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*Analysts that SCRIPTS Asia was able to identify from the audio who spoke during Q&A or 
whose questions were read by moderator/company representatives. 
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Presentation 

 

Miyata: My name is Miyata. I will be facilitating today's session, and this session is held using Zoom's webinar 
platform. 

 

As page three of the presentation material shows, we would like to go through today's proceeding per the 
agenda.  

We will take questions after the presentation. We plan to spend about 30 minutes on the Q&A session. 

Now, I would like to invite Dr. Okuda to give us the review of the Q1 result of 2024. 

Okuda: My name is Okuda. I am the president and CEO of Chugai. I would like to explain about the results of 
the Q1 of 2024. 
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Please refer to the slide on page five. 

Q1 made a strong start for the core business as expected. Revenue dropped by 24.1% YoY. This was because 
last year, in the same period, we had a supply of Ronapreve to the government worth JPY81.2 billion. Net 
income and operating profit, despite the revenue drop, dropped only 3.1%, respectively. Because we do not 
have income coming from Ronapreve anymore, product mix improved. OP margin was 43.1%, which was high. 

As you can tell, the core business domestically and globally made a good start. On a full-year basis, we are 
aiming to achieve a record-high number for both operating profit and net income as scheduled. 
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Moving on to the next slide, this shows our global product performance in Japan and overseas. 

As for Hemlibra, we see growth momentum for the overseas local sales, and in this fiscal year, we expect that 
export revenue will grow on a full-year basis. In the domestic market, due to the NHI price revision last year, 
revenue was flat. However, we are gaining market share. 

Now, for Actemra, export was negative. This was due to the timing of the shipment. Overseas local sales, due 
to some impact of biosimilars, dropped slightly, but this was within our expectations, and we will not change 
our full-year forecast for export. 

Alecensa export was negative compared to the previous year. However, this was due to the shipment timing, 
and we have not changed the export full-year guidance. 

In the US, early NSCLC indication has been added, and we have good expectations for future growth. In Japan 
and Europe, we are expecting to receive approval within this year. 

For Enspryng, we see strong growth domestically and globally. The results of gMG was unfortunately below 
our expectation. However, Enspryng has several ongoing studies targeting, for example, at TED, and we have 
big hopes for the success of those ongoing studies. 
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Starting this April, we have a new management team. As you can see on the slide, we have 10 team members 
with supervisory responsibility. They are going to utilize their expertise, knowledge, and experience. We are 
going to exchange various opinions. In order to achieve “TOP I2030,” this team is going to lead the business 
management. 

With this, I would like to conclude my presentation. 

Miyata: Next, I would like to invite Kusano to explain about the development pipeline. 

Kusano: I am Kusano from Project Lifecycle Management. I would like to explain about the development 
pipeline. 
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Please refer to page nine of the presentation. This is the list of the topics for Q1. 

For those approved and filed, except for CellCept, it's public knowledge-based sNDA filing. That information 
has already been published. 

For Piasky, this is the fifth Chugai- originated global product. Piasky was approved for PNH in Japan and China, 
and reviews are going on in EU and the U.S.. This brings great convenience through subcutaneous dosing once 
in four weeks. We would like to contribute to patients around the world. 

Alecensa was approved in the U.S. this year in April for the additional indication of ALK-positive early-stage 
NSCLC. This is the very first adjuvant therapy for that indication. There is no other ALK inhibitor for this same 
indication. We are bringing a new therapy to the patients. A review is going on in Japan and EU. 

Nemolizumab received filing acceptance for prurigo nodularis and atopic dermatitis this year in February in 
EU and the U.S. 
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Please move on to page 10. 

In terms of the initiation of study, we have three Roche products. RG6299 (ASO Factor B) will be explained 
later on. SRP-9001 is targeting non-ambulatory use in Duchenne muscular dystrophy. We started a global 
Phase III study. Glofitamab is targeted at previously untreated large B-cell lymphoma. Global Phase III study 
was initiated.  

Readouts have already been published. In the Enspryng gMG global Phase III study, we have achieved the 
primary endpoint. However, the results were below our expectations. As a reference, we have detailed 
information on the study on slide 20. Based on this time's results, we've discontinued the development. This 
time, the study results do not impact the risk/benefit profile of long-term use of Enspryng for NMOSD. We 
have other ongoing development effort for Enspryng in MOGAD, AIE and TED, etc so that we can offer new 
value to the global patients. 

And below that line of medical conference, we have already published the all information. Nemolizumab’s 
medical conference presentation and zilebesiran, where we signed a licensing agreement with Roche, will be 
explained later on. 
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Please move on to page 11. 

The major R&D events in 2024 are summarized here and have already been explained in the earlier earnings. 
This time, we have highlighted the progress in bold and underlined. 

 

Please turn to slide 12. 

For nemolizumab at the AAD Annual Meeting, the long-term data for atopic dermatitis and prurigo nodularis 
was published.  
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The lefthand side is the atopic dermatitis Phase III study results. The improvement of itchiness at week 16 
with nemolizumab continue to week 48. As you see on the purple line, even when the dosing interval is 
extended from once every four weeks to once every eight weeks, the efficacy was maintained. 

The righthand side is the Phase III study for prurigo nodularis. With the dosing of nemolizumab, the 
percentage of patients who saw improvement in itchiness for 52 weeks has increased, and in close to 90% of 
the patients, the itchiness was eliminated or almost eliminated. As you see on the blue line, for patients 
switching from placebo to nemolizumab, a similar result was seen in each study.  

As you see in asterisk 1 and 2, we saw improvement in skin lesions and sleep disorders. In each study for the 
safety, the results were the same as we have seen in the past. 

For both diseases in the United States and EU, the submission was accepted in February of this year. And in 
the United States for prurigo nodularis, Priority Review designation was made. 

 

Please turn to the next page, which is for newly developed ASO Factor B. 

 ASO Factor B is uptaken selectively by hepatocytes. It is a nucleic acid drug that inhibits complement factor B 
productions. 

The target disease, IgA nephropathy, is one of the designated intractable diseases. It is a chronic condition 
characterized by the deposition of IgA complement components in the glomeruli, leading to persistent 
symptoms such as hematuria and proteinuria. As the disease progresses, kidney function deteriorates, 
resulting in high blood pressure and signs of kidney failure.  

As illustrated in the left figure, ASO Factor B is selectively taken up by hepatocytes by repairing a sugar chain 
called N-acetylgalactosamine. Once inside the cell, ASO Factor B is released from the N-acetylgalactosamine, 
and binds complementarily to mRNA involved in the production of disease-causing proteins, forming a double-
stranded structure. This double-strand is then degraded by a specific enzyme, inhibiting the production of 
Complement factor B. 
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The right figure depicts the onset mechanism of IgA nephropathy. It is believed that the activation of the 
alternative complement pathway by complement factor B is a contributing factor to the onset of the disease. 
It is expected that by inhibiting the production of complement factor B with ASO Factor B, the activity of the 
alternative complement pathway can be suppressed. This in turn is anticipated to slow the progression of IgA 
nephropathy and maintain and improve renal function. 

 

Next is the licensed-in contract concluded with Roche, which is an RNAi therapeutic agent, zilebesiran. 

RNAi is a mechanism naturally present in living organisms, which controls the expression of genes by 
interfering with mRNA, the molecule that carries DNA's instructions to make proteins. RNAi therapeutics are 
a new modality that artificially utilizes this mechanism.  

One such RNAi therapeutic, siRNA, forms a complex with a protein called RISC, which is essential for RNA 
interference, after it enters hepatocytes. This protein complex binds to the disease-causing mRNA and breaks 
it down. Because this protein complex can break down mRNA multiple times, it is expected that zilebesiran 
can be administered once every six months. 
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Please turn to slide 15.  

zilebesiran is an RNAi therapeutic currently under development for hypertension. 

As indicated in the figure on the left, zilebesiran persistently inhibits the synthesis of angiotensinogen, which 
is at the very top of the renin-angiotensin-aldosterone system involved in blood pressure regulation. As a 
result, it is expected to demonstrate a long-term blood pressure-lowering effect.  

As shown in the figure on the right, in an overseas phase 2 study, when zilebesiran was administered in 
addition to standard treatment in hypertensive patients who were not responding adequately, a clinically 
significant reduction in blood pressure was observed at 3 months after administration compared to the group 
that received a placebo. Furthermore, there were no adverse events leading to death or study discontinuation, 
and any incidents of low blood pressure were temporary.  

There are many unmet medical needs in patients with poorly controlled hypertension, such as an increased 
risk of cardiovascular events. We aim to provide value to patients through this new modality, in collaboration 
with Roche and Alnylam. 
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On page 16 are the market sales of main projects. 

At the top, you see the domestic sales. On the lefthand side is Chugai originated products. On the righthand 
side is products in-licensed from Roche. At the bottom, you see overseas sales of in-house products that are 
under development or in the process of multiple developments. Therefore, Hemlibra and Alecensa, which we 
introduced to you last year, are not included. 

For Roche products that were disclosed last year in February, the reasons for changes are showing. Enspring 
has been removed for gMG, but we expect the potential to exceed CHF 1 billion. 

Although not included in the table, Hemlibra is expected to achieve further growth and gain more market 
share amidst intensifying competition. For Alecensa, NSCLC adjuvant treatment, additional indication, 
increasing sales is expected. 
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Next page, please. This is a submission schedule. 

The red stars are for new entry and the green is the change in submission year. With the progress of—just the 
submission year was changed for some. Please refer to the following slides for your reference. 
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Taniguchi: This is Taniguchi speaking. I am CFO of the Company. Now I would like to explain about the core 
base, the Q1 result. 

Please turn to page 26. The revenue dropped by JPY75.3 billion YoY, and it was JPY236.9 billion. Operating 
profit dropped by JPY3.3 billion, and it was JPY102.1 billion. The major reason for the drop was because last 
year in Q1, we had revenue of COVID-19 treatment, Ronapreve, which we do not have any more, so except 
for the Ronapreve impact, the revenue actually increased. 

Now out of the revenue, the product sales were JPY204.5 billion, dropped by 29.8%, which is JPY87 billion. 
Domestically, revenue dropped by JPY89.5 billion, including Ronapreve, but if we exclude Ronapreve, the drop 
range was JPY8.3 billion. The main factors are the impact of the NHI drug price reduction and the penetration 
of generics. 

Overseas, Hemlibra is doing well, up by JPY2.5 billion YoY, growth of 2.5%. The other revenue saw increase in 
Hemlibra royalty income and onetime income, and it was JPY32.5 billion, increased by 57% YoY, which is  
JPY11.8 billion. 

The cost of sales ratio was high with Ronapreve, but we don't have this anymore, so the cost to sales ratio 
improved by 16.3 percentage points and became 35.5%. 

On the expense side, we improved the efficiency. SG&A increased only by JPY200 million. For R&D expense 
under the RED SHIFT, drug discovery and early development project progressed quite well and R&D expense 
increased by JPY5.1 billion. 

As a result, operating profit was JPY102.1 billion; OP margin, 43.1%, up by 9.3 percentage points; and net 
income was JPY76 billion and dropped by 3.1%. 

 

Next is the change in product sales. 
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Domestic oncology area, revenue dropped by 6.5%, equivalent to JPY3.9 billion. Due to the impact of  generics 
penetration, Avastin revenue dropped. And the growth of Phesgo, a combination drug containing the Perjeta 
and Herceptin, sales exceeded the drop of each drug. 

For the specialty, revenue dropped by 64.6%, which is JPY85.7 billion. But the Ronapreve JPY81.2 billion and 
Tamiflu JPY4 billion revenue drop impacted quite largely. Except for those two, the revenue was in part with 
the previous year's level. 

We have seen the NHI drug price revision impact. However, Vabysmo and Enspryng sales grew nicely. 
Overseas sales grew by 2.5%, equivalent to JPY2.5 billion. Actemra is seeing the impact of biosimilar. However, 
Hemlibra and Enspryng grew their export sales. 

 

Moving on to the next page. This shows the change in operating profit. 

From the left, you can see gross profit. This dropped by JPY8.7 billion. As you can see, we had a negative 
impact from the NHI price decrease and export unit price. However, we complemented that with the increase 
of exports. However, we were not fully able to absorb that. 

On the other hand, other revenues increased JPY11.8 billion. This was due to an increase in Hemlibra royalties 
and lump-sum income such as milestone. 

Expenses are as described above. This is the change in operating profit. 
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This is the quarterly change in cost and profit. 

This shows basically the quarterly trend. To your left, you can see Q1 of last year. The size of the bar is quite 
big, but this is due to the Ronapreve. But since then, the profit level has been normalized. There are some 
changes in the timing of export. Sales recognition timing as a result varies, thus quarterly profit can move. 

 

Next page shows the structure of revenue on a quarter basis. 
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In Q1 of 2023, we recognized the sales of Ronapreve to be supplied to the government. As a result, domestic 
product sales were boosted. Regarding overseas product sales, I would like to explain about this later in more 
detail, but the revenue drop in Actemra was somewhat compensated by Hemlibra. 

 

Next page. This shows the progress against the full-year guidance published at the beginning of the year. 

Last year, due to the impact of Ronapreve, Q1 number was looking quite high. This year's Q1, both sales and 
expense items are trending as per our expectation. The Q1 domestic product sales are impacted by the lesser 
number of business days, meaning that sales volume tends to be low in Q1 compared to the other quarters. 
And in overseas product sales, the export to Roche due to the production and exporting schedule can move 
by product on a quarterly basis. But just like domestic sales, the number in Q1 tends to be lower compared to 
the other quarters from April and beyond. 

Regarding Hemlibra royalties, the rate increases against full-year cumulative sales, meaning that we have a 
tiered structure, meaning that the royalty tends to go up towards the end of the year. 

For the expenses, the expenses are expected to fall under our full-year expectations. And based on those 
situations, in general, things are moving as per our expectations, as per our full-year guidance announced at 
the beginning of the year. 
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To the next page to more details. Sales by product, progress against the full-year forecast of sales. 

There are some variations, but roughly speaking, things are progressing as expected. Like Vabysmo, there are 
products where the progress seems to be slow. However, overall, we are expecting an increase in sales. For 
the full-year estimate, there will be basically no change. 

 

 

Next is the impact of the foreign exchange rate. 
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For exports to Roche, royalty income from Roche and purchase transactions affecting product costs in foreign 
currency, approximately 80% of scheduled transactions are hedged with forward foreign exchange contracts 
in the previous year. However, due to the application of hedge accounting, the remaining 20% will be in an 
open position and exchanged at the spot rate in the unit in which transactions are executed. This part is the 
exposure to changes in currency, which is one of the major factors for the difference from the initial 
assumption.. 

 

First, let me explain the comparison with the original forecast rate in the first quarter. As a result, we gained 
JPY1.1 billion on an operating profit basis. This means that, mainly on the revenue side, there was a slight 
difference between the forecast of hedging at the beginning of the term and the actual amount of transactions 
in foreign currency for each month, and the revenue was recorded at the yen's depreciation rate, which is 
more favorable than the forecast rate for the entire full year. 

In addition, the assumed rates differ each quarter and for the entire year because the underlying forward 
foreign exchange contracts are implemented throughout the year of the previous year, resulting in a slight 
difference between the annual average rate and the rate for each quarter at which the actual allocation to 
hedged transactions occurs. 

 

For the comparison against the previous year, if you look at the far lefthand side, the exchange rate has had  
yen's depreciation since last year. In terms of Chugai’s business, yen's depreciation tend to be  positive for the 
revenue side, but it tends to be negative for the expense side. As for the net position, in the case of our 
company, there is a strong portion on the revenue side, and in terms of operating profit, there was a profit 
contribution of JPY17.7 billion compared to last year as the difference in the actual rate based on exchange 
rates.

 

So far, I have talked about the profit and loss statement. But from the next page on, I will talk about the 
balance sheet. 
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Total asset was JPY1,897.8 billion, compared to the end of last year, minus JPY34.7 billion. As of end of year, 
the account receivables were received and because of that, the numbers went down. But net own capital has 
increased because of profits, so shareholders' equity ratio has increased 2.4 percentage points to 86.5%. And 
for net cash, since year-end of last year, we've seen an increase of JPY25.6 billion. As of the end of March, 
JPY764.6 billion. 

 

Here, we look at the net cash changes. 

Basically, cash in from operating activities and a decrease in net working capital are included in operating cash 
flow and free cash flow, and this is the balance remaining after the payment of corporate taxes and dividends 
paid, and we still received JPY25.6 billion in positive cash flow. 
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The next page is about the situation of investments. This has not changed significantly from the 
announcement in previous results earning call. 

As this overlaps with what I mentioned last time, for an important point for manufacturing, at the bottom, 
Ukima factory, UK3 We have planned to allocate JPY20.3 billion to UK3 at the Ukima Plant, a manufacturing 
building for biological APIs that is already operating, and this includes investment in improvement and 
expansion, as well as countermeasures of CFCs and HCFCs. 

As for R&D, CPR in Singapore will be expanded. The facilities are to be moved and with it, a SGD60 million 
investment is expected. 

For the medium-term environmental targets, JPY109.5 billion for capital expenditure regarding environmental 
countermeasures is expected. 
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The next slide is noncore adjustments. I have talked so far on a Core basis. This shows how this can be bridged 
to figures based on international financial reporting standards. 

The intangible assets of amortization was JPY400 million. Also for restructuring expenses was JPY400 million. 
The old research centers in Kamakura have moved. And after the movement, costs were incurred. In addition, 
business rebuilding expenses was JPY1.4 billion due to ongoing project related to ERP. With the project, 
temporary business rebuilding expenses are incurred. 

That is all from my side. We are looking forward to your questions. 
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Question & Answer 

 

Miyata [M]: Now we would like to move on to the Q&A session. Takano, the Head of Marketing &Sales Div., 
will be joining the Q&A session. 

Muraoka [Q]: Hello. I am Shinichiro Muraoka speaking from Morgan Stanley. Thank you. I would like to ask 
you questions regarding the pipeline. Maybe you will tell me to ask this question to Eli Lilly, but this year, in 
March/April, oral product such as amycretin showed a good result and data. Some foreign investors are 
worried that orfroglipron doesn't seem to be so efficacious compared to amycretin. But I don't necessarily 
agree with them due to a small amount of data. But the current oral drugs data, when you compare those 
with orforglipron data, if any, what do you see any disadvantages of orforglipron  against the other 
competitor's product being developed ? 

Kusano [A]: Muraoka-san, thank you very much for your question. We have licensed out this compound to 
the Eli Lilly and for type two diabetes, there are six studies going on. And then three studies going on for 
obesity. We have heard that first patient dosing was made. Detailed questions should be directed to the Eli 
Lilly. I'm afraid that I have to tell you that we should refrain from  commenting on any evaluations for this 
compound. 

Muraoka [Q]: What about the competitor's data? Were you surprised to see their data? Was their data within 
your expectation? 

Kusano [A]: Thank you for your question. Once again, we cannot comment on the competitors' drugs. We are 
not in a position to make any comment. Please allow me to refrain from responding to your question. 

Muraoka [Q]: Understood. Maybe I'm going to receive the same answer again. For GYM329, I would like to 
ask about the thinking behind the study for obesity. I believe GYM329 is designed to increase muscles  rather 
than decrease it. As for clinical trial for weight reduction, the curve of weight reduction will show  very 
different curve compared to in the trial with GLP-1? Is that your assumption at the moment? Or does it start 
to decline very suddenly or rapidly? 

For the Phase I results to come out, what should we be expecting? If you can briefly talk about that. 

Kusano [A]: Thank you very much, Mr. Muraoka, for your question. For obesity, GLP-1 receptor agonist is 
attracting attention. Using it with incretin seems to be a possible option for treatment. Incretin does cause a 
reduction of weight, but with that, muscles also are decreased in addition to fat. GYM329, as you know, 
increases muscles, so if it is used with incretin, the muscles come down, but that muscle may be recovered. 
As a result, if fat alone will be reduced, it will have a positive impact on health and daily life of the patient. 
However, at what speed will the muscles come back? We have not seen the data yet, and therefore, we cannot 
comment. 

Muraoka [Q]: Currently, you are in Phase Ib. This is monotherapy. So the message is, don't worry if the weight 
does not come down that much or if you noticed an increase in muscles. The weight might go up, that may 
be a concern, but it is very difficult to identify how much expectations we should have for this drug. Can you 
share with us the profile or image of the results you have with this drug? 

Kusano [A]: Thank you very much. This is a Roche-led Phase I study. And the purpose of this study is to 
examine PK/PD and safety. With regards to the content, after we get the data, if there is something that we 
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can share, we would like to see it. But currently, it is a Roche-led study and, therefore, at this moment, we are 
not in a position to make any comments. We would like to refrain from making any comments. 

Muraoka [M]: Thank you very much. I would like to wait for the results to come out. 

Wakao [Q]: This is Seiji Wakao speaking from JPMorgan. Nice to talk to you today. My first question is related 
to Hemlibra sales in US. Can you comment on that, please? Based on your presentation, international and 
Europe, the sales have been expanding. However, you didn't really comment on the sales in US. 

When I look at the Roche number this time, YoY, it is minus 1%. I wonder how you see the future of US 
performance. As far as I remember, YoY US has never really shown this kind of YoY trend. And the prescription, 
I guess, is growing. I was surprised to see this number. Volume, price, can you comment on any change on 
volume and sales price, if there are any? 

Taniguchi [A]: This is Taniguchi speaking. Thank you for your question. The information was disclosed just 
today. We don't have any additional information. For international, Europe, it's still growing, but for US, minus 
1%, probably there are some seasonality impacts, but I don't think it's appropriate to make a comment based 
on our guess and speculation. We do not disclose share, but we understand that share is still growing, so we 
are not really worried. 

Wakao [Q]: Thank you very much. So even when we look at US performance only, there is no major change 
from your previous thinking? 

Taniguchi [A]: Right. 

Wakao [Q]: Thank you. The second point, on Enspryng gMG results, what is your take on the result? This 
project is discontinued because the results did not achieve the number you and Roche had set. But why do 
you think you were not able to meet the expectations? You didn't have a Phase II study. And because of that, 
is that the reason for not being successful? Or if you look at the current data, it seems like the placebo is quite 
strong and maybe that had an impact. Or is it simply that for both Enspryng and placebo, the results were too 
strong? Can you tell us why this was not successful? 

For Phase III, in your case, you have always been successful. You were not able to be successful this time. Why 
is that? I'm not sure if this is the first, but—well, actually, I was surprised that you were not able to meet the 
expectations. Can you tell us about the background? 

Kusano [A]: Thank you very much for your question. Just one point before I answer that question. Well, 100% 
success for ourselves, that is in case of first indication, we have always been able to meet the primary endpoint. 
With the expansion of indications, there are some failure cases in the past. 

Now for the results that we see now, for the gMG Phase III study, if you look at the primary endpoint, the 
activities of daily life of patients are looked at. From the start of treatment to week 24, we look at the average 
change. The Enspryng group versus placebo, statistically, there was a difference. However, between Roche 
and ourselves, we have predetermined and assumed results and were not able to meet that endpoint. We've 
looked at various subgroup analyzes. But with Enspryng, large clinical benefits may be seen with some patients. 
That was our expectation. But consistently, we saw similar results. 

As you know, multiple bioproducts are already being launched. A meaningful benefit may not be able to be 
provided to the patients in addition to those. We decided not to file in Japan, and Roche's decision is the same. 
The cause is difficult to identify. And so other companies have done clinical trials, and it's very difficult to do 
a direct comparison. But a primary endpoint is activities of daily life and that was slightly different from other 
companies' clinical trials. 
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As you know, interleukin-6 is controlled with Enspryng in the upstream, so it was stopped at an early stage 
and the observation period was 24 weeks. Maybe if we observe for a bit longer, a better result will be seen. 
This is just imagination. At least with this study, statistically, there was a difference, but we were not able to 
go beyond what we had assumed in the beginning. 

Wakao [M]: Thank you very much. That is all from my side. 

Miyata [M]: Next, from Citigroup Securities, we have Yamaguchi-san, please. 

Yamaguchi [Q]: This is Hidemaru Yamaguchi speaking. Thank you. My first question is related to the analysis 
of operating income. You talked about the decrease of the export unit price. I think this was due to Alecensa. 
But do you have any breakdown by product? 

Taniguchi [A]: This is Taniguchi speaking. Thank you for your question. Details are not disclosed. Actemra has 
a big volume. Hemlibra, the percentage of international is growing. The pricing is different from EU and US. 
These are two major change factors. In light of volume, these two factors are big impact. No further 
information can be disclosed other than them.  

Yamaguchi [Q]: So Actemra was reduced, that was the impact of biosimilars? 

Taniguchi [A]: There was not much impact on Roche's disclosed numbers, but we export beforehand. And we 
are starting to see some impact there. 

Yamaguchi [Q]: Thank you very much. The second question, market sales update. With the revision of value, 
I wasn't able to understand this disclosure policy of change with annotation two. 

Taniguchi [A]: This is Taniguchi speaking. Last year, at this time, a similar slide was presented. Since then, we 
did some alignment with Roche, so a common template or format is to be used, we decided. 

Basically, for global peak sales, as you see here, it is more than CHF1 billion. This kind of template will be used 
on a global basis. We've aligned ourselves. For domestic sales, this is the sales in Japan. Over JPY5 billion or 
JPY10 billion is the interval of the threshold we have. We've talked with Roche so that we can show the 
numbers in a unified way like this. 

Yamaguchi [Q]: And you already mentioned to Hemlibra and Alecensa. Hemlibra, I think you talked about 
competitors, but I think the numbers were somewhere between 4,000 to 8,000 in the previous slide. Did this 
range change in this time? And for Alecensa, I think you now it includes  an early line indication. Did you 
assume this  early line indication from the beginning? Or have you included this new indication and turn out 
to be increased or decreased compared to the previous number? 

Taniguchi [A]: This is Taniguchi speaking again. For Hemlibra, it is very difficult to show an outlook. Starting 
this time, we are not showing those numbers. For Alecensa, this is different from an adjuvant discussion. 
Somewhere between 500 million to 1 billion is the number that we are assuming.  

Yamaguchi [Q]: For Alecensa, you don't disclose a number, but it's a positive? 

Taniguchi [A]: That's for adjuvant, yes. 

Yamaguchi [M]: Thank you very much. 

Miyata [M]: Next is Hashiguchi-san from Daiwa Securities. 
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Hashiguchi [Q]: This is Kazuaki Hashiguchi speaking. Thank you. My first question is related to zilebesiran, 
target of licensing and the impact of future business. Segment-wise is oncology and specialty, and I think sales 
has been categorized as such. zilebesiran is targeted at hypertension, so it's not associated with oncology and 
specialty. But amongst the hypertension, unlike ARB, this is like a special pharmaceuticals. Is that how you 
position zilebesiran? Or is there a different concept of licensing? With this licensing, are you going to change 
your sales structure? If that is the case what is your approach to the product licensing going forward? Is there 
going to be any change? 

Kusano [A]: Hashiguchi-san, thank you very much for your question. This is Kusano speaking. First of all, the 
reason why we licensed-in zilebesiran this time was because regardless of the therapeutic area, we are trying 
to overcome unmet medical needs. We would also like to offer innovative pharmaceuticals. And this time, we 
have licensed-in zilebesiran from Roche. At a poor control with the conventional drugs and  unmet needs for 
patients with high risk of cerebrovascular, we thought can be met by this new modality drug. That's why we 
have decided to license-in zilebesiran this time. 

And in terms of the sales structure, as you know, Roche Group will be actively licensing in diabetes drugs. So 
cardiovascular or metabolic diseases oftentimes are associated with many complications, so we expect big 
synergies. 

Roche, Chugai, our target drugs are the one to see high unmet needs, yet conventional drugs cannot address 
those unmet needs. We are basically focusing on the promotion of the specialty area in hospitals. Regarding 
the commercial structure, we would like to consider it in the future in cooperation with multiple division 
including Sales and Marketing, Drug Safety, and MA.. 

Hashiguchi [Q]: Depending on how the clinical development goes, is there a potential of replacing existing 
drugs? And if so, will you be teaming up with companies that are strong in those areas for sales? Or at this 
moment, there is almost no possibility or you haven't thought about that? 

Kusano [A]: Thank you very much for your question. At this moment, we are not thinking about that possibility. 
But later on, when we see the data, we would like to consider what is best. 

Hashiguchi [Q]: Thank you very much. The second point, this is related to the answer you gave to a previous 
question. The export unit price is coming down was the question, and you talked about the volume in your 
answer. After the biosimilar is launched, the impact on volume was seen beforehand, but the impact on unit 
price is not seen yet. It will be seen at a later stage. Is that correct? 

Taniguchi [A]: The unit price impact, when the biosimilars are more widely used, we will see more impact. 
Yes, that is correct. 

Hashiguchi [Q]: After you see an impact on Roche's sales price, there will be an impact on the sales price from 
Chugai to Roche. Is that correct? Chugai's sales price will not come down in expectation of Roche's prices 
coming down. Is that correct? 

Taniguchi [A]: This is Taniguchi speaking. The price strategy of Roche or biosimilar launch, it depends on the 
market penetration. I cannot say that there is a correlation at this point in time. 

Hashiguchi [M]: Thank you very much. 

Miyata [M]: Thank you. Next is from AllianceBernstein Securities, Miki Sogi-san, please. 

Sogi [Q]: I have questions on overseas sales of Actemra and Alecensa. As for Actemra, the penetration of 
biosimilar is expected. That's why the Roche orders started to decline compared to last year. As a result, 
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overseas sales are dropping. That's how I interpret it. But for Actemra, Is there a possibility that Roche will 
reduce the inventory?? And for Alecensa, Alecensa is not really impacted by a biosimilar or generics. But in 
the international market, I understand that if sales grow, then unit price drops. But with that factor alone, can 
we explain the downward impact fully? 

Taniguchi [A]: For Actemra, the penetration of biosimilar is very difficult for us to grasp accurately. And if 
biosimilar penetration goes up, then our brand product export will drop. But at this point of time, it's very 
difficult for us to forecast. Our forecast is set in a conservative manner, assuming that biosimilar penetration 
will happen early. But if biosimilar penetration comes in slower than our expectation, then we don't need to 
see that drop in export sales so much. Is that okay? 

Sogi [M]: Yes. 

Taniguchi [A]: And Alecensa, I talked about Hemlibra earlier, but Hemlibra, outside of Japan, not in EU and 
US, as we sell more to the international market, then the unit price tends to drop. So I think your question 
was about Alecensa? 

 

Sogi [Q]: Yes, I was talking about Alecensa. Alecensa is not really impacted by generic entry, but compared to 
last year, exports dropped by 16% this time. And this year, your company's export full-year guidance about 
Alecensa is almost the same as last year's actual. I wonder what is behind this. 

Taniguchi [A]: For Alecensa, when we export Alecensa, we export in a certain lot in bulk. Based on the 
inventory situation, export volume can change every time. Roche global sales and our export volume are not 
aligned fully. Depending on the inventory situation, our shipment timing and shipment volume are adjusted. 
Sometimes our export sales don't look big, but for Alecensa, we have an expectation on adjuvant therapy, so 
sales can grow in the long term, but when we look at this year on a single-year basis, it may not be necessarily 
the case. 

Sogi [M]: Thank you very much. I see. In terms of phasing, I think it will match a major trend in about a year. 
According to what you have just said, for Alecensa, it will be changed even by a year. 

Taniguchi [A]: If you do a phasing, in one year, you will come back to the major trend. But in the case of 
Alecensa, every year, there will be a shift, not on a quarterly basis but on an annual basis, well, the volume 
itself is not very large. So that can happen. 

Sogi [Q]: Thank you very much. I have another question about Hemlibra royalties. The Swiss franc was very 
strong at the end of 2023. And now it has come down against the euro or dollar, and that situation is expected 
to continue. But for the Hemlibra royalty forecast, Swiss francs against euro and US dollar, what is your FX 
assumption of the Swiss francs? In other words, if the Swiss franc continues to be strong and if that is your 
assumption, currently, the Swiss franc has come down. So the Hemlibra royalties that you will be receiving 
may go up. Is that correct? 

Taniguchi [A]: The basis of royalty is global sales. A lot of those sales come in other currencies like US dollars. 
If you look at the currency relationship, the non-Swiss franc currencies will be converted into Swiss francs and 
then you calculate. If the Swiss franc becomes stronger against the yen, for example, it doesn't necessarily 
mean that it is advantageous. 

Sogi [Q]: Sorry. What I want to say is that the Swiss franc, when it becomes weaker compared to US dollars 
and euros. If the Swiss franc is too strong, US dollar-based and euro in Hemlibra in Swiss francs will be 
discounted. So the royalty for you will be discounted on a calculation basis. So with the weaker Swiss franc, 
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Swiss franc-based ex-Japan, Hemlibra sales may be higher than you had expected. And the Hemlibra royalty 
that you will be receiving may go up. Is that a possibility? 

Taniguchi [A]: It depends on the currency. And when the Swiss franc becomes stronger against the Japanese 
yen, that is a possibility. But when you exchange from Swiss francs to Japan, it is hedged in the previous year 
in 80% cases. In terms of difference with the planned rates, there is not much impact. 

Sogi [M]: Thank you very much. 

Miyata [M]: Next is from Goldman Sachs, Ueda-san. 

Ueda [Q]: This is Akinori Ueda speaking from Goldman Sachs. First of all, with regard to Hemlibra, new dosage 
form. This time, based on the Roche presentation, they talked about the new vial option and dosing kit. And 
I guess we need to wait until the presentation at the medical conference. But I think you are receiving 
feedback from the clinical field. 

What kind of improvement can we expect? For example, dosing adjustment per body weight or injection site 
reaction, would there be any improvement? 

Takano [A]: Thank you very much for your question. I am Takano from Sales & Marketing Div. With regard to 
the dosage form, we cannot talk about the details related to disclosure of Roche, but here in Japan, we have 
a similar form. Going forward, including a new device, there has been some options planned. Currently dosing 
kits are appreciated well by the physicians. 

Ueda [Q]: Next is about the NXT007 development status. At last year's ISTH, the healthy subject data was 
disclosed. When will the patient part data be disclosed? And for this study, I think you increased the number 
of cases. Why did you increase the number of cases? 

Kusano [A]: Thank you very much, Ueda-san, for your question. This is Kusano speaking. For detailed 
development plans, I am not able to talk about that. For Asia, including Japan and in EU and US, healthy 
subjects and hemophilia A patients are included. And safety, PK, PD, and efficacy are being evaluated in the 
Phase I /II study, which are ongoing. 

With regards to the results, at the moment, I would like to refrain from disclosing any information. As you 
mentioned, we have added cohorts. This is related to the development plan, so at this moment, we cannot 
disclose information. But once we have the results, I hope we can have an opportunity to introduce those 
results to you. 

Ueda [M]: Thank you very much. 

Miyata [M]: We are afraid that time has already passed. With this, we would like to conclude today's session. 
With this, we would like to conclude the Conference on FY2024 Q1 Financial Results. 

There are some questions, unfortunately, which we were not able to respond to. For those of you whose 
questions are not answered, please let our IR team know, and this is the contact information. 

Once again, thank you very much for your participation despite your busy schedule. This is the end of the 
conference. 

[END] 

______________ 
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Document Notes 

1. Speaker speech is classified based on whether it [Q] asks a question to the Company, [A] provides an 
answer from the Company, or [M] neither asks nor answers a question. 
2. This document has been transcribed based on interpreted audio provided by the Company. 
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