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Presentation 

 

Miyata: ¢Ƙŀƴƪ ȅƻǳ ǾŜǊȅ ƳǳŎƘ ŦƻǊ ŀǘǘŜƴŘƛƴƎ ǘƻŘŀȅϥǎ /I¦D!L tI!wa!/9¦¢L/![ /hΦΣ [¢5ΦΩǎ ŦƛƴŀƴŎƛŀƭ ǊŜǎǳƭǘǎ 
briefing for the fiscal year ended December 31, 2023. 

I am Miyata of Corporate Communications, and I will be facilitating today's session. Thank you. 

Today's event will be a combined on-site session and Zoom webinar. The agenda for today's meeting can be 
found on the audience screen, on the web screen, and on page three of the presentation materials. Our 
presentation will follow this agenda. Please note that there will be time for screen capture on each section. 

Questions will be taken in batches after all presentations have been completed. The Q&A session is expected 
to last 30 minutes, so we hope you will be proactive and ask questions. Please note that your audio will be 
muted during the presentation. 

Now, Dr. Okuda will give  FY2023 overview and FY2024 forecast.  

Okuda: My name is Okuda, Company President and CEO. I will provide FY2023 overview and FY2024 forecast. 
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Please see page five. For the full year of 2023, revenue exceeded JPY1 trillion for two consecutive years, 
reaching JPY1.1114 trillion. Operating profit was JPY450.7 billion, comparable YOY. Overall, the financial 
results showed a decrease in both sales and profit. However, excluding the impact of the decrease in sales 
related to COVID-19 therapeutic drugs, both sales and profit increased. 

Core net income reached JPY333.6 billion, the seven consecutive years of increase. 

Domestic sales were down 14.8%. While sales of new products and mainstay products were strong, sales 
declined YoY due to the impact of the drug price revision and the penetration of generics. Another factor was 
a decrease in sales of the government delivery of Ronapreve. 

Overseas sales increased by 8.3%. Hemlibra and Alecensa exports to Roche increased significantly. 

Other revenue increased 6.5%, mainly due to an increase in revenue related to Hemlibra. 

In total, domestic sales declined significantly, resulting in lower sales and profits YoY. However, the results 
exceeded the full-year forecast. 

 

Here is our forecast for 2024. 

We expect a decrease in revenue and an increase in profit, with revenue of JPY1.0700 trillion and core 
operating profit of JPY460 billion. 

In Japan, sales are expected to decline significantly due to the impact of the NHI drug price revision and the 
penetration of generics, in addition to the decline in sales of Ronapreve. 

Overseas, while Actemra exports are expected to decline due to the impact of biosimilars, we anticipate a 
significant increase in Hemlibra exports. 

For other revenue, in addition to revenue related to Hemlibra, we expect an increase in one-time income. 
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We expect revenue to exceed JPY1 trillion for the three consecutive fiscal years, as the substantial decline in 
domestic sales and the impact of Actemra biosimilars overseas will be offset by increases in sales of mainstay 
overseas products and royalty income. 

We also forecast record high core operating profit and core net income. 

On the next slide, we will look at the change in revenue excluding the impact of the decrease in Ronapreve 
sales. 

 

First, on the left side, subtracting Ronapreve's sales loss of JPY81.2 billion from the FY2023 revenue, we arrive 
at JPY1.0302 trillion. Comparing this figure to the revenue forecast for FY2024, we see a revenue increase of 
JPY39.8 billion, or 3.9%. Therefore, excluding the one-time impact of the decrease in Ronapreve revenue, our 
core business is expected to grow. 

The breakdown of the increase in revenue is shown in this waterfall chart. 

Domestic sales are expected to be minus JPY21.9 billion YoY, as the impact of drug price revisions and generics 
could not be fully absorbed by the growth of new and mainstay products. 

On the other hand, sales of overseas products and other revenue are expected to grow significantly, increasing 
by JPY50.6 billion and plus JPY11.1 billion, respectively. 

The impact of the decrease in Ronapreve revenue on operating profit will be explained in detail in Mr. Itagaki's 
financial presentation. 
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Next, I will talk about dividends. 

The year-end dividend for FY2023 is JPY40 per share, as planned. Together with the interim dividend of JPY40 
per share, the annual dividend was JPY80 per share. 

In 2024, we forecast an annual dividend of JPY82, an increase of JPY2 from 2023. This is based on our core 
policy of providing shareholders with stable dividends on an ongoing basis. 
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Next, we will review the strategic policies for FY2023. 

First of all, in terms of R&D, we are making good progress in late-stage development, early-stage development, 
and preclinical projects. 

The mid-size molecule project, which we expect to be the third pillar of our business, is progressing well in 
most areas, although the timing of the ePoC acquisition for LUNA18 will be delayed. 

With respect to the acceleration of open innovation, we established the Chugai Venture Fund last year and 
completed its preparations. Starting this year, we will be investing in startup companies to accelerate 
innovation. 

As for early-stage in-house discovery projects, four projects ALPS12, SAIL66, ROSE12, and REVN24 started 
Phase I trials last year. The pipeline, including Roche in-licensed products, remains extensive, with 27 in Phase 
I, 6 in Phase II, and 32 in Phase III. We also have nine projects pending and expected to be approved this year. 

The FY2023 projects going in and out are summarized in the picture at the bottom of this slide. 
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Next, we discuss growth drivers. For in-house products, applications were filed as planned. In terms of new 
products, Vabysmo showed a high growth rate of 139%, although it did not achieve its ambitious sales target. 
Polivy saw growth of 129%. Enspryng, our mainstay product, significantly exceeded the sales target. 

With respect to the business foundation, we saw positive results in several initiatives, including the 
implementation of early retirement incentive program and the promotion of career recruitment. For 
initiatives where issues remain, we will accelerate our response by clarifying the gaps with our goals. 
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In FY2024, as in FY2022 and beyond, we have established three strategic policies. As in the previous year, we 
will continue to focus on three key areas: strengthening RED function, maximizing the value of growth drivers, 
and strengthening business foundation. 

For strengthening RED function, we will focus on building technical infrastructure, creating and promoting 
projects, and proving value, with specific goals. 

Regarding value maximization of growth drivers, we will promote late-stage development products, work to 
maximize the value of new and core products and evolve to a more efficient and productive operating model. 

In parallel, we will ensure that the foundations described here are strengthened in each value chain. 
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Next, I will explain our medium- to long-term growth prospects. 

In the medium term, the impact of Actemra biosimilars overseas, the impact of biosimilars in Japan, and NHI 
drug price revisions in Japan are expected to continue. We anticipate sustainable growth by overcoming these 
challenges through growth of  in-house products, expansion of indications, and the launch of new products. 

Although it is difficult to foresee the impact of Actemra biosimilars overseas, we believe that the timing of the 
launch and the speed of penetration in the U.S., where the market is large, will be key. 

In the long term, further growth will be driven by the success of the continuous development of Chugai 
originated products. 

We will continue to strengthen our RED function with the goal of doubling our R&D output and launching in-
house global products every year. 

Despite uncertainties in the external environment and the success or failure of developed products, we expect 
the domestic and overseas core business to continue to progress steadily in the future. 
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We have made the decision to expand our mid-size molecule drug discovery capabilities at Chugai 
Pharmabody Research (CPR) in Singapore. 

Specifically, Chugai Life Science Park (LSP) Yokohama will transfer its screening technology for mid-size 
molecule drug discovery to CPR, and Chugai LSP Yokohama will focus more on technology development for 
mid-size molecule drug discovery. 

In addition, CPR has operated as a time-limited organization that makes renewal decisions every five years. 
This time, it will be eliminated and repositioned as a permanent overseas drug discovery research function. 
In expanding functions, we will relocate to suitable facilities and renovate them, and make the associated 
ongoing investments. 

Chugai provides innovative drug and solutions to patients with its unique science and technology capabilities. 
Through continuous project creation, including collaborations with research institutions in Singapore, we will 
aim to promote the provision of further innovative new drugs to patients. 
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With regard to sustainability, we have strengthened our expertise by consolidating functions such as 
compliance and risk in recent years. On the other hand, with the accelerating changes and sophistication of 
social demands, including information disclosure, we have determined that we need a scheme to discuss 
sustainability as a whole in a more specialized and holistic manner. The Sustainability Committee was 
established on February 1, 2024, to replace the EHS Committee, which was a management advisory 
committee specializing in environmental, safety, and health issues. 

Compliance, risk, and external communications will continue to be discussed and promoted by the existing 
management advisory committee. 

There is no change in the promotion of sustainability and the role of the Board of Directors and the Executive 
Committee. I chair the Board of Directors and the Executive Committee. I will continue to be responsible for 
sustainability overall. Executive responsibility is assumed by all members of the Management Committee. 
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Finally, I would like to explain our new management structure. At a meeting of the Board of Directors held 
today, the Company informally decided on the changes to the Board of Directors as indicated here. 

Hisafumi Yamada, Director and Executive Vice President, and Toshiaki Itagaki, Director, Executive Vice 
President and CFO, will retire as of March 28, 2024, and Iwaaki Taniguchi and Hitoshi Iikura will be newly 
appointed as Directors. The appointment of the new directors will be officially decided at the annual general 
meeting of shareholders scheduled to be held on March 28. 

 

That has been my summary. Thank you. 
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Miyata: Thank you very much. Mr. Yamaguchi will now explain the status of the development pipeline.  

 

Tetsuya Yamaguchi: Okay, I will now present the status of the development pipeline. 

I will focus on Q4 in this presentation. 

We have already announced launches and application filings. Of these, applications have been filed for 
Alecensa in Japan, the US, Europe, and China as an adjuvant therapy for non-small cell lung cancer. The ALINA 
trial, for which data were submitted, showed a 76% reduction in the risk of recurrence or death. 

In terms of trial initiation, our licensee Verastem Oncology has initiated a Phase III trial of avutometinib in 
patients with recurrent low-grade serous ovarian cancer. 

In addition, REVN24, a small molecule developed in-house, has started Phase I trial. This project is intended 
for acute illnesses for which there is no curative medication. 

Next, items in Phase transition. A Phase II study of AMY109 for endometriosis was initiated in Europe. In Phase 
I, which was completed, good tolerability and hemodynamics were confirmed in healthy adults and patients 
with endometriosis. 

I will go to the readout and mention SRP-9001 in more detail later. 

The head and neck carcinoma IMvoke010 study for Tecentriq was discontinued after the primary endpoint 
was not met. 

Based on the results of the Phase II study conducted by Roche, the development of semorinemab was 
discontinued and the license will be returned. 



 
 

 

Support 
Japan 050.5212.7790    North America  1.800.674.8375  

Tollfree  0120.966.744 Email Support     support@scriptsasia.com 
15 

 

 

Regarding medical conference presentations, we presented the results of  HAVEN 7 study in infants up to 12 
months with Hemlibra. There was no spontaneous bleeding requiring treatment at the 2-year follow-up and 
the treatment was well tolerated. The results further strengthen Hemlibra's position as a standard of care. 

We are presenting follow-up data from KATHERINE, a Phase III trial for early-stage breast cancer, in Kadcyla. 
At seven years, a statistically significant survival benefit was observed, indicating the potential contribution 
of Kadcyla postoperative adjuvant as a standard of care. 

In a literature publication, the results of the prurigo nodularis Phase III study of nemolizumab, OLYMPIA 2, 
have been published in the New England Journal of Medicine. 

NXT007 will be explained later. 

The binding mechanism of DONQ52 to more than 25 gluten peptides that cause celiac disease was published 
in Nature Communications. 

As an individual case below, the postoperative adjuvant use of Alecensa has received Orphan Designation in 
Japan and Priority Review designation in the United States. The review period is expected to be shortened. 

EOS789 is a drug candidate for the treatment of hyperphosphatemia, which inhibits multiple phosphate 
transporters. This was discovered by our company. It has been out-licensed to Alebund, which has confirmed 
in a Phase II trial that it is more effective than phosphorus adsorbent sevelamer. The Company has exercised 
its option rights and has been granted worldwide development, manufacturing, and marketing rights. 

The Japan business for Xeloda has been transferred to CHEPLAPHARM. 
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Here is a summary of major R&D events in FY2023. In general, we consider the results satisfactory. We have 
achieved important milestones for our in-house developed products, including Hemlibra and Alecensa, which 
are current growth drivers, and crovalimab and nemolizumab, which are expected to be future growth drivers. 
We believe that we have made steady progress toward future growth. 

 

The next slide shows major events for FY2024. As for in-house discovered products, in addition to the initial 
approval of crovalimab for PNH and the addition of the Alecensa adjuvant indication, we anticipate the 
Enspryng readout for the treatment of generalized myasthenia gravis. 
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The readout shows the marketability of Enspryng. 

Enspryng was launched in 2020 for the indication of NMOSD, with global sales exceeding JPY40 billion last 
year. We expect further growth with the four indications currently under development. 

We believe that the success of the trial for generalized myasthenia gravis, which has a large number of 
patients in major countries, is particularly significant. Although there are several competing products, we 
believe that Enspryng's mechanism of action of inhibiting IL-6 signaling, the convenience of four-weekly 
subcutaneous administration, and its favorable safety profile will be important differentiating factors. 

The slide shows the number of patients with generalized myasthenia gravis by major country or MGFA class. 
The Phase III trial targets Class II to Class IV. 
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The next slide shows the results of the Phase III study of SRP-9001 for Duchenne muscular dystrophy. 

First, the EMBARK study is for patients between the ages of four and seven years who are ambulatory. 
Although the primary endpoint of motor function evaluation, NSAA was not met, clinically meaningful results 
were obtained for important secondary endpoints. 

In particular, time to rise, or TTR, is associated with loss of ambulatory function. At 52 weeks, only 3% of 
patients in the SRP-9001 group had a TTR greater than five seconds, compared to 16% in the placebo group, 
indicating that SRP-9001 is expected to improve the TTR. 

We will work with Sarepta and Roche to file an application in Japan to contribute to the treatment of 
Duchenne muscular dystrophy, a serious and progressive neuromuscular disease. 
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In the next slide, we will introduce the mechanism of action of SAIL66, which was discovered in-house and 
presented at the American Association for Immunology of Cancer in November last year. 

SAIL66 is a next-generation T cell redirecting antibody based on our proprietary Dual Ig technology. It targets 
CLDN6, which is overexpressed in some malignant tumors. 

Dual Ig technology allows one arm of the antibody to bind to CD3 and CD137 expressed on T cells, but not 
simultaneously. This induces CD3 activation and CD137 co-stimulation of T cells in the presence of tumor cells, 
without inducing T cell-to-cell killing. 

SAIL66 is highly selective for CLDN6 and is expected to exert a strong anti-tumor effect through potent and 
sustained T-cell activation at the site of tumor. 
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Next, we would like to introduce the data from the non-clinical study of NXT007, which we published in 
November last year. 

This is the result of a thrombin generation test in which various concentrations of NXT007 are added to plasma 
from hemophilia A patients to measure blood coagulation ability. 

The range shown in green on the graph indicates normal blood coagulability with a factor VIII activity of 40 to 
100 IU/dL. NXT007, shown in the blue graph, reaches the range of normal blood coagulability as the 
concentration is increased, indicating the possibility of maintaining blood coagulability equivalent to that of 
healthy individuals. 
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The next slides cover the mid-size molecule platform. The Chugai mid-size molecule platform was explained 
at the R&D briefing at the end of last year, and I will review the key points in two slides. 

First, the antibody shown in the upper right corner of the slide has a high affinity for the target, but the 
molecule is too large to enter the cell. Extracellular proteins are said to comprise approximately 20% of total 
proteins. 

On the other hand, the small molecule shown in the lower right corner of the slide can enter cells but requires 
a clear pocket on the target molecule. 

Therefore, the many proteins that are present in the cell and have no clear pocket, such as in the case of 
intracellular protein-protein interactions, represent a vast untapped field of drug discovery that cannot be 
approached by small molecules or antibodies. 

Mid-size molecules are a new drug discovery modality that can approach these so-called tough targets, which 
have been difficult to discover with small molecules and antibodies. 
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The next slide shows our approach to mid-size molecules: a cyclic peptide with a molecular weight of about 
500 to 2,000, consisting of 9 to 11 amino acids, the majority of which are N-alkylated. 

As you can see on the right side of the slide, the cyclic peptide flips inside the cell membrane, and the lipophilic 
moiety is positioned on the outer side, allowing it to pass through the cell membrane. 

On the other hand, on the left side, inside or outside the cell, the hydrophilic moiety is positioned toward the 
outside of the molecule, making it more stable against metabolism. 

Mid-size molecules can be administered orally and still enter the cell and exert protein-protein interactions 
with high affinity. It is a modality that combines the good features of antibodies and small molecules. 

Furthermore, through the integration of biotechnology and chemistry, we have created a drug discovery 
platform that will provide commercial value. At present, we have 30 mid-size molecule projects. 
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The next slide shows the status of the portfolio for each modality. We have an abundance of in-house created 
projects, and we believe that we are making good progress. 

 

Finally, this slide covers the upcoming application schedule. As always, red stars indicate new additions and 
green stars indicate changes in the year of application. The following slides are for your reference. That is all 
from me. 

Miyata: Thank you very much. Next, Mr. Itagaki will provide an overview of the consolidated financial results 
for the fiscal year ended December 31, 2023.  
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Itagaki: Thank you very much. Please turn to page 44. 

This is a non-core adjustment, which means that the adjustment transactions listed on the right are almost 
the same as before, but there are certain trends that are different. In the Others section, the top row, which 
used to be titled business office restructuring expenses, etc. now includes the phrase including gain on 
disposal of assets. 

Until now, the cost side had been incurred in the form of accelerated depreciation or removal costs for 
Gotemba and Kamakura, and so on. However, we have now decided to transfer a portion of Gotemba and 
Kamakura, and a gain on sale has been recorded in Q4. 

As a result, the gain on sale was larger than the closure-related expenses, and the offsetting result was JPY5.5 
billion on the revenue side. This means that JPY5.5 billion of revenue was subtracted in this non-core 
adjustment. 

The amount of JPY10.3 billion has been fixed for early retirement incentives, which includes additional 
retirement benefits and outplacement expenses. After adjusting for these non-core transactions, operating 
profit on a core basis was JPY450.7 billion, and net income was JPY333.6 billion. 



 
 

 

Support 
Japan 050.5212.7790    North America  1.800.674.8375  

Tollfree  0120.966.744 Email Support     support@scriptsasia.com 
25 

 

 

I will now explain the full-year results on a core basis. Please see page 45. 

First of all, revenue exceeded JPY1 trillion for the second consecutive year. Operating profit exceeded JPY450 
billion for the third consecutive year, with the operating profit margin returning to above the 40% level. 

Looking at the breakdown, first of all, revenue itself was JPY1.1114 trillion, a 4.8% decrease because of the 
impact of Ronapreve. 

In Japan, decreased by JPY96.7 billion, but excluding Ronapreve, sales would have increased. 

Overseas, Hemlibra and Alecensa continued to perform well, growing 8.3%. 

Other revenue also grew by 6.5%, mainly due to royalty and one-time revenue from Hemlibra. 

The cost ratio of manufactured goods was 42.3%. The improvement was mainly due to changes in the product 
mix, which improved by 3.4 percentage points. 

As for expenses, SG&A expenses increased only JPY3.2 billion, while R&D expenses increased JPY19.1 billion, 
in line with the RED SHIFT strategic policy. 

Other operating profit totaled JPY16.1 billion, including a gain on the sale of Bonviva. 

As a result, operating income was JPY450.7 billion, on par with the previous year's record high. The operating 
margin increased 1.9 percentage points to 40.6%. 

In addition, financial income and expenses improved due to gains on foreign exchange derivatives and a 
decrease in items such as corporate income tax burden, resulting in a 5% increase in net income to JPY333.6 
billion, a record high for the seventh consecutive year. 
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Page 46 is a breakdown of changes in manufactured goods. 

First is the oncology area in Japan, where sales increased by 1.6%. The decrease in sales of Avastin, Herceptin, 
and Kadcyla, which have been affected by NHI price revisions, biosimilars, and competitor products, was 
absorbed by the increase in sales of Polivy, Tecentriq, and Alecensa. 

Specialty sales were down 25.3%. This was due to a JPY122.5 billion decline in sales of Ronapreve. Excluding 
the decrease in revenue from Ronapreve, the increase would be JPY25.8 billion in domestic sales. Vabysmo, 
Enspryng, Hemlibra, Evrysdi, Actemra, and many others have seen increases in sales. In addition, due to the 
influenza pandemic, Tamiflu recorded an increase of JPY8.8 billion, the first time in a long time that the 
product showed an increase in sales. 

Overseas growth was 8.3%, with Hemlibra, Alecensa, and Enspryng posting solid export growth. 
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Next, on page 47, is a breakdown of the increase in operating profit. 

From the left, first, gross profit decreased by JPY1.7 billion. As you can see, we were not able to absorb 100% 
of the negative impact of the price revision and export unit price by increasing exports. The arrow is pointing 
upward due to the impact of the volume here, but the growth was sluggish due to the impact of the drop in 
Ronapreve and other factors. 

The increase in other revenue was JPY8.3 billion. This includes, of course, the impact of the Hemlibra Royalty 
2, which ended in FY2022. The negative impact of loss of Royalty 2 of JPY11.2 billion is included here. Excluding 
this, other revenue increased by JPY19.5 billion. 

The cost aspect has already been explained. 
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On page 48, we show the quarterly profit and loss. One of the reasons for the bumpy quarter is whether or 
not Ronapreve was delivered to government. The second reason is the timing of exports. 

 

Page 49. First of all, the figure for Ronapreve in Q4 of FY2022 was JPY142.8 billion. In addition, JPY81.2 billion 
in government deliveries were also recorded in Q1, so it can be seen that sales of domestically manufactured 
goods are inflated by that amount, especially during these two periods on the far left. 

Next, if you look at the overseas sales of products, you will see an increase in FY2022 Q4. The figure in the 
next quarter, Q1 of the following year, has declined. This shows the impact of export timing here. 



 
 

 

Support 
Japan 050.5212.7790    North America  1.800.674.8375  

Tollfree  0120.966.744 Email Support     support@scriptsasia.com 
29 

 

Changes for individual products are shown on the next page. 

 

As shown in detail on the right side of this page, the quarterly comparisons show a three-digit increase or 
decrease in overseas Ronapreve, Hemlibra, Actemra, and Alecensa. 

I think it would be good for you to look at the overall situation, not the quarterly increase or decrease.In the 
case of Actemra, there was an explosion of temporary demand relating to COVID-19. While that demand has 
largely settled, the excess inventory in the market has almost been corrected as of the end of the fiscal year. 
In addition, there were concerns about the impact of biosimilars last year, but I believe that Actemra exports 
last year remained mostly calm, without any impact from biosimilars. 

Hemlibra was affected by the adjustment of Roche's safety stock, which probably had an impact of about 
JPY20 billion on our exports. On the other hand, our exports are growing significantly, driven by strong market 
demand in the Roche territory. 

The effects of the inventory buildup that occurred approximately two years ago have largely been eliminated, 
and our exports are growing in parallel with market penetration. 
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On page 51, we show how well the Company met the full-year forecast that was announced at the beginning 
of the fiscal year. Revenue was 103.9% of the target, operating profit was 108.6% of the target, and net income 
was 109% of the target. We exceeded the target for all of these figures. 

Revenue exceeded the forecast both domestically and internationally, but the achievement rate for other  
revenue was only 91.3%. There are two reasons for this: some milestone revenues that we thought would be 
recorded in Q4 were shifted to the following Q1. 

The other reason is that royalty income from Roche was slightly below the initial forecast. The royalties we 
receive are based on the conversion of all of Roche's global sales into Swiss francs, multiplied by a percentage. 

Although sales of Hemlibra in Roche territory were very strong, the Swiss franc was strong against other 
currencies, especially against the US dollar, the largest market, last year, and we did not expect it to be that 
strong at the beginning of the period. This had an impact on our royalty income, which was lower than we 
had expected at the beginning of the period. 

The cost to sales ratio improved by 1.7 percentage points from the beginning of the period. Exports of our 
original products, which have a low cost to sales ratio, were much higher than expected. 

Although there were some positive and negative factors in terms of expenses, overall, we were able to keep 
within the total budget through cost control. 

In light of the above, the fact that operating profit exceeded the forecast by JPY35.7 billion can be summed 
up in one phrase: sales in the domestic market and overseas exports were stronger than expected. 


