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Presentation 

 

Moderator: We will now hold a conference call regarding the financial results for the fiscal year ending 
December 31, 2023, of Kyowa Kirin Co., Ltd. which were announced at 15:30 today. 

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 audio 
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 and questioners are Motohiko Kawaguchi, Managing Executive Officer, CFO Head of Finance; 
Yasuo Fujii, Managing Executive Officer, CSO Head of Strategy; Yoshifumi Torii, Executive Officer, Head of 
R&D ; and Tomohiro Sudo, Executive Officer, Head of Global Product Strategy. 

Today's conference call is scheduled up to 60 minutes. After explaining the overall financial results we take 
questions from the audience. Please download the documents from our IR website. 

 

Kawaguchi: I will now explain the results for Q3. Please see page five of the slides. 

Compared to the same period last year, revenue increased JPY22.3 billion or 8%, core operating profit was 
JPY60.9 billion, the same level as the same period last year, and profit increased JPY4.3 billion or 9%. 

Core operating profit was at the same level as the same period of the previous year due to an increase in R&D 
expenses accompanying progress in the development of KHK4083, etc., while gross profit increased due to an 
increase in sales revenue. 
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The main reason for the increase in profit was a gain of JPY14.8 billion from the sale of 51% of the shares of a 
subsidiary and a gain from the valuation of the remaining 49% of the shares, following the start of a joint 
venture with Grünenthal in the European established pharmaceutical business in August, despite impairment 
losses associated with the discontinued development of RTA 402. 

As for the percentage of progress toward the full-year forecast revised in Q1, first of all, 72% progress has 
been made in terms of sales revenue. Global strategic products, centered on Crysvita, continue to grow, and 
this is in line with our plan, as they tend to grow steadily in H2 of every fiscal year. 

As for selling, general and administrative expenses, progress was 74%. The rate of progress appears to be 
higher than in previous years because profit-sharing expenses for Ultragenyx were included in SG&A expenses 
until April, before Crysvita began selling its own products in North America, but the progress is within the plan. 

R&D expenses increased significantly by plus 16% YoY, but on a progress basis against the full-year plan, it is 
65%. We plan to continue to invest in research and development, particularly in KHK4083. 

As a result, 69% progress has been made in terms of core operating profit. 

As for profit, 77% of progress has been made due to the aforementioned gains on sales of subsidiaries' stocks 
and valuation gains on residual interests. 

Our consolidated performance up to Q3 so far has been generally steady along the planned line, and we 
expect to continue to achieve our sales growth centered on global strategic products and continued cost 
control in Q4, as well as a tailwind from the yen's depreciation, so that both sales revenue, core operating 
profit, and profit for the year are considered to be at a satisfying level to achieve our full-year targets fully. 

 

 

I will now explain the YoY comparison, starting with sales revenue. Please refer to page six. 

Here is a breakdown of sales revenue by region. 
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In Japan, despite continued growth in sales of Durvroq, Romiplate, and Crysvita, Japan region sales declined 
2% due to lower sales of Nesp-AG and other products affected by the NHI price revisions in April 2022 and 
April 2023. 

In North America, sales increased by 22% due to solid growth of global strategic products, especially Crysvita, 
as well as the impact of the yen's depreciation. 

In EMEA, global strategic products such as Crysvita continued to grow, but following the establishment of a 
joint venture with Grünenthal in the established pharmaceuticals business, sales revenue from 13 brands, 
including Abstral, shifted from product sales to sales royalties and license fees in August and decreased by 
JPY2.3 billion. 

In APAC, sales of Gran, which was subject to the national tender system in some areas of China, declined, but 
sales of Crysvita and other products, which were launched in Australia last November, grew, resulting in a 
15% increase in sales. 

As for others, sales increased by 23% due to continued growth in royalties from Fasenra and other sources. 

 

Now, please refer to page seven. 

Here is the situation by major product in Japan. 

Sales of Nesp-AG are progressing well against the plan, although sales are declining due to the NHI price 
revision and the impact of competing products. 

Durvroq continues to grow steadily and maintains the number one market share within its class. 

Romiplate is steadily increasing its sales revenue due to market penetration with a 16% increase YoY. 

Crysvita also continued to grow steadily with a 16% increase YoY. 
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Please see page eight. 

This is the status of major overseas products. 

Crysvita continues to grow in both North America, EMEA, and APAC with a 22% increase in sales over the 
same period last year. 

Poteligeo also continued to grow at 24% YoY. Sales in North America remained strong, and in EMEA, sales 
increased due to the expansion of the number of countries where the product was launched and its market 
penetration. 

Nourianz also continues to grow steadily in the United States. 

Technology revenues are Fasenra and benralizumab, and royalties here increased by JPY3.8 billion and 
progressed favorably. 
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Please see page nine. 

This is an analysis of Core operating profit. 

Gross profit increased by JPY9.4 billion in line with the increase in sales revenue. Gross margin was 75%, 2% 
lower than the same period last year, due to an increase in cost of sales resulting from the recording of sales 
royalties since the start of Crysvita's own sales in North America on April 27. 

Selling, general and administrative expenses increased by JPY2 billion due to an increase in personnel 
expenses and other expenses associated with this in-house sales of Crysvita in North America, in addition to 
a JPY6.2 billion foreign exchange impact, despite the impact of the absence of profit-sharing expenses 
recorded after Crysvita's in-house sales in North America, which amounted to JPY11.3 billion. 

R&D expenses increased by JPY7 billion, mainly due to progress in the development of KHK4083, for which a 
global Phase III study is being conducted with Amgen. 

Equity in earnings of affiliates decreased by JPY0.4 billion. This is because, in the same period of the previous 
year, we had the effect of additional recognition of deferred tax assets at FUJIFILM KYOWA KIRIN BIOLOGICS, 
we call it FKB.  

As a result, core operating profit was JPY60.9 billion, the same amount as the same period last year. 
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Please turn to page 10. 

In this slide, I would like to show you the part below core operating profit. 

You can see the balloon there, and it shows a JPY3.9 billion increase in finance and other. The main reason for 
the increase was a gain of JPY14.8 billion from the sale of a 51% stake and a gain from the valuation of a 49% 
remaining interest in the European established pharmaceuticals business joint venture completed on August 
1. 

On the other hand, there are some negative factors such as an impairment loss of JPY8.3 billion due to the 
discontinuation of RTA 402 development, which was recorded in Q2, a provision for loss on contracts due to 
closing costs for discontinued clinical trials, and an increase in business structure improvement expenses in 
Europe, which, in total, resulted in a net increase of JPY3.9 billion. 

As a result, quarterly profit increased by JPY4.3 billion from the same period last year to JPY53.6 billion. 
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Sudo: Now, Sudo will continue with the commercial update. 

Please move on to page 12. 

The graph on the left side shows the sales trend of Crysvita in chronological order since its launch in 2018. 

First of all, sales in North America are progressing as planned, with an increase of 22% YoY. Both the number 
of patients being treated and those in the pre-treatment stage are increasing steadily, and the market is 
growing strongly. 

Although sales for the quarter appear to be a little weak, we believe that this is due to transitory factors that 
will be resolved by the end of the year, as mentioned a little earlier, and we are not greatly concerned about 
it. 

Ultragenyx's labeled products were still in stock at the wholesale level, but we made a swift transition from 
Ultragenyx labeled products to the Kyowa Kirin labeled products all at once in September, after the transfer. 

At that time, a lump-sum allowance for sales returns was recorded for the inventory before returns at the end 
of September, but at the end of September, the corresponding sales were not partially recorded, resulting in 
a temporary negative factor. 

Although the current level of wholesale inventories has temporarily declined, this negative factor is expected 
to gradually recover and decrease toward the end of the year. 

Furthermore, as you can see in the graph, in Q4 of 2022, an extreme wholesale buildup was confirmed last 
year at the end of the fiscal year, but this year, we will work to avoid inventory levels that deviate too greatly 
from actual demand this fiscal year. 

Next is Europe. Market penetration is also steadily progressing, with sales up 15% YoY through Q3. As I 
explained in Q2 financial results for the previous fiscal year, we are slightly behind our plan overall due to 
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price adjustments in Germany and other factors, but we will continue our efforts to expand the adult market 
and penetrate the market. 

As for Japan, we are generally making progress as planned at the beginning of the year. We are currently 
strengthening various activities to further expand the market, and we hope that you will have high 
expectations for us in the future. 

 

We will move on to page 13. 

Sales of Poteligeo in North America have been on track as planned, and we are continuing our activities to 
penetrate the market, such as evidence-based marketing, patients in the early phase and in the early 
consultation, and awareness-raising activities for blood test implementation, and we are steadily penetrating 
the market. 

In terms of sales in EMEA, the number of patients is increasing at a faster pace than in the US, and although 
we are seeing steady growth, it is still slightly behind the plan. 

Each country has its own issues, but there are some differences, such as the price of the public insurance 
institutions, which have various systems such as mandatorily discounts, and the price and the drug 
administration period per patient, which is a little shorter than expected in some cases. 

In addition to continuing educational activities to encourage patients to start treatment earlier, we have 
begun to improve our system while also improving our marketing activities as appropriate. We would like to 
continue our steady activity. 

Finally, about Nourianz. In the US, as Kawaguchi mentioned earlier, we are achieving steady growth as planned. 

We would also like to strengthen our promotional activities by aiming to improve the quality of 
communication with medical professionals through information provision activities focused on cases in which 
the characteristics of the drug are most likely to be demonstrated. 
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That's it for the commercial update. 

 

Torii: Next, I will present an update on R&D-related matters. Please refer to page 15. 

Here is a slide about the news flow of the main development pipeline products. 

First, KHK4083, which is rocatinlimab, are currently in Phase III, the ROCKET program, for atopic dermatitis. 
This program is progressing well, with 1,500 patients enrolled to date. For asthma, we are currently discussing 
the details of the Phase II study with Amgen. 

Next, for KHK4951, we presented the results of the Phase I study at the annual congress of Japan Clinical 
Ophthalmology in October of this year. In addition, preparations for the Phase II study are proceeding 
diligently with the aim of starting the study this year. 

In addition, we are planning to start a Phase II study for the indication of diabetic macular edema. Information 
on these two Phase II trials is currently being disclosed in jRCT. 

We will be able to provide more detailed information on the Phase I study I just mentioned and the two Phase 
II studies at the R&D presentation scheduled for December of this year. 

Next, we would like to announce our proprietary bispecific antibodies, which we have been telling you about 
for some time. They are KK2260 and KK2269 shown here. Both of these projects are currently under 
preparation to begin in Q1 of 2024. We will provide an overview later. 

Finally, regarding KW-3357, preeclampsia, we recently reported in a press release that the top-line data from 
Phase III did not meet the primary endpoint. Based on these discussions, we have decided to discontinue 
development for this disease. I will explain about it in the next slide. 

In addition, the development pipeline of Orchard Therapeutics, with which we recently announced the 
conclusion of an agreement to acquire shares, is shown at the bottom of the slide for your reference. 
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Next, please see page 16. 

A summary of the results of the Phase III study of KW-3357, preeclampsia, is presented here. 

The primary endpoint is the number of days of pregnancy continued, i.e., days from the start date of 
investigational drug to the date of pregnancy termination. 

Unfortunately, no statistically significant improvement was observed here, although a trend toward 
prolongation was observed versus placebo. 

In terms of safety, there was no significant difference in the amount of blood loss during delivery compared 
to placebo, but bleeding-related events, including subcutaneous hematoma, and anemia were observed more 
frequently in the study group than the placebo group. 

As described above, we have decided to discontinue the development of this drug for preeclampsia because 
the primary endpoint was not met and we observed many bleeding-related events and anemia in the actual 
drug group, which made it difficult to continue the development of this drug. 
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Next, please see page 17. 

Here, we would like to introduce two products created from our proprietary bispecific antibody technology, 
REGULGENT technology. 

The figure on the right shows an example of a bispecific antibody produced by REGULGENT technology. As 
you can see, not only can it bind to two types of antigens, but it also has two binding sites for each antigen, 
allowing so-called bivalent-bivalent binding. 

The bispecific antibodies derived from REGULGENT technology are also characterized by a structure using 
their common light chain, which allows them to achieve high stability and productivity, and by their natural 
sequence structure, which is expected to maintain low antigenicity.  

Next, regarding the development pipeline, the development numbers are KK2260 and KK2269, respectively, 
and information on the Phase I study was disclosed in the jRCT in October. 

Both of these projects are for the development of products for solid tumors, and both are planned for global 
development. 

I am very sorry, but this is the end of today's explanation of these pipeline products. We are currently 
preparing to explain the details at the R&D briefing to be held in December, so please be patient. 
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Last but not least, pages 19 through 20 contain a list of news releases from the beginning of the year. As for 
this one, Mr. Fujii, please explain. 

Fujii: Regarding the strategic investment announced on October 5 and the briefing held on that day, we have 
concluded an agreement to acquire shares of Orchard Therapeutics, a UK biopharmaceutical company. 

As noted outside the column, I would like to report on two matters concerning the transfer of the European 
established pharmaceuticals business held by our subsidiary Kyowa Kirin International, which I have been 
explaining to you since last year. 
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With regard to our joint venture with Grünenthal for 13 brands of established pharmaceuticals, as we 
mentioned earlier, the joint venture started on August 1. 

The transfer to ADVANZ PHARMA of the rights related to Tostran, which were not included in the scope of the 
transfer to Grünenthal, was completed on October 13. Sales revenue from the transfer will be reflected in Q4 
financial results. 

Many of you may have attended the briefing on the day of the meeting regarding the acquisition of Orchard 
shares, but I would like to briefly explain again. 

 

Please refer to page 21. 

First, let me explain the strategic significance of this deal. 

As we have explained since the beginning of the year, investments to strengthen our portfolio and in science 
and technology that will create new strengths are both important management challenges in realizing our 
vision of continuously creating life-changing value, and we believe that the acquisition of Orchard 
Therapeutics is a major step toward addressing these challenges and realizing our vision. 

Orchard is one of the leading providers of hematopoietic stem cell gene therapy, with one marketed product 
and two in development based on this technology. All three assets target rare diseases classified as lysosome 
diseases, for which there is a very high unmet medical need, and aim to realize treatments that can only be 
achieved with hematopoietic stem cell gene therapy technology. 

This technology has the potential to fundamentally cure diseases and is one of the modalities to meet 
increasingly sophisticated medical needs. However, the hurdles to establish a value chain to provide this 
technology and commercialize it are extremely high, and Orchard is one of the few companies that have 
established this as a business. 
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Thus, we believe that Orchard's know-how and technology, including its products, development products, and 
business platform, are of high strategic significance to us, as they address our business challenges and fit well 
with our vision. 

 

Next, it is a summary of the transaction. 

Orchard is a company that exists in the UK but is listed on Nasdaq in the US. 

The acquisition of the shares will be made by way of a scheme of arrangement under the UK Companies Act, 
whereby the shares held by all shareholders of Orchard will be acquired for cash. 

The acquisition price is USD16 per ADS, but Orchard shareholders retain the right to receive an additional 
USD1 per ADS as contingency consideration if OTL-200 receives US marketing approval from the FDA, for a 
maximum payment of USD17 per ADS. 

The total acquisition price is estimated to be USD387 million or JPY57.3 billion, assuming payment of USD16 
per ADS, and approximately USD478 million or JPY70.7 billion if OTL-200 receives US marketing approval. 
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Finally, the synergies we expect. 

Again, Orchard has a product and development products using hematopoietic stem cell gene therapy that has 
the potential to fundamentally cure for diseases with a single treatment, as for diseases with a very high 
unmet medical need and has established the necessary platform for its business. 

In addition to maximizing the value of Orchard, we believe that combining Orchard's experience, technological 
capabilities, and unique business model with high barriers to entry, with our own strengths will help us further 
develop as Japan-based Global Specialty Pharmaceutical company and strengthen our R&D capabilities in the 
creation of new drugs.  
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On August 1, the sale of a 60% stake in a subsidiary with the European established pharmaceuticals business 
was completed and the joint venture was launched. We will focus on key points and explain the profit/loss 
impact. 

The profit-and-loss impact related to the European established pharmaceutical business can be divided into 
three main components. 

The first are the sales revenue and the business profit/loss related to the 13 brands transferred to the joint 
venture with Grünenthal, the second is the gain on sale of shares and valuation gain related to the transfer of 
shares in the joint venture, and the third is the sales revenue from the transfer of the rights of Tostran business, 
which was not subject of business transfer to the joint venture. 

First of all, sales revenue related to the 13 brands transferred to the joint venture company, will be recorded 
as sales as sales royalties and license fees of Kyowa Kirin International instead of product sales from August 
onward,  since Kyowa Kirin International will continue to own the intellectual property of the 13 brands. 

In addition, an amount equivalent to 49% of the joint venture's current income will be recorded as equity in 
earnings/loss of affiliates. 

Next, regarding the profit and loss related to the transfer of shares in the joint venture, we sold 51% of the 
shares in our established pharmaceutical business subsidiary to Grünenthal on August 1, based on the alliance 
agreement we signed with Grünenthal last November and launched the joint venture. In connection with this 
sale, a gain on sale of a subsidiary shares were recorded. 

In addition, a fair value appraisal gain on the loss of control was recorded for the remaining 49% of the joint 
venture shares that are still held. The combined gain on the sale of 51% shares in the subsidiary and the gain 
on the valuation of the remaining 49% shares, amounting to GBP80.9 million or approximately JPY14.8 billion, 
were collectively recorded under other income in Q3. 

Finally, Tostran, which is no longer subject to the joint venture with Grünenthal, has signed an agreement to 
be transferred to ADVANZ PHARMA, which was closed on October 13. As a result, the Company expects to 
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record GBP62.5 million in sales revenue from the rights transfer in Q4. In addition, an additional GBP8.5 
million is expected to be recorded in sales revenue in Q1 of 2024, when certain contractual conditions are 
expected to be met. 
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Question & Answer 

 

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

Before I go any further, I would like to make one correction. 

Slide 15, this is the news flow of the main development pipeline. In the previous explanation, we said that we 
are aiming for the start of Q1 2024 for KK2260 and KK2269, but please note that the slides are correct, with 
2260 in Q4 2023 and KK2269 in Q1 2024.  

 

Yamaguchi [Q]: This is Yamaguchi from Citigroup Global Markets. Thank you. 

The first one is where you talk about Crysvita. I think there was a similar story about labels in Ultragenyx’s 
earnings call, but I don't understand it well and would like to ask again. 

Regarding your company's handling of inventory in actual sales, it came in negatively, and we are seeing the 
effects of that in July to September. However, in the future, there will be no impact, or it will be positive again 
because of the inventory buildup. Please confirm these two points. 

Kawaguchi [A]: Thank you for your questions, Mr. Yamaguchi. I, Kawaguchi, will answer the question. 

We are aware that this has no impact on actual demand, and that inventory levels to wholesalers, the so-
called special pharmacies, are low at the end of September due to this impact. It is our understanding that 
sales were affected on a shipment basis. 

So, we could return to normal if the inventory of Ultragenyx products is reduced to zero and the inventory of 
Kyowa Kirin products is at the same level. However, as of the end of September, that level was lower than 
before and ended. Therefore, we are saying that we are assuming that this will come back in Q4. 

Yamaguchi [Q]: So, looking at H2, the impact on sales is zero? 

Kawaguchi [A]: Basically, we think there will be no impact. 

On the other hand, as Sudo just mentioned, the back action from last year's high inventory and shipments 
that occurred in the first quarter, which Sudo just mentioned, may not all be recovered. We recognize that 
last year's level was too high, and we are considering bringing it to a normal level this year, so our current 
assumption is that a certain amount of negative impact will remain on the shipment base. 

Yamaguchi [Q]: Thank you very much. Are you saying that the allowance for returned goods is not reflected 
in the P&L? 

Kawaguchi [A]: The story about the reserve for returned goods is only for the end of September, and this is 
reflected in the P&L. Even if the Ultragenyx-labeled products are still partially in the special pharmacy, the 
company accounted for them as having been returned completely. Based on this, we have recorded negative 
sales for that amount, and for accounting purposes, the return process has been completed, and the inventory 
of Ultragenyx-labeled products is now zero. 

Yamaguchi [Q]: I understand. Thank you. 
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My second question is, I think there is a PDUFA in the US at Orchard, and of course, that is going to work, and 
I think there will be various, then, conditional consideration variations. For this PDUFA, there is the fact that 
it has been approved in Europe, and I don't know if there is an AdCom, but I think your company thinks that 
the probability of approval is very high, but is it high, not high, or maybe there is a risk, if any. Any comments 
would be appreciated. 

Fujii [A]: Thank you for your question. 

We have conducted the appropriate due diligence and checked various documents, including data, and we 
believe that the probability of approval is very high. 

Yamaguchi [Q]: Is there such a thing as AdCom? You don’t have any idea? 

Fujii [A]: I think that has not been decided yet. 

Yamaguchi [M]: So it hasn't been decided. I understood. Thank you. That’s all. 

Wakao [Q]: I’m Wakao from JPMorgan. Thank you. 

The first is the outlook for the next fiscal year. I think you mentioned that you wanted to increase profits in 
the next fiscal year as of Q2, but I am asking how you are doing at this point in time. 

I think the base business has been doing well in Q3, so I think it is possible to increase profits, but if Orchard 
is included, I think there is a high possibility that profits will decrease. Is my understanding right? 

In addition, since you are completing the Orchard acquisition in this Q1, will the Orchard acquisition impact 
be included in the beginning-of-period guidance that comes out in Q4 next year? Will there be an earnings 
forecast that incorporates the acquisition once it is completed? Please tell me about it. 

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

First of all, I would like to refrain from giving an answer to the forecast for the next fiscal year at this time, as 
it is being diligently formulated, partly due to the inclusion of Orchard. 

Then, in answer to your question about whether we will show an earnings forecast that incorporates the 
Orchard acquisition once it is completed, you are correct. For our part, we believe there is a high probability 
that the closing will take place when the financial results are announced in February next year. In that case, 
we would like to announce our earnings forecast, naturally factoring it in. If there is a delay, we would like to 
present the earnings forecast without Orchard once. 

Wakao [Q]: I understand. Basically, you are saying that you will announce the forecast which incorporates 
Orchard in the next Q4, right? 

Kawaguchi [A]: That’s right. 

Wakao [Q]: On the other hand, although it is being diligently formulated, I wonder if it would be difficult to 
create an increase in profits on the current base, excluding Orchard, considering that profits have not yet been 
generated with respect to Orchard, is that idea wrong? 

Kawaguchi [A]: I hope you understand that we are now firmly committed to including this as well. 

Wakao [Q]: I understand. 
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The second question I would also like to know from you is about Crysvita. In the end, if the allowance you just 
explained are added back, would it be correct to assume that Q2 and Q3 are almost flat? I would like to know 
how it was on a local currency basis. 

Also, you mentioned that Europe is slightly behind, but what happened in Europe? I believe that in Q2, you 
incorporated the German price reduction factor, but I understand that this had already been done in Q2, so I 
didn't understand why in Q3 you were behind against the plan. Is this what happened in Q2? Was there any 
other new factor which lowered the results than planned in Q3? Please tell me about this point. 

Sudo [A]: Okay, Sudo will answer your question. 

For the first point, as I mentioned earlier, in the US, the number of patients has been growing steadily in this 
quarter, rather than remaining flat. 

However, the change in the National Drug Code number, which was mentioned earlier, has had quite a large 
impact on the current situation, and we do not believe that the market trend itself has changed significantly. 
It is our understanding that the growth continues to be strong. 

As Mr. Wakao mentioned, what I said the "behind" is due to the price adjustment in Germany in Q2, and the 
"behind" is due to the effect of this. However, if you look at the overall picture, I hope you will understand 
that the number of patients is growing steadily. 

Wakao [Q]: So you mean the understanding is right that nothing specific happened in Q3, is that correct? 

Sudo [A]: Yes, you are right. 

Wakao [Q]: Also, I think that in Europe, outside of Germany, the prices are becoming much more severe, but 
we don't have a situation now where something like Germany happens in other countries, do we? 

Sudo [A]: Overall, I would say that prices in Europe, as well as in Poteligeo, are in a difficult situation, but to 
put it simply, I think they have reached a plateau. We have negotiated the price several times while expanding 
the indications, but I think you can understand that major events like this one will not occur at this level in the 
future. There are also external factors, and we will explain the situation again when we know more. 

Wakao [M]: Thank you. I understand very well. That’s all. 

Ueda [Q]: This is Ueda from Goldman Sachs. 

First, I would like to ask you about the Poteligeo in Europe. I believe that there was some talk about the spread 
of the mandatory discount in Q2, but since there was no mention of this impact this time, am I correct in 
understanding that this has been settled? 

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

I think it is fine as you understand it, Mr. Ueda. This mandatory discount is especially famous in Germany, and 
also famous in the UK and France, which will be affected by the policies for the coming year, but at this point, 
the effects are as already mentioned, and I hope you understand that the situation will not get worse toward 
the end of the year. 

Ueda [Q]: Thank you very much. 

The second point is the concept of SG&A expenses. I see that SG&A expenses have been decreasing since Q3. 
I understand that there are several factors, such as the effect of the change in scheme with Ultragenyx and 
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changes in the European established pharmaceuticals business, etc. What kind of impact did these factors 
have on your SG&A expenses and what should we base the SG&A expenses for the next fiscal year and beyond 
on? Please give me some suggestions. Thank you. 

Kawaguchi [A]: Thank you. Kawaguchi will answer. 

Regarding SG&A expenses, the profit-sharing expenses have been eliminated since April 27. This part is 
conversely switched to the royalty portion of the cost of goods sold. There is a kind of a flow of things in and 
out between SG&A and cost of goods sold. This will contribute to the full year in the next fiscal year, so this 
part will be seen as a factor that will reduce SG&A expenses to a certain degree, or rather, negative, in the 
next fiscal year. 

Also, as you pointed out, the establishments business, the SG&A expenses here will also be eliminated. This 
is after August in this fiscal year. These two factors will work as special factors to reduce SG&A expenses in 
the next fiscal year. 

On the other hand, as for the increase in SG&A expenses, the transfer of sales of Crysvita has incurred a 
considerable amount of personnel expenses, including those incurred before the transfer, which is the reason 
for the increase in SG&A expenses this term compared to the previous term. In this sense, however, this part 
of SG&A expenses will not be a major factor in the increase in the next fiscal year. 

Did I answer your questions? 

Ueda [Q]: Thank you very much. 

Looking at the quarterly trends, the amount of money from Q2 to Q3 has decreased more than from Q1 to 
Q2, although it is in yen terms. How can I interpret this background? 

Kawaguchi [M]: From the first to the second? 

Ueda [Q]: I think the second to the third probably has a bigger drop in your company's data. 

Kawaguchi [A]: As I mentioned earlier, the profit-sharing expenses have been eliminated since April 27, so in 
effect two months of May and June were affected in Q2, and Q3 is three full months gone. I guess that might 
be the largest reason, but we have not yet been able to analyze these figures thoroughly, so if necessary, 
please check with the IR department. 

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

Sakai [Q]: This is Sakai from UBS Securities. 

I understand that the method of settlement with Ultragenyx has been switched to sales royalty payment on 
this time, which is now recorded as the cost of goods sold, resulting in a lower gross profit margin rate, or in 
other words, the rate of the cost of goods sold is rising. 

I think this 75% is a little lower than what your company assumed, the original plan for the year. That is what 
I am thinking, but of course royalties will accrue not only this year, but also in the next fiscal year and beyond. 
I would like to know if you have any views on how the rate will change in the future, or if anything has changed 
in the situation. I wonder if there is any influence of exchange rate or something like that. I think your company 
is paid in dollars, but please let me know if there are any changes in that area. 

Kawaguchi [A]: Thank you for your question, Mr. Sakai. 
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You are quite right about that. One is that reason for the year over year decline in profit margin rate is largely 
and mostly due to the impact of the switch to royalty payments. In comparison to the plan, the gross profit 
margin rate is a little below the plan, as the forecast of 77% for the year landing, and 75% for Q3, as you can 
see.  

This is a one-time charge for the cost of goods sold, which includes a portion of manufacturing-related 
problems that resulted the disposal of some items. That part will be negative compared to the plan, so if there 
are no such factors, the gross profit margin rate would be the normal level for this fiscal year as assumed in 
the earning forecast. 

From the next fiscal year onward, the same concept as the profit-sharing mentioned earlier will be applied, 
but the impact of the royalty payments will come in throughout the year, which will have a slight negative 
impact on the cost of goods sold. On the other hand, this will be partially offset by the effect of the 
improvement in the product mix, as the ratio of high-margin global products is increasing year by year. We 
hope you can think of it as such. 

Sakai [Q]: I understand. Is it my understanding that the guidance for the next fiscal year will be announced in 
January, or February, probably when the financial results are announced, gross profit margin rate for the next 
fiscal year will return to about 77% of sales? 

Kawaguchi [A]: I have told you as much as I could about qualitative factors, so I would like to refrain from 
discussing specific figures. 

Sakai [Q]: I understand. 

Regarding R&D, have there been any changes or progresses with tivozanib? 

And KK2260 and KK2269 will enter clinical study phase soon, on the other hand, the development of KW-3357 
has been discontinued, though I am not sure how much of an impact these has had. 

You said that you schedule an R&D briefing in December. Sorry, I wasn’t quite sure of the dates, so tell me 
about your thoughts on the development pipeline, including the date of the meeting. As President Miyamoto 
said, you still have to enhance the late stage development pipeline, even if you have to spend more money. I 
think if you can spend the money, you can get it anything, but please tell me if your thought on strategic 
investment will remain the same. 

Torii [A]: Torii will answer your question. 

As for the KHK4951 (tivozanib), as it was mentioned earlier, we are now working diligently to prepare for the 
start of Phase II. The FDA's 30-day review has been added and is expected to begin on schedule. 

KK2260 and KK2269, and that the first-in-human test would run on two projects. On the other hand, there is 
quite a bit of change of going in and out, as the development of 3357 is discontinued. 

However, as only KHK4083 is the only global development pipeline in the late clinical stages, we still need to 
expand our late-stage pipeline. Although we have acquired Orchard this time, we will continue to pursue this 
strategy to enhance our pipeline in the future. 

That’s all. 

Sakai [Q]: Am I correct in understanding that both Neovascular age-related macular degeneration and 
Diabetic macular edema are started at the same time from Q4 of 2023? 
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Torii [A]: Yes, we will conduct a parallel Phase II test at the same time. 

Sakai [Q]: Do you feel that it would cost a lot of money there? 

Torii [A]: Yes, to a certain extent, we were prepared for that and decided on the policy. 

Sakai [Q]: I understand. 

Also, what are the dates for the R&D briefing in December? 

Torii [A]: We schedule it on December 11. 

Sakai [M]: I see. Thank you. 

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

Firstly, regarding the impact of the change in Crysvita's US label and the replacement with the new label, can 
you give us some concrete figures on how much it affected in Q3? 

Kawaguchi [A]: I am sorry about the specific numbers, let us keep them undisclosed. 

As for sales, as I mentioned earlier, we expect that that will recovered over the full year, and on the other 
hand, we need to dispose of items that have been returned or labeled as Ultragenyx products, but the cost of 
disposal associated with these items is about JPY0.1 billion, so the cost impact will not be large.  

Hashiguchi [Q]: Thank you very much. 

Related to that, I think Q2 is when the shipment of Kyowa Kirin-labeled products started, but at that time, did 
you experience a situation where there were slightly more sent products than returned products? 

Sudo [A]: Mr. Hashiguchi, Sudo will answer your question. 

In fact, there was a plan to do it gradually from Ultragenix NTC number to our products, but considering the 
confusion in the market, we thought it would be better to switch at one time, within a week or two, and that's 
why the changeover occurred in September.  

Hashiguchi [Q]: Thank you very much. 

The second point is the status of G-Lasta in Japan, and I believe the launch of the biosimilar is imminent. Could 
you please provide information on the share of sales of bodypod formulations with no biosimilars, and to 
what extent the share of bodypods in G-Lasta's sales has now risen? 

Fujii [A]: I’m Fujii. Thank you for the questions. 

The figures for just the bodypods of the G-Lasta are that we are unable to disclose them at this time. 

Hashiguchi [M]: I see. I understood. That’s all. Thank you very much. 

Moderator [M]: Thank you. 

There being no further questions, this concludes the online presentation on the financial results for Q3 of the 
fiscal year ending December 31, 2023. 


