somewhat 
sudden. I would like to know on what basis you take such a bullish stance.  

Miyamoto [M]: I would like to confirm what your question is. You said that licensing this out seem quite 
bullish.  

Seki [M]: Yes. 

Miyamoto [A]: About two years ago, we published Story for Vision 2030, which is shown on the slide, and we 
identified our focus areas. KHK4951 in particular is an eye drop, and this is an area where we have almost no 
activities, even in Japan. So our intention is to find a partner and out-license it. We are now in Phase 2. Of 
course, not all of the data is open to us, but our sense is that it is progressing very well at this point. It will 
depend on the data, but we have said that we should be able to out-license it.  

Seki [Q]: What are some of the data that shown that you are looking at? Is it the number of rescue injected? 

Miyamoto [A]: I cannot give you the details. Of course, the study is blinded, so we cannot tell what is what, 
but in terms of the trend, our sense is that we can have a little confidence.  

Seki [Q]: There's no placebo. You're looking at the data of 3-arms together.  

Miyamoto [A]: Yes, we are looking at the entire data when we say this.  

Hashiguchi [Q]: My first question is about page five. There are six points listed here. Among these, what things 
will change? That's my question. What's written on the slide is basically the same as what you said before. 
There's no change, and there were some additional verbal explanations, but I want to understand this better.  

Compared to the past, licensing out and joint development, rather than those approaches, maybe with regard 
to the third bullet point for example, you would be maybe doing things on your own, go it alone. In terms of 
development, continuation, and completion, is there a high possibility that you're doing more of this alone?  

Also, for the strategic development, which is a sixth bullet point, Fasenra royalty absence is also another thing 
that we have to consider for the future. Considering that, are you trying to find something that can make a 
quick contribution? Is that the change that we should expect on? 

Mullick [A]*: Thank for the question. I think really the opportunity, this is, of course, disappointing news, but 
it provides us a real opportunity with the space that we now have in terms of our investments. On one hand, 
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to focus more on our focus areas and accelerate projects within those areas that potentially we were a little 
bit constrained because of the investment we had to make for ongoing R&D and commercialization. But also 
on the other hand, these are capabilities we've really built and the infrastructure is already there. It's a much 
more efficient use of SG&A to do these by ourselves.  

I think the other area, of course, is now with space from this issue, we're able to be more flexible with our 
inorganic growth strategies as we've talked about before. Because of the R&D spent with rocatinlimab, we 
were restrained in terms of the stage of asset we could look at potentially, but now we have much more 
flexibility.  

So really, I think the things that change the most is being able to do more around our focused disease areas 
in terms of pipeline and commercialization. We clearly have more flexibility on our cost structure because 
there was a significant amount of investment required to build and support the launches, but then it also gives 
us more opportunities now to be more aggressive in terms of our business development opportunity, too. 
Thank you for the question.  

Miyamoto [A]: I would like to add. You're asking what types of assets we are looking for going forward. Of 
course, the base is that we have to choose what is good for us and for our future. But as other people have 
asked, there is going to be a gap made by rocatinlimab. If there is something that can fill this gap, we would 
of course like to go after it, and that would be higher in priority. Meaning that if anything, we will be focusing 
more on the late stage rather than the earlier stage.  

Hashiguchi [Q]: My second question is about the impact on business performance. You have explained that 
in 2028, JPY10 billion positive impact can be expected. Now when we heard the explanation at the end of 
January, rocatinlimab contribution was going to start in 2028. We thought that there's going to be revenue 
and profit contribution in 2028, but that is now not there anymore. Why is there a positive JPY10 billion?  

Kawaguchi [A]: Hashiguchi-san, thank you very much for your question. Yes, the point is how this should be 
understood. In February, we indicated that rocatinlimab's profit contribution would start in 2028. In the plan, 
the launch of this product for atopic dermatitis would have meant a contribution in 2028 on a product profit 
basis, that is, revenue less SG&A expenses. However, R&D expenses for indications such as prurigo nodularis 
were still expected at a certain scale in 2028. Including those R&D expenses, we had factored in a negative 
impact of about JPY10 billion on a core operating profit basis. That negative impact disappearing is what 
results in the positive JPY10 billion. Therefore, for 2028, we had indicated a core operating profit margin in 
the low 20% range, and the probability of achieving that target is now higher.  

Wada [Q]: I have one question. Amlitelimab. Also, onset of Kaposi Sarcoma. The signaling that way or maybe 
because of ligand or receptor side, it seems that this is [inaudible]. According to Sanofi’s presentation, those 
patients with risk factors, I mean it can be identified and therefore, removed from being administered. I know 
this is repeating some questions, but the reason why you had to terminate is because you cannot identify 
those with risks and can eliminate? Sanofi, if they decide to address that and have led to approval and 
launching, if they can do it, can [inaudible] revive rocantinlimab?  

Yamashita [A]: Human herpes virus 8 is associated with Kaposi Sarcoma. Those with [latent] infection has 
higher risk. The percentage of the carriers in the population is different in different regions. Some, for example, 
in Africa, could be as high as several tens of percentage. Anywhere between 10% and 20% in Europe and 
Middle East, which is set to be quite high. In Japan could be relatively lower. There's variability according to 
geographical regions.  

Now with the activation of the virus, the onset will become more possible. Any medication that suppresses 
an immune system could lead to Kaposi Sarcoma being a risk. It becomes a major issue as to how we can 
identify patients who can be safely treated.  
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Following the viral activation to onset of disease, we have to look at other patient factors, including what 
other medications they are on. This is very complex. In our study, it's not that we had many cases. Only when 
several or more factors exist together, it could lead to this possibility of onset of Kaposi Sarcoma.  

This is very complex. The risk is very complex. We believe that it's quite difficult to eliminate all of the 
possibilities. What's important is Kaposi Sarcoma’s positive virus have been known, and the activation of that 
virus is possible, which means to identify high-risk patients ahead of time we believe is what we have decided 
is very difficult to do.  

Wada [Q]: With JAK inhibitors as well, malignancies are recognized as an at-risk adverse event, and yet those 
products have been launched. Are you saying that in this case you decided not to take that risk?  

Yamashita [A]: That is correct. Ultimately, from the point of view of patients, the balance between benefit 
and risk is what matters. When Kaposi Sarcoma emerges as a risk associated with the characteristics of a 
certain drug, the drug would still be of value for patients for whom the benefit outweighs that risk. We were 
mainly targeting patients with moderate to severe atopic dermatitis, and we believed, and still believe, that 
rocatinlimab could provide very good benefit to those patients. But when we consider risk and benefit on a 
flat basis, it is not that there are no other treatment options available. Thinking about the circumstances in 
which a patient would actually choose this drug, it was difficult for us to draw a picture in which this drug 
would easily be used broadly.  

Of course, the judgment could differ depending on the target disease and the extent to which the risk can be 
controlled in each case. But in our case this time, we concluded that the risks outweigh the benefits.  

Wada [Q]: Even if Sanofi launches amlitelimab, would your decision not to launch remain unchanged?  

Yamashita [A]: It is very difficult to comment now on other companies' moves, and we do not know what 
their situation is. But we believe that the decision we have made now is the best one.  

Ueda [Q]: My first question is about the reason for this termination. Other than Kaposi Sarcoma, there's a 
mention of other malignancies. Were they also caused by viruses. This safety concern was observed in the 
long-term administration of rocatinlimab, and that's why you decided to terminate. Is that the correct 
understanding?  

Yamashita [A]: Yes, this is Yamashita speaking. First of all, for malignancy in general, the total incidence is not 
very high even compared with real-world data. There is no high risk of malignancy. What we found out is that 
there are some rare types of malignancy. I cannot share the details with you, but could be virus-related or 
could be immune suppression involvement potentially. From the safety side perspective, that's what we saw. 
As was just mentioned, we are seeing this only recently in cases where the administration has gone on for 
quite a long time.  

Therefore, effect on immune system over the long term, going back to what we discussed with Kaposi Sarcoma, 
we believe that there are multiple factors involved in the background. But this risk could be heightened over 
the long-term use. That was our assessment. 

Ueda [Q]: Thank you. My second question is a follow-up about the impact on business performance. 
Regarding the impact on core operating profit that you presented, I would like to understand how we should 
think about the breakdown between SG&A expenses and R&D costs. Is it that R&D expenses are relatively 
larger in the earlier part, and SG&A expenses become the main component in the latter part? We do not know 
to what extent you had incorporated R&D and other expenses for indication expansion in your assumptions, 
so it would be helpful if you could give us some more color on this.  
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Kawaguchi [A]: Thank you for the question. In February, when we communicated, we said for FY2026, JPY7 
billion increase in SG&A YoY and JPY17 billion increase of R&D YoY. Now SG&A is preparation for launch. This 
is mostly spent during the latter half of the period. So I think that would be the balance. As for R&D, there 
may not be any particularly large skew. That is about as much of a hint as I can give.  

Kawamura [Q]: What I'm going to say may overlap with what others have asked, but I would like to make sure 
I understand correctly the impact of rocatinlimab being gone. In your mid-term plan, you have targets of a 
core OP margin in the low 20% range in 2028 and 30% by the early 2030s.  

Now on page five, I see that you are doing all kinds of things. But I do understand that you're going to grow 
organically as well. But unless you engage in big deals, you won't be able to fill that gap? Or are you saying 
that by, for example, optimizing expenses, et cetera, [inaudible] which is something that's achievable? I mean, 
the gap that is going to be made because you no longer have rocatinlimab, will that be filled?  

Kawaguchi [A]: This is Kawaguchi. I'd like to respond. As to whether the 30% is achievable without 
rocatinlimab, we are not saying it simply as an aspiration. We do have a medium- to long-term forecast, a 
scenario in which 30% can be achieved without rocatinlimab. In that case, however, it assumes that KK8123, 
KK2845 and others succeed, not on a probability-weighted basis but on a scenario in which they do succeed, 
and on that basis it can be achieved organically.  

But that said, we are in pharmaceutical business. To say that we will be successful in all of those in the pipeline 
and then we will be successful, will be too optimistic. We will be looking at inorganic growth as well and 
optimizing our cost structure. We will be more aggressive there, and we have to think about that.  

In terms of optimizing cost structure, as has been repeatedly mentioned by Abdul, the scenario we had in 
mind with rocatinlimab and now without rocatinlimab, we now have a possibility of focusing more to our 
identified focus areas. We believe that we can be leaner and we can be more focused because of this.  

That is not included in the current plan. We will be including that, and we will be creating scenario with higher 
probability of success. That's basic scenario.  

Kawamura [Q]: The second question, this is going into a bit of a detail associated with the termination of the 
program. You talk about closing cost of the studies. Now API, I mean, I think that the substance was actually 
provided by Amgen. Will there be a disposition or disruption costs associated with that? Or is it something 
that's borne by Amgen has nothing to do with your company?  

Kawaguchi [A]: Well, thank you very much. We focused on the safety of patients. We have focused on making 
the decision of termination precisely on that. We will be discussing what could happen as a consequence and 
decide and understand that what could occur.  

We are now in the process of going into detail as to what could happen. We will be able to provide more detail 
on May 7 during the quarterly earnings announcement. We had wanted to terminate the development 
focused on patient safety. Should there be additional costs like the ones that you have mentioned should 
incur, we will be thinking about that as a closing cost.  

Matsubara [Q]: Just one question. With KHK4083, I believe there was no change in the CD4-positive T cell 
count at 24 weeks of administration. Now that this negative news has emerged, was there any change in the 
immune system? I know that you are still analyzing the data, but could you share what you can?  

Yamashita [A]: This is Yamashita. As you pointed out, CD4 positive cells are not affected by rocatinlimab. That 
is what this drug has shown. Activated T cells, which are the target of this drug, are a much smaller population 
compared with the CD4 population. Changes in that population are the characteristic of this drug, and because 
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it targets only that population specifically, while there is variation depending on each patient's background, 
when we look at CD4 positive cells in total, we do not see a causal relationship between the various cases this 
time and the action of this drug.  

Moderator [M]: Thank you very much, Matsubara-san for your question.  

With that, we would like to close the briefing session with regard to termination of rocatinlimab clinical trials. 
This voice recording will be distributed or uploaded on our website, and the transcript will be available as well 
for your reading later on.  

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

[END] 

 


