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Presentation 
 

 

 

 

Ito: I will now explain our financial results for Q1 of the fiscal year ending March 2024.  

First, let’s look at revenue.  

Revenue for Q1 increased JPY13.3 billion, or 12.5%, from the same period last year to JPY120 billion. 

As for the breakdown of revenue, revenue of goods and products increased by JPY8.4 billion, or 11.6%, YoY 
to JPY80.5 billion due to the strong sales of Opdivo intravenous infusion, Forxiga tablets, and Velexbru tablets, 
despite a decline in sales of long-term listed products. 

Royalty and other revenue increased JPY4.9 billion, or 14.2%, to JPY39.5 billion. Royalty and other revenue 
include royalty income of JPY22.6 billion from the Bristol-Myers Squibb Company related to Opdivo, up JPY1.8 
billion from the same period last year, and royalty income of JPY12.2 billion from Merck & Co., Inc. related to 
Keytruda, up JPY2.4 billion.  
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Of the JPY1.8 billion increase in royalty income from BMS, JPY1 billion was the result of foreign exchange, and 
of the JPY2.4 billion increase in royalty income from Merck, JPY0.4 billion was the result of foreign exchange.  

Other revenue of JPY4.7 billion includes royalty income from Roche, profit sharing from the sales of Yervoy, 
and co-promotion fees for the Orencia IV formulation. 

 

Here is an overview by product.  

Revenue from sales of the anti-cancer agent Opdivo for intravenous infusion increased JPY3.7 billion, or 10.9%, 
to JPY37.8 billion, mainly due to increased use in gastric cancer, esophageal cancer, and urothelial carcinoma, 
despite intensifying competition from competitor’s products. 

Among other major new products, revenue from sales of Forxiga, a treatment for diabetes, chronic heart 
failure, and chronic kidney disease, increased by JPY4.4 billion, or 34%, to JPY17.5 billion.  

Revenue from sales of Orencia SC, a drug for rheumatoid arthritis treatment, increased JPY0.4 billion, or 5.6%, 
to JPY6.6 billion.  

Revenue from sales of the anti-cancer agent Velexbru increased JPY0.5 billion, or 23.7%, to JPY2.6 billion.  

Revenue from sales of Ongentys tablets, a Parkinson's disease treatment, increased JPY0.4 billion, or 28.8%, 
to JPY1.6 billion. 
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On the other hand, revenue from sales of Glactiv tablets, a drug for type 2 diabetes, decreased JPY0.4 billion, 
or 7.2%, to JPY5.6 billion from the same period last year.  

Revenue from sales of Kyprolis for intravenous infusion, a treatment for multiple myeloma, was flat at JPY2.2 
billion.  

Revenue from sales of Parsabiv for intravenous dialysis, a treatment for secondary hyperparathyroidism under 
hemodialysis, was almost flat at JPY2.1 billion. 

 

In the area of long-term listed drugs, revenue from sales of Opalmon tablets, a drug for treatment and 
amelioration of peripheral circulatory disturbance, decreased JPY200 million, or 13.5%, from the previous year 
to JPY1 billion, mainly due to the effect of the NHI price revisions. 
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Operating profit increased JPY3.2 billion, or 8.3%, to JPY41.3 billion.  

On the expense side, cost of sales increased JPY3.2 billion, or 12%, from the same period last year to JPY30.2 
billion, mainly due to an increase in sales of goods and products. 

R&D expenses increased JPY5.2 billion, or 26.6%, from the same period last year to JPY24.6 billion, mainly due 
to an increase in expenses for research, drug discovery collaboration, clinical trials, and joint development 
with partner companies.  

Selling, general, and administrative expenses excluding R&D expenses, increased by JPY1.8 billion, or 8.1%, 
YoY to JPY23.5 billion, mainly due to an increase in co-promotion expenses associated with the sales increase 
of Forxiga and expenses related to IT digital-related information infrastructure enhancement.  

As a result of the above, operating profit increased JPY3.2 billion, or 8.3%, YoY to JPY41.3 billion. 
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As for quarterly profit before tax, financial income was JPY1.3 billion and financial expenses were JPY0.2 billion, 
resulting in a financial income of JPY1.0 billion, an increase of JPY0.2 billion from the same period last year. 
As a result, quarterly profit before tax increased JPY3.3 billion or 8.5% from the same period last year to 
JPY42.4 billion. 
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Profit for the period attributable to owners of the parent company amounted to JPY31.8 billion, up JPY2.3 
billion, or 7.9%, from the same period last year, due to an increase in profit before tax.  

Both revenue and profit at each stage reached record highs for Q1. 
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The full-year forecast remains unchanged from the full-year forecast announced on May 10, 2023. 
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There is no change in the revenue forecast for each major product shown on page 12 of the financial results 
from the figures announced at the beginning of the fiscal year. 
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The impact of the full settlement with AstraZeneca announced last Tuesday, July 25, regarding the 
infringement lawsuits over patents related to anti-PD-L1 and anti-CTLA-4 antibodies will be announced at the 
time of the Q2 earnings announcement. 

The settlement of the patent dispute with AstraZeneca and the share buyback announced on the same day 
are described as subsequent events on page 11 of the financial results. 

The Company plans to pay an annual dividend of JPY80 per share, JPY40 for both the interim and year-end as 
announced, with no change. The annual dividend of JPY80 will be increased by JPY10. 

These are the results for Q1.  

Imura: Thank you very much. 

Mr. Okamoto, Deputy Executive Officer of Clinical Development, will explain the progress of the main 
development pipeline. 

Okamoto: I am Okamoto from the Clinical Development Division. I will explain based on the slide.  

I will explain the progress of the developed compound, focusing on the changes since May 10. The explanation 
will be based on the material on the development pipeline progress status, which is available on our website. 
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Here are some general notes. 
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First of all, I would like to explain the status of the planned application and the status of the application. 

It is color-coded for Opdivo and non-Opdivo. For Opdivo, those marked M are monotherapy, and those 
marked Care combination therapy. 

First, please look at H1 of FY2023.  

At the end of May, we filed an application for an additional indication for the combination therapy of 
BRAFTOVI and MEKTOVI for the treatment of BRAF-mutant thyroid cancer in the second line and beyond.  

In June, we filed an application for an additional indication of Opdivo for the treatment of epithelial skin 
malignancies. This application is based on the results of investigator-initiated clinical trials led by Keio 
University. 

Next, look at H2 of FY2023.  

First, we had planned to submit an application for once-weekly Kyprolis regimen, but unfortunately, it did not 
show the expected efficacy, and we have decided to abandon the application and have removed it from the 
application schedule.  

In addition, as BMS mentioned in its earnings announcement last week, due to the disappointing lack of 
efficacy in the CheckMate-7DX trial, a Phase III study in castration-resistant prostate cancer, BMS has decided 
to discontinue the study based on the recommendation of an external data monitoring committee. Therefore, 
this has been removed from the application schedule. 
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As we have already announced, the CheckMate-901 study, a global Phase III study of the agent in combination 
with standard therapy for the first-line treatment of urothelial carcinoma, met its primary endpoints of overall 
survival (OS) and progression-free survival (PFS), and we are now preparing for submission of the application 
by the end of this year as shown in the table. 

We are the first success story in the development of this first-line treatment for urothelial carcinoma, where 
competitors have failed to develop PD-1 or PD-L1 antibody drugs. We expect about 5,500 patients per year 
to be administered with the drug in Japan.  

These are the changes in FY2023. There will be no change for FY2024. This is all about the domestic application 
schedule. 

 

I will now move on to the main development status of Opdivo. 

Changes and updates since May 10 are shown in red.  

As added to the application schedule earlier, we have filed an application for an additional indication for the 
treatment of epithelial skin malignancies.  

In addition, we have received a new approval in Europe for neoadjuvant therapy and adjuvant therapy for 
non-small cell lung cancer, which has already been approved in Japan. 
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There are no updates to this page. 
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There is no update here either. 
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Here is a summary of the status of development for Opdivo in combination with other compounds. 

ONO-7475 is an Axl/Mer inhibitor discovered by our company. Its generic name INN has been included in the 
WHO list and therefore has been added to the table. It is called Tamnorzatinib. 

As listed in the bottom line, we have initiated a Phase I study of ONO-7226, an anti-ILT4 antibody for the 
treatment of solid tumors in Japan. ILT4 is a molecule expressed on monocytes, or macrophages and dendritic 
cells, and is known to negatively regulate tumor immunity. ONO-7226 is its antibody. In Europe and the US, 
BMS is conducting Phase I trials. 
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See upper row. We have filed an additional application for the combination therapy of BRAFTOVI and 
MEKTOVI, which I mentioned earlier, for BRAF-mutant thyroid cancer. 

I would like to add one additional point regarding Phase III of ONO-7913, Magrolimab. Gilead Sciences, Inc. 
recently issued a press release announcing the discontinuation of the ENHANCE study, an overseas Phase III 
study in untreated high-risk myelodysplastic syndromes (MDS), which was being conducted by Gilead. Please 
note that this is a different trial than the one you are now seeing for TP53-mutant acute myeloid leukemia. 

In light of Gilead's decision, we will consider whether to continue the development of ONO-7913 for 
myelodysplastic syndromes, for which we are conducting a Phase I study. 
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A new Phase II study of ONO-2910, Schwann cell differentiation promoter, for chemotherapy-induced 
peripheral neuropathy was initiated in Japan. 

In addition, based on the results of the Phase I study in Japan, we have initiated a Phase II study of ONO-2808, 
an S1P5 receptor agonist, for multiple system atrophy in the US. Therefore, it has been removed from the 
domestic development pipeline. 
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This table shows the development pipeline outside Japan other than Opdivo.  

As I mentioned earlier, ONO-2808 has been advanced to Phase II based on the results of the Phase I study 
conducted in Japan and Europe. We have initiated a new Phase II study in the US for multiple system atrophy. 

I have explained the progress of the developed compounds above. Thank you very much. 

Imura: Thank you very much. 

Mr. Takahagi, Executive Director of the Sales and Marketing Division, will explain the Opdivo trend. 

Takahagi: I am Takahagi from the Sales and Marketing Division. I would like to introduce the trend of Opdivo. 

This slide deck is posted on the Company's website under IR information, financial results. 
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First is Opdivo sales.  

From left to right: FY2021 results, FY2022 results, and FY2023 estimates.  

For the current fiscal year, we forecast an increase of JPY12.7 billion, or 9%, over the previous year to JPY155 
billion. 
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This table shows the average number of new prescriptions of Opdivo by cancer type per month for each 
quarter from July to September 2022 to April to June 2023. 

Although this is only an estimate, from April to June 2023, 1,500 cases of stomach cancer, 450 cases of 
esophageal cancer, and 350 cases of lung cancer have begun to be prescribed. On average, 2,840 new 
prescriptions are initiated per month overall.  

While the number of new prescriptions for the first-line treatment for gastric and esophageal cancer, has 
increased, the number of new prescriptions for the second-line treatment and beyond has decreased, 
resulting in a flat overall trend. However, it is increasingly being used for the first-line treatment patients for 
whom longer durations of administration can be expected. 
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This slide shows the sales trend of all immune checkpoint inhibitors launched in Japan and Opdivo's market 
share.  

The yellow bar graph shows the total sales of all immune checkpoint inhibitors, and the dark blue line graph 
shows the share of Opdivo. 

Overall sales of immune checkpoint inhibitors are increasing steadily. Of these, it seems that the share of 
Opdivo decreased to 31% in April to June 2023, but the sales of Opdivo in April to June 2023 increased by 11% 
when compared to April to June 2022. 
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From the next slide, I will explain by cancer type. 

First, let’s look at the area of gastric cancer. The table shows the annual number of patients with gastric cancer.  

The annual number of patients with unresectable advanced or recurrent gastric cancer is 27,000, according 
to our own estimate. Among them, Opdivo is used in combination with chemotherapy in the first-line HER2-
negative setting, and the number of patients is estimated at 22,000 per year. 
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The next slide shows the share of new prescriptions in first-line gastric cancer treatment.  

Opdivo's share of new prescriptions for first-line therapy is 72%. 
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In the next slide, I will explain the area of esophageal cancer. 

Regimens of Opdivo in combination with Yervoy and Opdivo in combination with chemotherapy have been 
approved and are being used for the first-line treatment of unresectable advanced or recurrent esophageal 
cancer. The first-line treatment target is squamous cell carcinoma, and we believe the number of eligible 
patients is 10,000. 
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The next slide shows the share of new prescriptions in first-line esophageal cancer treatment. 

The Company entered first-line treatment with the Opdivo regimen and has a 42% share of new prescriptions 
for the Opdivo regimen. The IO regimen has expanded to 60% in first-line treatment, including competitor’s 
products.  

However, since chemotherapy regimens are used for 40%, there still remains a segment where the Opdivo 
regimen can expand. We will aim to further expand the Opdivo regimen. 
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On the next slide, we will explain the number of patients with esophageal cancer (perioperative). 

The number of patients with Stage II to Stage III esophageal cancer is said to be 12,500 per year, of which 
7,500 are eligible for surgery.  

Among these patients, we believe that the number of patients who will receive neoadjuvant therapy is 4,000, 
and the number of patients with pathologic non-complete response who are eligible for neoadjuvant therapy 
with Opdivo is estimated to be 3,500. 
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The share of new prescriptions in adjuvant esophageal cancer has not been updated from the Opdivo trend 
posted in May. As of March, the rate was 41%.  

We will continue to educate about the benefits of Opdivo, as there remain many patients who receive only 
adjuvant chemotherapy or who have not received any adjuvant chemotherapy. 
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In the next slide, we will explain the area of lung cancer.  

The table shows the annual number of patients with non-small cell lung cancer. 

The annual number of patients with unresectable advanced or recurrent non-small cell lung cancer is 
estimated at 58,000, according to our own estimate.  

Non-small cell lung cancer is divided into non-squamous and squamous cell carcinoma according to histologic 
type, and non-squamous carcinoma is further divided into diagnoses with and without genetic mutations. 

The market for immune checkpoint inhibitors such as Opdivo in the first-line treatment of lung cancer includes 
squamous cell carcinoma and non-squamous cell carcinoma without genetic mutation, a market estimated at 
35,000 patients per year.  

We are currently active in the Opdivo regimen, although the competitive environment is very intense. 
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The next slide shows the share of new prescriptions in first-line lung cancer treatment. 

Opdivo's share of new prescriptions has stagnated at 24% as of May. The stagnation is due to an increasingly 
competitive environment and the time it has taken to dispel safety concerns.  

We will continue our efforts. 
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On the next slide, we will explain the bladder cancer situation. 

Urothelial carcinoma is a cancer that develops in the mucosa of the inner urothelium of the renal pelvis, ureter, 
bladder, and urethra. In Japan, bladder cancer represents 80% of all urothelial carcinomas. For this reason, 
we present the following information regarding the perioperative number of patients with bladder cancer, 
which is the most common type of cancer. 

The number of patients with Stage II to Stage III bladder cancer is estimated to be 17,000 per year, of which 
11,000 are eligible for surgery.  

Among these patients, we believe that the number of high-risk patients with high recurrence rates is 7,500, 
and the number of patients who will be eligible for neoadjuvant therapy with Opdivo is estimated to be 6,000. 
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Next slide, please.  

The share of new prescriptions for adjuvant bladder cancer surgery is 30% as of June.  

Since 60% of patients do not receive adjuvant therapy, we will continue to raise awareness of the usefulness 
of Opdivo so that it can be evaluated as a necessary option. 
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Finally, I will explain renal cell carcinoma on the next slide. 

The annual number of patients for first-line treatment of renal cell carcinoma is 5,000, and we are active in 
these two regimens for first-line treatment: Opdivo + Cabozantinib and Opdivo + Yervoy. 
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The next slide shows the share of new prescriptions acquired in the first-line treatment of renal cell carcinoma. 

In first-line treatment, combination therapy with IO is used in over 90% of cases. The share of new patient 
prescriptions for Opdivo + Yervoy and Opdivo + TKI therapy is 44%, with 21% of prescriptions being obtained 
at low risk, 47% at intermediate risk, and 55% at high risk. 

These are the explanations by cancer type. I have explained the trends of Opdivo in general and by cancer 
type.  

Although the competitive environment is currently intensifying, we will further build up new prescriptions this 
fiscal year, mainly for gastric cancer, esophageal cancer, and urothelial cancer. We will continue to strive to 
meet the unmet needs of cancer patients.  

Thank you very much. 
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Question & Answer 

 

Questioner 1: First, let me confirm. In the announcement about AstraZeneca's USD140 million, I believe you 
mentioned that there would be a cash-in over multiple periods but that it would be recorded once this fiscal 
year in the P&L. I know there are a lot of unsettled issues regarding this, but can you tell me if this is recorded 
as sales or as other income? 

Also, if the future portion is considered, it seems too little, compared to the case with Roche, for example. 
Any suggestions on how to think about this would be helpful. 

Ito: Regarding the approximate USD140 million, as you have heard, the cash flow is multi-year. However, since 
it has already been confirmed that we will receive it, we are currently in discussion with the auditing firm to 
account for this almost as a lump sum. It will be a little while before the auditor's conclusion is reached, so we 
can't say for sure, but we would like to record it as sales as a lump sum. 

Since the contract was concluded on July 24, the exchange rate is roughly JPY140, and everyone is saying it is 
close to JPY20 billion. However, since the cash inflow exceeds one year, it needs to be discounted by NPV (Net 
Present Value) with respect to the cash flow, and we expect that the cash flow will be reduced a little by 
interest rate. As for how to account for the difference between the total amount coming in over multiple 
years, the accounting treatment for that portion is that the interest equivalent is divided over several years. 
The difference between the current year's lump-sum appropriation and the 20 billion yen amount will be 
divided into several years as an interest portion. 

As for accounting treatment, I have just mentioned. 

Questioner 1: Don't you believe the amount of USD140 million is too small? Do you have any comments 
regarding the future portion? 

Tani: This is what our company, AstraZeneca, and BMS have agreed to by contract. It is up to you how you 
feel that. Please understand that we are unable to comment. 

Questioner 1: I would like to ask about Opdivo's share of new prescriptions in first-line gastric cancer on page 
six. Maybe I missed it earlier, but Opdivo's market share has dropped from 76% to 72%, and competitor E's 
market share has increased significantly. Is this maybe Enhertu, for example, Keytruda? Could you please 
explain a little about your relationship with product E in terms of market share? 

Takahagi: Are you asking about first-line gastric cancer? 

Questioner 1: Yes. I am asking about your share in the first-line of gastric cancer on page six. 

Takahagi: This is based on confirming the share of prescriptions to about 200 physicians each month. Since 
the physicians are not fixed, there is likely to be some variability in the results, and we believe the change is 
minor. 

Also, this is only chemotherapy, so the product E, which appears to have slightly increased in prescription 
share, is not Keytruda. 

Questioner 2: The first is not related to financial results, but to the recently announced share buyback. The 
release stated that the decision was made based on the financial situation and the level of the stock price. In 
this regard, I would like to know again the reason why this was implemented at this time. I also thought that 



 
 

37 
 

your company would rather allocate money to growth investments. I would like to know how you think about 
the combination of growth investment and share buybacks. 

Will share buybacks continue to be implemented based on the level of the stock price? 

Ito: Of course, our policy of investing in growth remains unchanged, but one of the main reasons for the share 
buyback is the approximately JPY20 billion in cash inflow. 

Our financial assets increased considerably last fiscal year; so, although we increased the dividend this time, 
we still believe there is room to return profits to shareholders. Therefore, we have decided to buy back our 
own shares. 

We have always said that we would implement share buybacks in a flexible manner. We have given you certain 
guidelines for future growth investment, but if we were to increase our investments, we would have to make 
decisions on share buybacks while keeping a close eye on cash flow to some extent. We will consider share 
buybacks in the future as we monitor the situation. 

Questioner 2: Understood. Since you are considering the balance between investment in growth and 
shareholder returns, is it correct to assume that the announcement of the share buyback means that there is 
not likely to be a major investment in growth this fiscal year? 

Ito: To be honest, we do not have any major investment plans at this time, but we still have eight months left, 
so we would like to invest aggressively if there is an opportunity. 

Questioner 2: The second is about the progress of royalties. Opdivo royalties, in particular, seemed to be 
somewhat low. Can you tell us about the progress of royalties in terms of BMS, Merck, and Roche? 

Ito: We have heard about BMS's global sales forecasts for North America, Europe, etc., and Merck's sales. 

Questioner 2: Can you tell us about each product? 

Ito: I'm sorry. Okay, Opdivo and Keytruda. 

As for Opdivo sales, I do not think we are far behind. As for Keytruda, at this point, we believe that royalty 
income is almost as planned. 

Questioner 2: Lastly, regarding Opdivo prescriptions for lung cancer, I believe the impact of 9LA was already 
factored into the initial plan for this fiscal year. Are you saying that the number of prescriptions in Q1 was 
lower than the negative impact with 9LA factored in? Was it as low as expected or lower than expected? 

Takahagi: As expected. 

Questioner 2: I understand very well. Thank you very much. 

Questioner 3: I am looking at Opdivo on page two of the document and at bladder cancer on page 14. Sales 
were very good, up 10.9%, while some market share is declining. 

However, as you explained on page 14 regarding bladder cancer, the apparent share has decreased. If the 
number of patients with non-adjuvant therapy is increasing, that doesn't mean that competitors are taking 
market share, but that Opdivo's market share will increase in the future. Is that correct? 

Takahagi: Yes, in this fiscal year, other than gastrointestinal cancers, we hope to firmly increase our market 
share in adjuvant bladder cancer treatment. 
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 As you mentioned, there are still many patients who have not yet received adjuvant therapy in this area, and 
I think the key to expansion in this area this fiscal year is to obtain evaluations in this area. Different doctors 
have slightly different criteria for judging high risk. The current issue is that we must educate in this area in a 
MR-to-doctor or doctor-to-doctor format. 

Questioner 3: Understood. Opdivo has grown 11% in one quarter. Prescriptions for new patients with gastric 
cancer are strong, and the market share in renal cancer is very high. It's hard to tell from the information you 
gave us, but which of these contributed the most to this 11%, and which were better than expected? I guess 
it depends on the number of patients. 

Takahagi: The growth rate of urothelial carcinoma, which I talked about a little earlier, is positive. This is 
because the April to June period of the last fiscal year was just after the approval of additional indications, 
and therefore almost no results were available. The first-line treatment for gastric cancer has also increased 
from about 780 newly prescribed patients in the April to June period of last fiscal year to over 1,000 in the 
April to June period of this year. 

The first-line treatment for esophageal cancer also did not make a positive contribution during the April to 
June period last year, but during the April to June period of this fiscal year, there was an increase of about 150 
cases. I think those are the reasons for this 11% increase. 

Questioner 3: Finally, I am very sorry to ask this question as a layman, but there was an announcement about 
the USD140 million settlement from AstraZeneca. Imfinzi is growing at a tremendous rate in Japan. You 
mentioned earlier that there will be some differences in interest rates. Unlike the Merck case, what is the 
decision to receive a lump sum as a settlement? Is it difficult to get some kind of fee based on sales? 

Tani: As I mentioned earlier, this is the contract with AstraZeneca and BMS. I hope you could understand that 
a full settlement including various items was made, and the associated lump sum will be paid. 

Questioner 4: My question is about the impact of Opdivo's first-line, CheckMate-901 trial for urothelial 
carcinoma. Earlier, you mentioned that there are about 5,500 patients per year who are eligible for Opdivo 
administration. What is your opinion of the competitiveness against the combination of Padcev and Keytruda? 
Based on that, I would like to know your current view on how many of the 5,500 patients it will penetrate. 

Okamoto: I will answer your question about the combination of Padcev and Keytruda and our current 
perception. 

First of all, of the 5,500 patients with urothelial carcinoma, most of them have bladder cancer. The population 
that met the primary endpoint in Study 901 was patients eligible for cisplatin-containing chemotherapy. We 
believe that the combination of cisplatin and gemcitabine is the current standard of care for the first-line 
treatment of urothelial carcinoma, and that the study design to add Opdivo to this standard of care will include 
5,500 eligible patients. 

On the other hand, in terms of the competitiveness against the combination of Padcev and Keytruda, we do 
not know the status of approval of the competitors, so we are not able to analyze the detailed figures at 
present.  

Questioner 4: I understand. At which medical association would you be willing to share the data from the 901 
study with us? 

Okamoto: BMS is the implementing entity for global, and BMS would like to make a presentation at the 
earliest possible conference timing. Sorry, we have not determined which conference specifically at this time. 
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Questioner 5: First, since this is Q1, there was no particular change in numbers this time. Forxiga seems to be 
doing particularly well. If possible, what products were particularly good or bad in Q1? 

Takahagi: In Q1, Opdivo was in line with the plan, and Forxiga was slightly above plan. Orencia also went 
according to plan. Glactiv is in a slightly tougher situation. That's all for the main products. 

Questioner 5: I believe there was a discussion about lung cancer safety at the previous meeting. I think it 
started with the physician-initiated clinical trial. I understand that it is difficult for your company to deal with 
this issue, but what is the current situation? Is it still going to take a long time or is the information getting 
out soon? I think the lung cancer area has been particularly impacted. 

Takahagi: First of all, compared to the plan, as you asked, the situation is as severe as expected. We are now 
in the process of delivering the information we have to medical professionals, focusing on safety information. 

However, as you say, not all doctors understand this, so we must continue to educate them. It is difficult to 
read when we will be able to fully recover, but we hope to get out of this situation as soon as possible. 

Questioner 5: I have heard that it would stop developing Magrolimab,  CD47 for MDS. Is there any possibility 
of an impairment movement within your company's assets, or does it seem unlikely? 

Okamoto: First, Gilead, the company that originated the drug, is discontinuing the program for MDS because 
it meets the pre-defined criteria for futility discontinuation. 

On the other hand, at the same time, we are also conducting development for other indications, including 
trials for AML, some solid tumors, etc., which will continue. We are also developing the drug for solid tumors 
in Japan and do not believe that the results of the MDS will affect that. 

Questioner 5: So, there is no impact? 

Okamoto: No. 

Questioner 5: Finally, I understand that your company has an option right for Itolizumab. Has this been 
exercised yet? 

Okamoto: No, it has not been exercised yet. 

Questioner 5: It appears that the other party's development is quite advanced, and data is beginning to 
emerge. Are you close to exercising, or do you not know? 

Okamoto: We don't know yet. 

Questioner 6: I would like to ask about the so-called housekeeping. First, I believe you have been in 
discussions with BMS for about a year regarding plans to introduce Opdivo SC in Japan. I would like to ask 
about the current situation. 

Okamoto: We believe the point you have asked is very important. I cannot give you a specific date for 
development, but we are discussing the development of Opdivo subcutaneous injection in Japan so that it will 
be available to the medical community soon. 

Questioner 6: I guess you are saying that you cannot disclose a specific date yet? 

Okamoto: Thank you. Please allow us to refrain from discussing the specific timing of the start of development 
today, as it is related to our development strategy. 
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Questioner 6: Finally, the future of gastric cancer will considerably determine the growth of Opdivo. I know 
that has been a factor in the past, but I would like to see a clearer picture of the current competitive situation. 

I understand that the so-called Opdivo IO combination is taking the market by storm. How does your company 
see the situation now, including the situation of competitors? I understand the disclosed number of patients, 
but please tell me how your company perceives the competitive environment. 

Takahagi: First, we believe that IO in the same area is the Keytruda regimen. However, at present, we do not 
believe that there appears to be much difference in the clinical trial results between the Opdivo and Keytruda 
regimens. Opdivo is well ahead of other drugs, and because we are ahead of other drugs, we can provide long-
term dosing data and long-term survival rates before other drugs, so we believe that we have an advantage 
in this area. 

On the other hand, we believe that Zolbetuximab has become a very hot topic recently. We estimate that 
about 40% of patients with HER2-negative gastric cancer are anti-Claudin antibody-positive.  

However, on the other hand, regarding the current status of Opdivo, almost 90% of patients with CPS 5 or 
higher are on Opdivo regimens. On the other hand, only for about 60% of patients with a CPS of less than five, 
the Opdivo regimen is used. So, if we take it into account the maximum impact of Zolbetuximab, I expect that 
Zolbetuximab is likely to penetrate to the area below CPS 5. 

As for patients with CPS of less than five, half of the HER2-negative patients with gastric cancer are considered 
to be the market. We estimate that the impact is at most 20%.  

However, the high response rate of Opdivo for CPS of less than five has been well demonstrated, especially in 
combination regimens. So, our current thinking is that we would like to build a solid wall based on such things 
and long-term dosing results.  

I hope you got the message. 

Questioner 6: Yes, thank you.  

From what you, Mr. Takahagi, just said, I get the impression that you show little interest in Enhertu, which 
enters the market for all comers. In the future, probably Imfinzi will also come in, but do you think that this 
can be blocked? 

Takahagi: In the end, we cannot make a judgment without seeing the test results of competing products. We 
would also like to see what the conditions of approval would be and to have a good understanding of the level 
of impact. I have answered only those questions for which we currently have solid data. 

Questioner 6: Understood. Thank you. 

Imura: Thank you all very much for taking time out of your busy schedules to join us today. This will be the 
end of the meeting.  

[END] 

 


