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Presentation 

 

Miyata: Thank you very much for attending today's financial results briefing for Q3 of the fiscal year ending 
December 31, 2023. I am Miyata from Corporate Communications, and I will be facilitating today's session. 
Thank you. 

Today's session will be conducted via Zoom webinar. Please turn to the agenda shown on page three of the 
slides. Questions will be taken in batches after all presentations have been completed. The Q&A session is 
expected to last 30 minutes. Please note that your audio will be muted during the presentation. 

Now, Dr. Okuda will present an overview of Q3 of FY2023. 

 

Okuda: Thank you. Okuda here. I will now provide a summary of Q3 of FY2023. 

Please see page five of the slides. Revenue increased 14.8% YoY, operating profit increased 13.9%, and net 
income increased 17.5%. Domestic sale of new products and mainstay products and exports to Roche of  in-
house products continue to grow steadily. There is no change in the forecast for FY2023, and we expect to 
achieve our initial forecast. 
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Page six. This graph shows the change in revenue compared to the same period last year, from January to 
September. Excluding Ronapreve, revenue grew steadily during this period, up JPY87.9 billion, or 13.1%. 

I will present this from left to right. Regarding domestic sales, sales volume increased due to steady 
penetration of new products and mainstay products. These effects absorbed the impact of negative factors 
such as NHI price revisions, resulting in an increase of JPY21.2 billion. 

Next, in overseas sales, FX impact and growth of sales volume significantly outweighed the impact of lower 
export unit prices, resulting in an increase of JPY55.8 billion. Export sales of Hemlibra and Alecensa were 
particularly strong. 

Other revenue increased primarily due to the increase in royalties on Hemlibra's intellectual property and 
profit-sharing income. 

As a result, the core business, excluding Ronapreve sales, grew steadily, resulting in an increase in revenues. 
For the full year, related to core business, revenues and profits are expected to increase in line with our initial 
forecast. 
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Page seven. I will continue with an overview of the progress made during the first nine months of the current 
fiscal year with regard to pipeline and core products that could affect growth in the short, medium, and long 
term. 

Although Actemra is expected to be affected by maturation and other factors, the Company is making steady 
progress, mainly in in-house projects, with the aim of achieving sustainable growth. Both Hemlibra and 
Alecensa, the current mainstay products, are seeing further market share gains and sales growth. Hemlibra 
obtained an additional indication of Hemophilia A (moderate) in Europe. Alecensa met its primary endpoint 
in a Phase III study, and we are preparing to expand its indications in early-stage NSCLC. 

We anticipate that crovalimab, nemolizumab, Enspryng, and orforglipron will drive growth in the short to 
medium term. We have successfully completed pivotal studies, developed simultaneously for multiple 
diseases, and initiated Phase III studies, and are making good progress toward global market launch, market 
penetration and revenue growth. 

In the mid to long term, three new in-house antibody projects started this year. Also, in LUNA18, we have 
confirmed the oral absorption of mid-size molecules. Subsequent projects are also showing solid results in 
terms of both quality and quantity. 

Progress is also being made in laying the groundwork for accelerated innovation, including the full operation 
of the Chugai Life Science Park Yokohama. We will continue our activities to become a top innovator in the 
healthcare industry as stated in TOP I 2030. 

Mr. Yamaguchi will explain specific R&D progress in Q3 later in this presentation. That is all from me. 
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Tetsuya Yamaguchi: Thank you. Yamaguchi here. See slide nine. This slide covers Q3 topics. 

Information about launch and approval has already been announced. Of these, Phesgo is a subcutaneous 
formulation of Perjeta and Herceptin combined with vorhyaluronidase, which is administered subcutaneously 
for five to eight minutes, compared to the conventional 60- to 150-minute intravenous infusion. Medication 
adjustments are also no longer necessary, reducing the burden on patients and medical facilities. 

Four trials have started. I will talk about Enspryng in more detail later. 

We participated in the Phase III study of tiragolumab in hepatocellular carcinoma. We have initiated a 
domestic Phase III study for Gazyva for extra renal lupus. 

RG6139, which entered Phase I, will be explained later. 

In phase transition, we began participating in a global Phase I/II study for Alzheimer's disease with 
trontinemab. The brain shuttle technology, which enhances the transport of the blood-brain barrier, is 
expected to have high clinical efficacy due to the removal of strong amyloid-β. 
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Please proceed to the next slide. Both trial readouts and conference presentations have already been 
announced. 

The results of ALINA study for Alecensa in adjuvant therapy will be discussed later. BEAT-SC, a Phase III study 
for Tecentriq and Avastin in small cell lung cancer, led by the Company and Roche China, met its primary 
endpoints of progression-free survival. 

The CONTACT-02 trial for Tecentriq and cabozantinib in a second-line prostate cancer, co-developed with 
Takeda, has met one of its primary endpoints, PFS. 

I will mention the conference presentation of the three pivotal trials of nemolizumab later. 
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Please proceed to the next slide. Here is the progress of this year's major R&D events. I have already indicated 
this, but the underlined portion here is the progress this time. 

 

Please proceed to the next slide. Here are the results of the Alecensa in non-small cell lung cancer adjuvant 
therapy trial presented at ESMO. 

About half of the patients with NSCLC with completely resected who are eligible for this study have 
experienced recurrence of the disease and have high unmet medical needs. As shown in the graph, which 
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represents disease-free survival, Alecensa reduces the risk of disease recurrence or death by 76%, compared 
with the chemotherapy group. 

Also, although not shown on the slide, the incidence of intracerebral recurrence, which is a major clinical 
problem, was reduced by 78%. No new safety findings have been identified. As the first adjuvant therapy with 
an ALK inhibitor, we will submit this data to authorities around the world. 

 

Please proceed to the next slide. Next, I will discuss the results of the global Phase III study of nemolizumab 
in atopic dermatitis and prurigo nodularis presented at EADV, the European Academy of Dermatology & 
Venereology. 

The first slide shows the results of ARCADIA, global Phase III studies for atopic dermatitis. The percentage of 
patients who improved IGA (Investigator’s Global Assessment) 2 points or more is shown in the upper panel 
and the percentage of patients who achieved more than 75% improvement in eczema area & severity index  
is shown in the lower panel. In both studies, there was a statistically significant increase in the percentage of 
patients who improved in the nemolizumab group, both in overall cases and in severe cases of pruritus. In 
addition, all secondary endpoints were met and improvement in sleep disturbances was confirmed. The drug 
was well tolerated, and the safety profile was consistent in both studies. 
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Please proceed to the next slide. Next, we show the percentage of patients whose PP NRS, a measure of 
pruritus, improved by 4 points or more through 16 weeks. 

In both studies, the nemolizumab group, blue line, showed more sustained improvement in pruritus than the 
placebo group, gray line, both in the solid line, all patients, and in the dotted line, severe cases of pruritus. 

In particular, statistically significant improvement in pruritus was observed even after the initial one, two, and 
four weeks of treatment, confirming the rapid suppression of pruritus that is characteristic of nemolizumab. 
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Please proceed to the next slide. Next are the results of OLYMPIA 1, a global Phase III study for prurigo 
nodularis. 

The left half shows the percentage of patients who improved at least 4 points over 16 weeks on the PP NRS, 
a measure of pruritus, and the right half shows the percentage of patients who improved significantly on the 
IGA. 

Both showed statistically significant improvement in the nemolizumab group. All secondary endpoints were 
also met with nemolizumab, and improvement in sleep was also observed. Nemolizumab was well tolerated. 
These results are consistent with another global Phase III study, OLYMPIA 2, which was announced earlier. 
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Please proceed to the next slide. Next, I will show you the change in pruritis symptoms from prurigo nodularis 
up to 24 weeks. 

The nemolizumab group, indicated by the blue line, showed statistically significant improvement in pruritus 
after four weeks of treatment. Here, too, nemolizumab has been shown to rapidly suppress pruritus. 

Common symptoms in patients with atopic dermatitis and prurigo nodularis are poor sleep and reduced 
quality of life due to pruritus. We expect that nemolizumab, which targets IL-31 signaling involved in pruritus 
and inflammation, will be an effective and safe treatment for patients worldwide with these diseases. 
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Now, please proceed to the next slide. We have the slide of the paper and conference presentation related 
to AMY109 organized here. 

First, in a monkey model of endometriosis, we have confirmed that IL-8 contributes to the development of 
inflammation and fibrosis in endometriosis. If anti-IL-8 antibodies are administered, there is a reduction of 
pathological changes associated with endometriosis. The results are shown in the lower right graph. 

In the Phase I study of AMY109, we have confirmed good tolerability and blood dynamics in single dosing in 
healthy adults and multiple dosing in patients with endometriosis, and we are now preparing for the Phase II 
study. With AMY109, we aim to provide an antibody drug that provides new value through its anti-
inflammatory and anti-fibrotic effects, which are different from those of conventional hormone therapy. 
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Please proceed to the next slide. I will then discuss the global Phase III study of Enspryng in thyroid eye disease. 

Thyroid eye disease is an autoimmune inflammatory disease of the orbital tissues, as seen in Graves' disease 
and other conditions. The lower right corner of the slide depicts the orbital tissue as seen from the inside of 
the eye. Thickening of the orbital tissues can cause a variety of eye symptoms, impairing vision and 
significantly affecting quality of life. 

In thyroid eye disease, elevated IL-6 levels and a correlation between inflammatory symptoms of the eye and 
IL-6 levels have been reported. Inhibition of IL-6 signaling by Enspryng is expected to reduce inflammatory 
responses and fibrosis and improve eye symptoms. 
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Please proceed to the next slide. Tobemstomig is a bispecific antibody that binds to two immunosuppressive 
checkpoint molecules, PD-1 and LAG-3. It also preferentially binds to tumor-infiltrating cells, blocking their 
signals and activating T cells. 

In addition, the drug binds preferentially to effector T cells rather than regulatory T cells, which is expected to 
avoid immunosuppressive effects. A phase I study has been initiated in Japan for the treatment of solid tumors. 
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Next slide, please. Finally, the schedule for future applications is shown. Those with red stars are new 
additions, and green stars are projects whose year of application has changed. Based on the progress of trials, 
we have changed the year of application for some items. 

The following few pages are for reference only, please refer to them as appropriate. That is all from me. 

 

Miyata: Finally, Mr. Itagaki will give an overview of the consolidated financial results and core results for Q3. 

Itagaki: I will explain the details of the financial figures. See page 32. 
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Adjustments from full IFRS-based results to core results are shown at right. The four items are the same as in 
Q2, and the total increase over the past three months is JPY1.9 billion, all of which are within the expected 
adjustment range. 

Early retirement incentives, including additional retirement benefits and outplacement costs, totaled JPY10.4 
billion. This has not changed since Q2. These adjustments will add back JPY23 billion in the operating profit 
stage, resulting in an operating profit of JPY340.5 billion on a core basis. 

The following explanation is based on this core base. 

 

See page 33. For comparison purposes, this chart shows what would happen if the presentation changes and 
reclassifications made this year were applied to last year's results. 

Revenues are shown JPY200 million lower, but operating profit and quarterly income remain the same. The 
following slides are also based on the previous year's core results, after reclassification. 
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See page 34. The table shows the YoY profit/loss results for Q3. 

Revenue was JPY837.6 billion, up 14.8%. Domestic sales increased 10.7% thanks to growth of new products, 
including Ronapreve, and mainstay products. Overseas sales also grew by 21.7% with increases in sales of 
Hemlibra and Alecensa. Other sales revenue grew 12.9%, mainly due to higher royalty income of Hemlibra. 

The cost to sales ratio increased by 2.4% points to 43.1%, mainly due to foreign exchange rates. 

R&D expenses increased 20.5% due to investments in research and early development, including the start of 
operations at Chugai Life Science Park Yokohama, and progress of development projects. On the other hand, 
SG&A expenses increased only 4.5%. 

Other operating profit totaled JPY16.3 billion, including income from the disposal of product right of Bonviva, 
and gains on sales of property, plant, and equipment. 

As a result, operating profit increased by JPY340.5 billion, or 13.9%. Operating margin was 40.7%. 

The net financial income of JPY3.5 billion, which included gains on foreign exchange derivatives, brought 
quarterly income to JPY250.3 billion, an increase of 17.5%. 

Sales, operating profit, and net income all reached record highs in Q3. 
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Next, page 35. This is a breakdown of change in sales of manufactured goods. 

The dark blue block in the lower left, the domestic oncology area, saw a 2.6% increase in sales. Looking at the 
individual products in dark blue on the right, sales of Avastin, Kadcyla, and Herceptin were down due to price 
revisions, biosimilars, or competitive products. Growth of Polivy and Tecentriq exceeded these negative 
factors. 

The next block in light blue, the specialty area, showed an 18.4% increase in sales, the largest of which was a 
JPY20.4 billion increase for Ronapreve. Even excluding Ronapreve, domestic sales in the specialty field 
increased by JPY16.5 billion, or 11.8%, or 10% range growth. Looking at individual products, Vabysmo, 
Enspryng, Hemlibra, and Evrysdi are growing. 

The gray block, the overseas area, also continued to perform well with a 21.7% increase in sales. The four 
products we export to Roche, including Hemlibra, Alecensa, and Actemra, are all growing. 
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Please proceed to page 36. This is a breakdown of the increase in operating profit. 

The second to fourth bars on the left show a factor breakdown of the increase in gross profit. The negative 
effects of the price revision and export unit prices were absorbed by the increase in volume and the effect of 
yen depreciation, resulting in a JPY39.6 billion increase in gross profit. 

Next, other sales revenue increased by JPY10.9 billion. This includes a negative JPY10.9 billion impact from 
the Royalty 2 on the initial shipment of Hemlibra, which expired last year. Excluding the impact of Royalty 2, 
other sales revenue increased by JPY21.8 billion. 

The JPY21.8 billion increase includes a JPY17.9 billion increase in regular royalty and profit-sharing income 
and a JPY3.8 billion increase in milestone income. The increase in R&D expenses and SG&A expenses and 
other operating revenues has already been explained. 
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Next, from page 37, there are three more slides showing quarterly changes. 

The quarterly transition has been variable, depending on whether or not there have been government supply 
of Ronapreve. Ronapreve sales totaled JPY142.8 billion in Q4 last year, and JPY81.2 billion in Q1 of this year. 
We are not particularly concerned about this variability. Therefore, since time is limited, I would like to skip 
the explanation of this slide of quarterly trends, and jump ahead a little. 

 

Page 40. This is the progress against the full-year forecast. 
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The progress rate of revenue is 78.3%, 15.8 percentage points higher than last year. The rate of progress has 
also been affected by Ronapreve. Looking at the progress rate of sales in the domestic market, the figure is 
79.2% this year, 20 percentage points higher than last year's 59.2%. 

Excluding Ronapreve, the progress rate this year would be 75.6% and the difference from last year would be 
about 3.1 percentage points. 

Progress toward the full-year forecast for overseas sales is also up from last year, at 82.7%. That is 15.9% 
points above last year's figure. Since overseas sales inevitably change with the timing of shipments, it is 
difficult to say whether the progress rate alone is favorable or unfavorable, but sales of Hemlibra at Roche are 
stronger than we had expected, and this has led to strong exports. 

In terms of costs, I think it is safe to say that cost of sales, R&D expenses, and SG&A expenses are generally in 
line with expectations. Other operating revenues have already met the full-year forecast. 

Overall, the government supply of Ronapreve and the timing of other operating income, in addition to strong 
exports, have resulted in fast progress in terms of profits. Now that we are on track to achieve our full-year 
forecast, we just have to see how much further we can go. With less than two months to go, that means we 
are almost there. We will continue to do our best. 

 

Now, I would like to turn to page 41, which is the sales progress of individual items. 

In overseas sales, oncology and specialty sales are generally in line with expectations. However, when looking 
at individual products, there is some variability in progress, which is indicated by the arrows as good or bad. 

Among them, in the oncology area we can see that Polivy, Perjeta, and Alecensa are performing particularly 
well. In the specialty area, Enspryng and Edirol are also performing well. Also, the forecasts for Tecentriq and 
Vabysmo were quite bullish, and it appears at present that these may be a little tough to achieve. 

Overseas sales are strong, and although there are some bumps in the road for individual products, exports of 
Hemlibra are particularly strong. Overall overseas sales are on track to exceed the full-year forecast. 
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Now turn to page 42. This slide covers foreign exchange impacts. 

As shown in the graph on the right, the trend of yen depreciation has been continuing since last year, but it 
seems to have reached a plateau. 

However, in our case, we use the rate we hedged against in the previous year for actual settlement, so as 
shown in the table below left, the actual settlement rate is about 10% to 16% lower than the rate for the same 
period last year. 

As a result, as shown in the table above, the depreciation of the yen compared to the previous year had a 
favorable effect on earnings and a disadvantageous effect on costs, resulting in a net increase in operating 
profit of JPY9.8 billion. In addition, some transactions were not hedged against the assumed and planned 
exchange rates, and the weakening trend of the yen in the market also had a favorable impact of JPY3.1 billion 
on the operating profit level. 
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Now let's move on to page 43. This slide shows the profit/loss of the so-called base business, excluding the 
impact of COVID-19. 

This fiscal year, Ronapreve's government supply totaled JPY81.2 billion, a JPY20.4 billion increase in revenue 
compared to last year. In addition, the export of Actemra IV formulations has been affected by the decline in 
COVID-19-related demand. Comparing like-for-like, we can see a negative of JPY10.2 billion. The net effect of 
this was JPY10.3 billion, which is the effect of the increase in sales of COVID-19 treatment. You can see from 
the graph how this relates to the 13.3% increase in revenue of the base business. This is shown in the top 
graph. 

Similarly, in terms of operating profit, COVID-19 therapeutic profits are down JPY5.8 billion. 

The reason for the negative effect of JPY5.8 billion in profit despite the positive effect of JPY10.3 billion in 
revenue is that Ronapreve's profit margin this year is considerably lower than last year. This is because of the 
higher purchase price of Ronapreve because of the weaker yen. Therefore, excluding the negative impact of 
JPY5.8 billion, the graph below shows a 16.1% increase in operating profit for the base business. 

This means that sales and profits in the base business are experiencing double-digit growth. We can confirm 
here that the business continues to be strong. 

This concludes the explanation of the profit and loss slides. 
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Page 44 shows the balance sheet. 

If you look at the second line from the bottom on the left, total net assets increased by JPY110.6 billion from 
the end of last year to JPY1.535 trillion. Below that, the ratio of shareholder equity is 84.4%, a very robust 
financial position. 

Net cash, shown in the middle of the chart, increased by JPY115.7 billion from the end of last year to a balance 
of JPY618.8 billion. 
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The breakdown of this change in net cash is explained on page 45. 

The first factor is cash flows from operating activities. There was JPY357.7 billion in adjusted operating profit, 
the second from the left. The decrease in net working capital of JPY117.9 billion is due to the cash collection 
of JPY142.8 billion in Ronapreve sales supplied at the end of last year. 

After deducting JPY61.9 billion for capital investment, operating free cash flow was positive at JPY413.6 billion. 

The cash outflows include JPY171.6 billion in income taxes and JPY131.2 billion in dividends, resulting in a net 
cash increase of JPY115.7 billion over the nine-month period to JPY618.8 billion at the end of September. 



 
 

 

Support 
Japan 050.5212.7790    North America  1.800.674.8375  

Tollfree  0120.966.744 Email Support     support@scriptsasia.com 
28 

 

 

Page 46, this is the last slide. This is the status of the main investments. There are no additional projects from 
Q2. As for the update on the results of investment activities, all activities are progressing as planned. 

This concludes my presentation. Thank you very much. 
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Question & Answer 

 

Miyata [M]: We will now move to the question-and-answer session. Please be advised that Mr. Hidaka, 

Executive Vice President,Head of Marketing & Sales Division, is also present for the Q&A session. 

 

Wakao [Q]: This is Wakao from JPMorgan, thank you very much. I would like to ask about Q3, and the outlook 
for the next fiscal year. 

I deeply understand that the key point for the current fiscal year is how much the full-year forecast can be 
exceeded due to strong exports of Hemlibra. So, can we extrapolate this trend and expect profit growth in the 
next fiscal year as well? 

On page seven, you listed risk factors and other information. In looking at the next fiscal year, how do you 
anticipate that growth of your current growth driver, Hemlibra, will change? Also, how do you anticipate that 
the risk factors you have listed will change? Thank you. 

Okuda [A]: Thank you for your question, Mr. Wakao. Okuda here. Regarding your question about the outlook 
for the next fiscal year, I would like to refrain from making any specific comments at this time. 

This year, revenue and operating profit both grew steadily, as I explained in my presentation as the core 
business, excluding COVID-19 related effects. However, you are aware that this will not be the case in the next 
fiscal year, since we had sales of JPY81.2 billion this fiscal year by government deliveries of Ronapreve. This is 
right. 

Hemlibra's global sales have been quite strong. If you look at our market share, we are now at 40%. 
Accordingly, exports from Chugai have been higher than expected. That's one point. 

Looking overseas, for example in the UK or France, the market share has increased considerably. Roche's 
explanation is that there are some countries where the patient share is over 60%, so I think it is safe to say 
that this is expected to continue to be steady growth. 

Another factor is Actemra. As I have explained, several companies are developing Actemra biosimilars. 
Fresenius Kabi announced the approval of both SC and IV formulations in Europe in September of this year. 
However, as we have already announced, we have entered into a settlement agreement. 

There is also Biogen and Bio-Thera, the IV formulation of which was approved in China in January 2023. It was 
announced that an IV formulation was approved in the U.S. in September of this year. As we announced at 
15:00 today, we have entered into settlement agreements with both Biogen and Bio-Thera worldwide. 

As is the case with both Fresenius Kabi and Biogen, please note that the details of the contract are not 
disclosed, in accordance with the contract. 

However, in 2023, we expect the impact of the biosimilars this year to be very limited. In 2024, we expect 
some degree of competition to enter the market. We will explain next year's earnings forecast when we 
announce our full financial results next year, and I would like to explain at that time about our sales forecast 
for Actemra. That is all from me. 
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Wakao [Q]: Thank you very much. As for the next fiscal year, there is some degree of competition for Actemra, 
and next fiscal year it will be due to biosimilars. 

I thought that the fact that it was only a little bit was not a factor that would cause a significant downward 
swing in the earnings forecast, or a downward swing compared to the current term, but I guess it is difficult 
to forecast Actemra's total net sales for the next term? How do you rate the likelihood of Actemra contributing 
to increases in earnings in future years? 

Okuda [A]: I used the phrase "some degree of," because it has been confirmed that the launch has not yet 
started at this point. Therefore, it is difficult to predict the competition and the speed of penetration of 
biosimilars. 

We will discuss this in more detail at our financial briefing next February. Of course, such forecasts are based 
on our figures, which take a little time to put together. I hope you can appreciate that. 

Wakao [Q]: Of course, thank you very much. Secondly, for nemolizumab, based on the data you have obtained 
this time, could you comment on the market penetration that you originally envisioned, or whether you will 
be able to gain market share against Dupixent? 

In terms of suppressing pruritus, which is one of its strengths, I have the impression that it is not as capable 
as Dupixent, so I would like to know what your company thinks about it based on this data. 

Tetsuya Yamaguchi [A]: Thank you. As to the degree of efficacy, including itch suppression, compared to 
Dupixent, I am of course aware that it is very difficult to make comparisons between trials. In addition, a 
single-agent study and our study, which was a combination study, are two quite different things, which further 
complicates comparison. We understand that the figures are in the context of combination therapy, with a 
bottom-up increase. 

Therefore, we feel that nemolizumab is competitive enough to enter the market, especially in the area of 
pruritus, as we had expected. Given that there is a subgroup of patients for whom suppression of pruritus is 
a major priority, these results would support our expectations of sales for this product. 

Wakao [Q]: Thank you very much. By the way, the placebo is a bit high, is there any background to this? 

Tetsuya Yamaguchi [A]: Since it is inevitably a combination therapy, we have not compared it with other trials, 
so I think that improvement may have been observed in the area of such combination therapy. I do not have 
any further explanation. I'm sorry I don't have more to say on that. 

Wakao [M]: Okay, thank you very much. That is all. 

 

Muraoka [Q]: Hello. Morgan Stanley, Muraoka. Thank you very much. 

This is a continuation of Mr. Wakao's question about positives and negatives for the next fiscal year. I would 
like to ask you about Actemra and the inventory adjustment of other products as well. I know you talked about 
the inventory adjustment of Hemlibra a year ago at this time. Is there any possibility of further adjustments 
or other elements like this in the near future? This type of event is difficult for us to appreciate as outside 
observers. 

Regarding the Company's thinking about Actemra, is it based on the idea that it is better to make a 
conservative forecast and get better results, or is it more likely to be based on the assumption that the lawsuit 
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settlements mean that there is likely to be less of an effect? It would be helpful if you could guide us in this 
area to the extent possible. 

Okuda [A]: Thank you for your question, Mr. Muraoka. Okuda here. I will give you my response, and CFO 
Itagaki will respond to you regarding the prospects for inventory adjustments. 

The situation with Actemra is as I explained earlier. We will make what we believe to be the most appropriate 
projections to the extent possible, and then, including local sales and inventory adjustments, we will consider 
our export projections for next year's announcement of the full financial results. Therefore, for us, we will not 
be conservative, but will make the best forecast. 

As for Hemlibra, local sales growth has been quite strong, and we expect this momentum to continue, as 
explained earlier. 

I will hand over to Mr. Itagaki. 

Itagaki [A]: Regarding inventory adjustment, this is all about Roche-side inventory adjustment affecting our 
exports. First of all, regarding Actemra, if we look at the current results, this year's Actemra exports have 
grown by 8.1% YoY, but as I mentioned earlier, there has been a considerable impact from the depreciation 
of the yen. Therefore, if we do it on a volume basis, it would be rather negative. 

On the other hand, if you look at Roche's Q3 sales, you see a 1.9% increase. However, since a considerable 
amount of time has passed since the COVID-19 pandemic settled down, I don't anticipate that an inventory 
adjustment would happen next year.  

I would also like to say a few words about Hemlibra. From the beginning, we predicted Hemlibra exports this 
year would be affected by the adjustment of Roche safety stock, which would have an impact of about JPY20 
billion on our exports. In conclusion, we believe that inventory adjustments have occurred. 

Similarly, exports of Hemlibra have increased by 27.5% over the same period. Naturally, there is also the 
positive effect of the yen's depreciation. On a volume basis, I think it is probably a little more than 10%, but 
on the other hand, Roche's external and third-party sales grew 19.8% compared to the previous year, so our 
volume of exports is still a little lower than the Roche assumption. We can verify that inventory adjustments 
are still occurring. 

As we have said since the beginning, we expect inventory adjustment to be almost completed by the end of 
this year. Although inventory adjustments were made as initially planned, the progress rate is already 93.3% 
toward the full-year forecast of JPY181.5 billion in exports, and exports are also doing well, pulled by Roche's 
external sales. 

We had forecasted that the full-year forecast would be JPY9.6 billion less than the JPY191.1 billion last year, 
but at this point, I think we will exceed the full-year forecast or even last year's results, so there will be no 
impact from inventory adjustments next year. We are now hopeful that the momentum is very strong and 
that it will continue next year. 

I would like to explain the specific figures at the time of the next financial results briefing. 

Muraoka [Q]: Thank you very much. Thank you for your detailed explanation. 

One more thing, about the orforglipron royalties, there was a lot of talk in the market at the end of September, 
and I think Roche is saying that it is a tiered, at most in the teens. but can you just tell me if I am wrong about 
this comment that came out from Roche? Thank you. 
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Itagaki [A]: We have a confidentiality agreement with Lilly, so I can't say anything about the details of the 
contract. Therefore, please be aware that I cannot comment on whether it is or not, or even whether that is 
accurate or not. 

Muraoka [M]: I understand. Thank you, that's all. 

Miyata [M]: Next, Mr. Yamaguchi, Citigroup Global Markets. Please go ahead. 

Hidemaru Yamaguchi [Q]: Thank you very much. I would also like to ask about orforglipron. I believe they 
said, "high teens." 

I understand that you and Lilly have an agreement that you can't say anything about this, but at the risk of 
sounding strange, if the confidentiality agreement is lifted to some degree in the future, including with Lilly, 
could you say something about this? 

Itagaki [A]: Itagaki here. Since the contract does not provide for the termination of the confidentiality 
obligation, I think that from the outside, when royalties are paid in the future, as is the case now, we do not 
disclose how much is paid for each individual item, but you can only guess by looking at the picture of the 
overall rise and fall of the royalty rate. 

Hidemaru Yamaguchi [Q]: Thank you very much. My second question is about GYM329, which is now being 
clinically tested, including in combination. I understand that Roche mentioned at their presentation that they 
are focusing on the muscle-enhancing aspect of this drug and using it to treat diabetes and obesity in areas 
where muscle mass is lost. What opportunities do you see in this compound? 

Tetsuya Yamaguchi [A]: Yamaguchi here. We are currently in the process of investigating the possibility of 
GYM329 in the area of rare diseases such as neuromuscular deterioration. 

Naturally, we have been discussing with Roche about the possibilities and future development of this area, 
and the possibility of increasing muscle mass and addressing the calorie consumption associated with obesity, 
which you have mentioned, cannot be denied. I think this is a very interesting area, with a great deal of 
potential. We are currently discussing whether or not this should be pursued in light of the total product 
profile, including the efficacy of the drug. 

Of course, there is a very large market potential for enhancing muscle mass and muscle strength in addition 
to obesity, so we will discuss how to proceed with the development of this product and will provide an 
appropriate explanation when the trials are started. 

Hidemaru Yamaguchi [M]: Thank you. That is all. 

Hashiguchi [Q]: Hashiguchi here. Thank you. The first is about the pace of impact on sales based on the results 
of the ALINA trial of Alecensa. 

As for whether this treatment is really necessary compared to the advanced or recurrent stage, I think OS data 
tend to be much more important in the perioperative period. I understand that even at the time of osimertinib 
for EGFR, despite the overwhelming difference in DFS from the beginning, doctors were cautious when the 
OS benefit was not yet available, and in fact, the guidelines stated as such. Acceptance of the drug increased 
after the OS benefit data became available. 

I understand that it will take some time for data showing the OS benefits to emerge, since only six OS events 
have been reported in this presentation. I wonder if you could tell us when we can expect to see data showing 
the benefits of OS in the future. 
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Tetsuya Yamaguchi [A]: Yamaguchi here. As you pointed out, I think you are aware that it is quite a while 
before we can see OS results with this adjuvant. 

We believe that the market has changed considerably, as you mentioned with osimertinib. From the very 
overwhelming DFS extension this time around, I think one can expect considerable penetration. 

However, on the other hand, considering the fact that adjuvant therapy is different from advanced or 
recurrent disease, or considering the changes in adjuvant therapy in the perioperative period of lung cancer, it 
is true that we have not yet painted a picture in which sales of adjuvant therapy will account for a large 
majority of the total sales of Alecensa. In fact, we do not have such a picture in mind. 

Hashiguchi [Q]: Thank you. My second point is about orforglipron's royalty rate, and communication with the 
market. 

When I ask Roche, they explain that it is the analyst's interpretation that the figure that it is in the teens or 
high teens. It means there is no such communication. Therefore, I fully understand your position, but I would 
like to ask for your comments on whether or not Roche has said. 

If Roche did, I understand the confidentiality obligation, but I think there should be a change in the method 
of communication, as in the case of the recent disclosure of the tiragolumab data because it had already been 
released. 

Okuda [A]: Okuda here. Thank you, Mr. Hashiguchi. Please understand that we cannot comment on whether 
it was said or not. As I have explained earlier, there is a contract between Eli Lilly and CHUGAI, and due to 
confidentiality obligations, I will not disclose the economic terms of orforglipron. I apologize. I hope you can 
appreciate our position. 

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

Matsubara [Q]: My name is Matsubara, Nomura Securities. Thank you very much. I also have two questions. 

First of all, I would like to start with Vabysmo. In your explanation, you mentioned that it would be difficult to 
achieve the forecast for this fiscal year. Could you please explain the current sales situation, including whether 
new patients are continuing to increase and what the switching is? 

Hidaka [A]: Thank you for your question. Hidaka here. 

Vabysmo was initially a highly anticipated drug for patients who were not responding well to previous 
treatment, or for patients who wanted to extend the interval between treatments but were unable to do so. 
In some cases, the drug is used for such patients, and it has been difficult to obtain a sense of its effectiveness, 
but in such cases, data from Japanese patients have recently been published at medical meetings. 

In this context, including overseas Phase III trials, we have obtained equivalent, close to equivalent, or even 
better results, and we would like to promote the uptake of the drug, especially for naïve patients, while 
monitoring the data. That is all from me. 

Matsubara [Q]: Thank you very much. Next, I would like to ask about tobemstomig. but I believe that 
Opdualag is a competitor that is approved for this. Can you tell us about the potential of this drug in your 
Company at this time, such as its superiority over the competitor, or whether you believe it has efficacy in 
non-small cell lung cancer and breast cancer, where LAG-3 expression is high? 
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Tetsuya Yamaguchi [A]: Thank you for your question. This is a bispecific antibody, which is expected to have 
a stronger anti-LAG-3 effect on T cells that infiltrate tumors expressing PD-1. 

Although it may not be a well-established concept yet, there are data showing that when LAG-3 is blocked, 
the inhibitory function of regulatory T cells is enhanced. In the sense that the degree of PD-1 and LAG-3 
suppression is a key factor, our current view is that the profile of tobemstomig may be superior to the 
competitor. 

Please understand that the target cancer types are still undecided at this stage. 

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

Miyata [M]: Thank you very much. Next, Ms. Sogi, AllianceBernstein. Thank you. 

Sogi [Q]: Thank you very much. Please tell us about the Avastin and Tecentriq for small cell lung cancer trial 
that was announced today. 

This is a clinical trial in Japan and China, and the PFS has been achieved, but the OS has not yet been achieved. 
Can you tell us the reason behind Japan and China have been involved in the trial? Is the plan to go ahead 
with filing for approval in Japan and then China regardless of global trial plans? 

Also, I think that PFS is the only primary endpoint and OS is secondary, but can you tell me if this means that 
if OS is not achieved, the study itself is still positive? 

Tetsuya Yamaguchi [A]: Thank you for your question. Yamaguchi here. Before answering, I'd like to address 
the question of why this trial was conducted in Japan and China. It was actually originally planned for Japan 
only, and we had a lot of demand from China to expand. Incidentally, 37 facilities participated in the program 
in Japan, while 17 facilities participated in the program in China. 

The trial results are positive. However, we do not have the OS results yet, and we are following up on that. 

On the other hand, we are still in the process of obtaining the data for our application strategy, so we will be 
looking at the data carefully to see if this will allow us to make an application. We are still in the process of 
considering the best way to proceed in the context of the situation in China and Japan, so we are unable to 
give an answer at this stage. Thank you. 

Sogi [Q]: Thank you very much. I understand that China wanted to do this, but Roche did not do it globally in 
the first place, so can you tell us the background behind this project? 

Hidaka [A]: Hidaka here. Originally, Avastin itself was not approved for small-cell lung cancer, but very good 
data were available. And as for Roche, there were some things related to tiragolumab that made it difficult 
for them to go through with this study. There was a strong desire from clinicians to try it in Japan, and that is 
how we decided to start. 

As mentioned earlier, China wanted to enter the trial, so both countries decided to work together to promote 
the project, and here we are today. That is all. 

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

Miyata [M]: Thank you very much. We apologize, but we have reached the scheduled end of the session. The 
next question will be our last. Now, UBS Securities, Mr. Sakai. Thank you. 
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Sakai [Q]: Just one question. I know there have been a few questions about orforglipron today. I don't intend 
to ask about the royalty rate, but I would like to review or rather refresh my memory about the position of 
this drug in the GLP-1 agonist market. 

Recently, opinions of GLP-1 agonists have been going up and down a bit, and the impact on the stock prices 
of other sub-sectors, such as medical equipment and food products, has become so large that it is affecting 
the stock prices of other sectors. Is this just about obesity or are we also looking at things like further 
development of GLP-1? Or is this a correction to a very sudden increase in interest? 

I think there are many ways to look at this, but I think it would be better to ask Mr. Yamaguchi about this, but 
from your perspective, what is the current situation of the GLP-1 market and how do you think orforglipron 
should be positioned within this market in the future? What would be the best choice for CHUGAI? If you have 
any thoughts, please let me know. Thank you. 

Tetsuya Yamaguchi [A]: Thank you, Mr. Sakai. This is only my perception, but I believe that the effect of GLP-
1 agonists on obesity is strongly recognized, and that obesity has become a major health issue on a global 
scale. 

GLP-1 agonists have been very strong in reducing blood sugar and obesity, but Novo's formulations have 
penetrated the market to a greater extent, and I believe that the market has recognized the necessity of this 
product. 

In addition, Eli Lilly has released a GLP-1 injectable that has shown very good data as well, and there are now 
products that have both GIP and GLP-1 agonist activity, or even triple. I think we are in a situation where the 
recognition of needs and the recognition of effectiveness are advancing in tandem. 

On the one hand, of course, we are fully aware of the development of such injectable formulations in our 
relationship with Eli Lilly, but on the other hand, orforglipron's oral profile is overwhelmingly ahead at the 
moment. In that sense, there is a great deal of expectation and attention being paid to this drug right now. 
That is how I perceive it. 

Sakai [Q]: At this stage, would you say there is no need to be concerned about the side effects or adverse 
events that some people are talking about? 

Tetsuya Yamaguchi [A]: If the side effects you mentioned are the on-target effects of GLP-1 agonists such as 
nausea and vomiting, the pharmacokinetic profile of orforglipron seems to be very stable, and I think it is 
relatively manageable or not at a level that would cause problems. I do not see this as a problem. Of course, 
we would like to confirm the results of the Phase III trials. 

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

Miyata [M]: This concludes the presentation of the financial results for Q3 of the fiscal year ending December 
31, 2023. For questions that could not be answered due to time constraints, please contact IR separately. 

Thank you very much for taking time out of your busy schedule to join us today. Thank you. 

[END] 

______________ 
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2. 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. 

3. This document has been translated by SCRIPTS Asia.   
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