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Presentation 
 

Imura: Thank you very much for attending ONO PHARMACEUTICAL CO., LTD.’s, financial results meeting for Q2 
of the fiscal year ending March 31, 2026, today. 

 

To begin, I would like to introduce the attendees. Takino, Representative Director, President and COO. 
Okamoto, Corporate Officer, Executive Director, Clinical Development. Kitada, Corporate Officer, Executive 
Director, Sales and Marketing. Itoh, Corporate Executive Officer, Division Director, Corporate Strategy & 
Planning, Business Management Division. Takahashi, Director of Oncology Business Division, Sales and 
Marketing. 
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Imura: First, Takino, President, will present an overview of the financial results for Q2 of the fiscal year ending 
March 31, 2026. Next, Okamoto, Executive Director of Clinical Development, will explain the progress status of 
our development pipeline. Finally, Kitada, Executive Director of Sales and Marketing, will give an overview of 
the trend of OPDIVO. 

I would now like to begin with an explanation by President Takino of an overview of the financial results for Q2 
of the fiscal year ending March 31, 2026.  

 

Takino: First, I would like to share some points to keep in mind. 
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As you may know, the acquisition of Deciphera was completed in June of last year, so the Q2 financial results 
of last year include Deciphera's profit and loss for three months from July to September, while the current 
year's results are for six months from April to September. Therefore, please keep in mind that there is a three-
month difference when comparing the same period of the previous year. 

In addition, since last fiscal year, we have been disclosing core financial indicators with the aim of presenting 
our performance in our core business, and today I will again report mainly on a core basis. 

 

Let me introduce the first point of today's meeting. 

Our interim financial results for the current fiscal year showed an increase in both sales and profit. 

First of all, revenue increased by 7% YoY steadily to JPY257.1 billion. 

As for domestic sales, while sales of FORXIGA expanded, overall sales slightly decreased because the sales of 
OPDIVO declined to intensified competition. 

However, sales increased due to QINLOCK, a treatment for gastrointestinal stromal tumors (GIST) acquired 
through the Deciphera acquisition, which saw a JPY10 billion increase compared to the same period last year, 
and ROMVIMZA, a treatment for tenosynovial giant cell tumor (TGCT) newly launched in the US this year, which 
generated JPY2.8 billion in sales. 

Next, regarding profitability, while R&D expenses and SG&A expenses increased YoY due to the inclusion of 
Deciphera's figures, core net profit rose by 5.5% YoY to JPY53.8 billion, driven by sales growth that exceeded 
these increases. 

Regarding our full-year earnings forecast for the fiscal year ending March 2026, we have only made adjustments 
to certain product-specific sales figures from the revenue and profit growth forecast announced on May 8. 
There are no revisions to the overall profit and loss outlook. 
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Lastly, I would like to discuss the status of development pipelines. As previously announced in our press release, 
we have submitted a domestic application for approval of the antiepileptic drug, Cenobamate (ONO-2017), 
obtained approval for ROMVIMZA in Europe, and presented two-year data at the European Society for Medical 
Oncology (ESMO). In addition, we have made several positive developments that will provide future growth 
opportunities, including Phase II data for ONO-4578, a novel anticancer drug candidate, and ONO-2808, a 
candidate for the treatment of multiple systemic atrophy, both in the clinical development phase. I will 
introduce a few of them later, at the end of my presentation and in an update from the development. 

 

First, let's start with sales revenue. 

In Q2, goods and products sales increased by JPY11.7 billion from the same period last year to JPY175 billion, 
and royalties and others increased by JPY5.1 billion from the same period last year to JPY82.2 billion. 

Total revenue increased by JPY16.8 billion, or 7%, from the same period last year to JPY257.1 billion. 
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The details of the increase or decrease are shown below. 

The increase in overseas sales contributed to the JPY16.8 billion increase in sales revenue during Q2 of this 
fiscal year. 

Overall sales of domestic product lines decreased by JPY1.1 billion due to a decrease in sales of OPDIVO, 
GLACTIV, and other products, while sales of FORXIGA continued to increase. 

Overseas sales, on the other hand, increased due to a JPY4.7 billion increase in royalty income related to 
OPDIVO and KEYTRUDA, including foreign exchange gains, and a combined JPY12.9 billion increase in sales of 
Deciphera's QINLOCK and ROMVIMZA. 
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The next slide shows an overview of the products by category. 

OPDIVO sales decreased by JPY4.1 billion or 6.5% YoY to JPY58.5 billion due to an increasingly competitive 
environment. FORXIGA continued to perform well, increasing by JPY5.1 billion, or 11.6%, from the same period 
last year to JPY48.8 billion. 

Among other major products, ORENCIA for subcutaneous injection increased by JPY0.3 billion or 2.1% to 
JPY13.8 billion, VELEXBRU increased by JPY0.8 billion or 15.8% to JPY6 billion, ONGENTYS increased by JPY0.7 
billion or 18.6% to JPY4.5 billion, and PARSABIV increased by JPY0.3 billion or 7.4% to JPY4.5 billion. 

On the other hand, sales of GLACTIV decreased by JPY2.7 billion, or 28.2%, to JPY6.9 billion and KYPROLIS 
decreased by JPY0.5 billion, or 12.1%, to JPY4 billion, both YoY, due largely to NHI price reductions. 
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Next, we will look at overseas sales by product. 

OPDIVO sales, which are the sum of those in South Korea and Taiwan, increased by JPY0.7 billion YoY to JPY7.2 
billion. Deciphera's QINLOCK sales reached JPY18.1 billion, an increase of JPY10 billion compared to the same 
period last year. This represents steady progress toward the initial forecast of JPY34 billion. Sales of ROMVIMZA 
totaled JPY2.8 billion, which is also on track to meet the JPY5 billion yen forecast announced at the beginning 
of the fiscal year. 

Royalties from Bristol Myers for OPDIVO increased by JPY3 billion, or 5.3%, to JPY59.4 billion, and those from 
MSD for KEYTRUDA increased by JPY1 billion, or 7.5%, to JPY13.8 billion. 
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Next, the total amount of core operating profit was JPY70.1 billion, an increase of JPY4.7 billion, or 7.2% from 
the same period of the previous year. 

The increase was driven by Deciphera expenses being recognized for three additional months in the current 
fiscal year, resulting in a JPY5.7 billion YoY increase in R&D expenses and a JPY5.6 billion YoY increase in SG&A 
expenses. However, this was more than offset by a JPY16.8 billion YoY increase in revenue, leading to higher 
profits. 
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The details of the increase or decrease are shown here. We will explain separately for Deciphera and others. 

 

Excluding Deciphera, increased sales including higher OPDIVO royalty income from overseas and reduced R&D 
expenses contributed to a JPY8 billion increase in profit compared to the previous period. 

On the other hand, for Deciphera, the current fiscal year includes three additional months of profit and loss 
recognition, resulting in a JPY3.3 billion increase in losses; however, overall core operating profit increased by 
JPY4.7 billion compared to the same period last year. 
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This is the overall income statement on a core basis. 

Revenue increased by JPY16.8 billion, or 7%, YoY to JPY257.1 billion. Core operating profit increased by JPY4.7 
billion, or 7.2%, YoY to JPY70.1 billion. Core profit for the period increased by JPY2.8 billion, or 5.5%, YoY to 
JPY53.8 billion. The Q2 results showed both revenue and profit growth. 

 

This is for reference only, but it is consolidated results on a full basis. 

Please note the following points regarding the figures for Q2 of the previous fiscal year ending March 2025. 

As of the previous Q2, we had applied provisional accounting treatment related to the business combination. 
In Q3 of the fiscal year ended March 2025, we completed the definitive accounting treatment related to the 
business combination. Therefore, please note that the figures for Q2 of the previous fiscal year ended March 
2025 have been restated to reflect the finalized results of the provisional accounting treatment. 

Revenue remained unchanged on a core basis, but operating profit increased by JPY3.3 billion, or 6.7%, YoY to 
JPY52.1 billion. The profit for the period rose by JPY2.7 billion, or 7.1%, YoY to JPY40.1 billion. This represents 
growth in both revenue and profit on a full-year basis. 
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Here is a table of reconciliation from full base to core base. 

Reconciliation items are mainly cost of sales items, such as JPY12.5 billion of amortization expense on intangible 
assets related to acquisitions and in-licensing, and JPY4.7 billion of expensing of inventories evaluated at fair 
value. In addition, a one-time charge of JPY0.7 billion for lease contract cancellation was adjusted in other 
expenses, and a gain and loss on valuation of investment securities of JPY0.5 billion was adjusted in financial 
income and expenses. 

 

The following is the forecast for the full year. 
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For the fiscal year ending March 31, 2026, there is no change to the full-year core-based earnings forecast 
announced on May 8. 

Although sales are expected to decline due to the entry of generic versions of FORXIGA, we anticipate increased 
revenue and profits as this will be offset by growth in QINLOCK, ROMVIMZA, and overseas royalty income. 

We forecast that sales revenue will increase by JPY3.1 billion, or 0.6%, from the previous year to JPY490 billion, 
core operating profit will increase by JPY1.3 billion, or 1.2%, to JPY114 billion, and core profit for the year will 
increase by JPY0.6 billion, or 0.7%, to JPY91 billion. 

 

There are some revisions in the sales forecast by product. 

The forecast for OPDIVO has been revised downward by JPY5 billion to JPY120 billion from the previously 
announced forecast of JPY125 billion. Meanwhile, QINLOCK expects JPY360 billion, an upward revision of JPY2 
billion from its previous forecast of JPY34 billion, while ROMVIMZA expects JPY8 billion, an upward revision of 
JPY3 billion from its previous forecast of JPY5 billion. 

As a result, as indicated earlier, there is no revision to the overall full-year forecast for sales revenue, which is 
expected to be JPY490 billion. 
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This is for reference only, but the full-year forecast on a full basis is also unchanged from the full-year forecast 
announced on May 8. 

From here, I would like to give a brief update on Cenobamate (ONO-2017) and ROMVIMZA in a few slides. 

 

First, we filed for approval of Cenobamate (ONO-2017) in Japan last month, in September. The indication is 
partial-onset seizures. 
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It is estimated that approximately one million people in Japan have epilepsy. Currently, about 30% of these 
patients still experience uncontrolled seizures, forcing them to live their daily lives with lingering anxiety. 

The results of the study have already been announced in academic conferences, and the results report a 
favorable efficacy and safety profile, with both Inhibition voltage-dependent sodium currents and positive 
modulation of γ-aminobutyric acid type A (GABAA) ion channels actions. 

Although the product is usually expected to be on the market in approximately one year, we are hopeful that 
Cenobamate will contribute to patients who are still suffering from seizures in the future. 

 

I would like to talk about the two-year data from the Phase III study of ROMVIMZA. This was presented at the 
recent European Society for Medical Oncology (ESMO) 2025. 

To begin with, here is an overview of the trial. 

This trial was conducted mainly at facilities in Europe and the US Based on the Part 1 data from this trial, the 
yellow part, the efficacy and safety data at 25 weeks, the drug was approved in the US in February and in Europe 
in September. 

The results of this study will evaluate the efficacy and safety of the product over a two-year period, including 
Part 2 and beyond. In addition to patients who received ROMVIMZA from the start, patients who initially 
received placebo in Part 1 also received ROMVIMZA in Part 2, resulting in a total of 118 patients in the data. 
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First, regarding efficacy, the results at Week 25 at the time of approval were robust, demonstrating durable 
antitumor effects. 

The response rate, or ORR, as determined by RECIST, which evaluates tumor size in a planar fashion, is 48% for 
the ROMVIMZA group in Part 1 and 54% for the group starting in Part 2, demonstrating robust and durable 
anti-tumor efficacy. 

Furthermore, the response rate, or ORR as determined by TVS, which evaluate with tumor volume score, 
showed that the ROMVIMZA group achieved 81% in Part 1 and 71% in Part 2. Compared to the 67% observed 
at the end of Part 1, Week 25, these results indicate a deeper and more sustained response, representing 
favorable outcomes. 
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On the other hand, the slide here shows safety, and there were no noteworthy adverse events in the two-year 
study results, and no new events of hepatotoxicity or liver injury were observed. 

Therefore, having obtained results demonstrating the efficacy and safety of ROMVIMZA over a relatively long 
period of two years, we intend to continue our efforts in the US and Europe to make ROMVIMZA available to 
more TGCT patients. 
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Finally, I would like to explain a little about the current status of ROMVIMZA prescriptions and the market in 
the US. 

As we have already reported, market penetration of ROMVIMZA has been greater than initially expected, and 
we have revised our sales forecast upward to JPY8 billion for the current fiscal year. 

First, as for the status of TGCT patients in the US, epidemiological information indicates that about 15,000 
people are reported to be affected annually. Within this context, we are considering three distinct patient 
groups that could be candidates for treatment with ROMVIMZA. 

In other words, as indicated in dark blue, approximately 700 patients per year actually receive treatment from 
medical oncologists using anticancer drugs, TKIs, tyrosine kinase inhibitors. And, as shown in light blue, about 
700 patients per year who are seen by medical oncologists but not treated with anticancer drugs or TKIs. In 
addition, approximately 1,300 patients, shown in red, who are seen by orthopedic surgeons. This is our current 
analysis. 

ROMVIMZA, which was approved in the US in February of this year, has already penetrated the market very 
steadily, with more than half of the patients in Step 1, shown in dark blue, being prescribed by the end of this 
fiscal year. 

Therefore, even at the current pace, if the administration period for each patient continues for one or two 
years, we expect that the number of patients treated will accumulate in the next fiscal year and the year after 
that, and sales will grow to double or triple the current year's forecast. 

Furthermore, once ROMVIMZA's reputation for safety and rapid response is established, we believe that it will 
be expanded to patients who are seen by oncologists but have not yet been prescribed anticancer drugs or TKIs, 
as shown in Step 2, and further to TGCT patients who are not yet involved with an oncologist, as shown in Step 
3. 

The product was approved in Europe last month in September, and we plan to launch it successively in the 
future. We expect to be able to achieve peak sales of JPY50 billion to JPY60 billion, or even more, which we 
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expect from ROMVIMZA. In fact, we are feeling the market's appreciation and response to our products, and 
we hope that you will have high expectations for our products. 

I would like to conclude my explanation with the comment that we are beginning to see a number of positive 
factors other than the financial results, and that we are beginning to see more and more things to look forward 
to. Thank you very much. 

Imura: Next, Okamoto of Clinical Development will explain the progress status of development pipelines.  

 

Okamoto: From me, as always, based on the materials posted on our website. I will use this document to 
explain the progress status of the development pipelines, focusing on the changes since the previous meeting 
on August 1 of this year. 

First is the actual and planned application for approval. I will speak from the left column. 

As you know, we are pleased to update you that the combination therapy of OPDIVO and YERVOY has been 
approved in Japan for the treatment of colorectal cancer with MSI-H in the first line of treatment, here. The 
area outlined in blue. 

Also, as President Takino mentioned earlier, ROMVIMZA has been approved in Europe for the treatment of 
tenosynovial giant cell tumors, so we are also updating it. 

In addition, the review by the authorities for BRAFTOVI, the first-line treatment for BRAF mutation-positive 
colorectal cancer, is currently in the final stage and is progressing well. 

Then we move to the middle column, which is the row for applications scheduled for the current year. 

As we recently announced in a press release, we have filed an application for Cenobamate, ONO-2017, for the 
expected indication of partial-onset seizures in epilepsy on September 30 and updated it. 

Next is the schedule for future applications. 
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First, regarding the Phase III trial of OPDIVO and YERVOY, and combined with chemotherapy for first-line gastric 
cancer treatment, which was conducted in Japan, South Korea and Taiwan, the primary endpoint was 
unfortunately not met. Consequently, we have removed this from our planned application for FY2026. 

The US application for ONO-4059, VELEXIBLE, is scheduled to be submitted by the end of this year. 

This is all for the results and plans regarding the application for approval. 

 

This is an explanation of the major changes in the development status of OPDIVO. 

As in the past, changes from the last time are indicated in red and yellow highlighting. 

As mentioned earlier, we have obtained approval in Japan for the combination therapy with YERVOY for 
colorectal cancer with MSI-H as the first-line treatment and have updated this accordingly. 

Additionally, the international Phase III trial evaluating the combination of YERVOY and chemotherapy for first-
line gastric cancer treatment has been removed, as it failed to meet its primary endpoint. 

These are the main updates of OPDIVO development status. 
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The next is the progress status of the development pipelines in the oncology field excluding OPDIVO. 

The third row from the top, ONO-4059, VELEXBRU, has been updated to reflect the initiation of a new 
randomized Phase III trial in the US targeting primary central nervous system lymphoma, PCNSL, in patients 
receiving second-line or later treatment. 

As I mentioned earlier in the section on the schedule for submission for approval, we are planning to submit an 
expedited application for the target to the FDA this year based on the results of the Phase II study, as shown in 
the next column. The Phase III study I mentioned earlier is positioned as a confirmatory study. Preparations for 
the actual test are underway to launch the study not only in the US but also in Europe. 

The EP4 antagonist, ONO-4578, as we recently announced in a press release, has shown positive results in a 
phase II study in first-line gastric cancer patients. We are unable to present the results here today, but we will 
provide an overview of the test and other information later. 

Next, ONO-0530, sapablursen for which we have acquired global rights from Ionis, has completed Phase II trial 
results. We have received information from Ionis that these results are expected to be presented at an 
upcoming academic conference. In addition, sapablursen received Breakthrough Therapy designation from the 
FDA in May of this year. 

Additionally, regarding the bottom row, the ULK inhibitor, DCC-3116, we have discontinued its development in 
combination with sotorasib, a KRAS G12C inhibitor, for strategic reasons, and removed it. 

On the other hand, as mentioned on the slide, we continue development in combination with ripretinib, which 
is QINLOCK. 
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We continue the area of oncology. 

DCC-3084, a pan-RAF inhibitor, has been removed as we have discontinued its development for strategic 
reasons. 

On the other hand, at the bottom, Phase I trial of DCC-2812, a drug candidate with GCN2 activating action, has 
started in the US, so we have added it. 
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The next slide summarizes the status of development pipelines in the non-oncology area. 

Regarding the upper row, ROMVIMZA, as I mentioned earlier, it has been approved in Europe, so we updated 
it. Also, as for Cenobamate, it is just as I mentioned earlier. 

We have acquired the development and commercialization rights in Japan and South Korea for povetacicept, a 
dual inhibitor of BAFF and APRIL, from Vertex Pharmaceuticals of the US. We have determined that the 
development code for this compound is ONO-8531 and added it here. 

Next, regarding Gel-One, for which we have acquired exclusive rights for joint development and sales in Japan 
from Seikagaku, as noted in the middle column, we are currently conducting Phase III trials in Japan targeting 
osteoarthritis of the knee and osteoarthritis of the hip. 

Finally, regarding the S1P5 receptor agonist ONO-2808, which is currently undergoing an international Phase II 
trial for multiple system atrophy, as President Takino mentioned earlier, I regret to inform you that we cannot 
present the results today; however, similar to ONO-4578, I will provide an overview of the trial. 
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There are no updated sections here. 

 

Let me start with ONO-4578 and briefly explain what the Phase II trial was about and the development process 
up to this point. 

As we have previously introduced at R&D Meeting, ONO-4578 is an antagonist of EP4, one of the four receptors 
for prostaglandin E2, which was discovered by our company. 
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Regarding the mechanism of action, within the tumor microenvironment, it is thought to exert an antitumor 
effect by suppressing the activation and induction of cells such as MDSCs and M2 macrophages, which are 
believed to negatively regulate tumor immunity. This facilitates the activity of CD8-positive T cells, also known 
as killer T cells, which attack the tumor. 

This mechanism suggests that combination therapy with OPDIVO, which activates T cells, can be expected to 
enhance efficacy. Indeed, as shown in the lower left, we have confirmed this synergistic effect in non-clinical 
studies. Additionally, regarding the mechanism mentioned earlier, we have confirmed this in the non-clinical 
phase. 

 

This data was also introduced previously, but it shows the results of a Phase I trial conducted domestically 
combining ONO-4578 with OPDIVO. 

At that time, patients receiving OPDIVO monotherapy as standard third-line treatment demonstrated efficacy; 
however, in a cohort of patients who subsequently experienced disease progression, tumor shrinkage was 
observed again in more than half of the patients. 

Also, in this study, we ask patients to cooperate with us before and after administration and collect tumor 
tissue from their specimens. Biomarker analysis here has confirmed behavior that supports the assumed 
mechanism of action. 

Based on the above, we believe that our results support the hypothesis of the mechanism of action I mentioned 
earlier. In other words, one of the causes of reducing efficacy of OPDIVO treatment is the involvement of cells 
that negatively regulate tumor immunity, such as MDSCs and M2 macrophages, as has long been known. We 
believe we have obtained confirmation that ONO-4578 can reverse this. 
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Therefore, we designed a trial targeting gastric cancer in its first-line treatment, adding ONO-4578 to the 
combination therapy of OPDIVO and chemotherapy, which was already the standard treatment at that stage. 
This is the Phase II study that we recently released in a press release, ONO-4578-08. 

This ONO-4578-08 trial is a multicenter, randomized, phase II trial in patients with HER2-negative gastric cancer 
in first-line treatment. At that time, and currently as well, we established a control group receiving the standard 
treatment of OPDIVO plus chemotherapy combined with a placebo. We then evaluated the efficacy and safety 
of a group receiving OPDIVO plus chemotherapy combined with the addition of ONO-4578 as the active drug 
group. 

A total of 210 patients were randomized in a 2:1 ratio to the active drug group and the placebo group. For 
efficacy, PFS was the primary endpoint, and other efficacy endpoints evaluated included OS and ORR. 

The results showed a statistically significant prolongation of PFS. We apologize that we cannot present specific 
data here today as the development lead. However, including the results for efficacy endpoints other than PFS, 
we believe we have obtained results that allow us to proceed confidently to Phase III trials, and that is our 
assessment. 

We expect to announce the results of this trial at the conference in the spring of next year or later. We are 
preparing to announce the results in the spring or later, with an eye on the most prominent cancer conferences 
in the world. That is all for ONO-4578. 
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We will continue with the ONO-2808-03 study. 

First, we would like to introduce the ONO-2808 itself. I believe that we have introduced this pipeline in the past 
at R&D meeting and other events. 

The ONO-2808 is a selective agonist of the S1P5 receptor, discovered by our company. The dosage form is oral. 
We are currently developing this product for multiple system atrophy. 

Multiple system atrophy is a progressive neurodegenerative disease in which the cerebellum and other parts 
of the brain atrophy. The diagram in the lower left shows the progression of the disease stage; however, this is 
a disease with rapid progression and a poor prognosis. In Japan, the disease is designated as a designated 
intractable disease, and it is estimated that there are approximately 10,000 patients with the disease, but we 
believe that there are nearly 50,000 patients worldwide, including those in Europe and the US. At present, there 
is no fundamental cure for this disease, and we believe that it is one of the diseases for which there is a 
particularly high unmet need. 

The pathogenesis of multiple system atrophy is believed to involve abnormal aggregation and accumulation of 
the protein α-Syn in oligodendrocytes and neurons. The diagram is in the upper right. 

The lower right-hand side is in a non-clinical study. It was confirmed that an agonist of S1P5 inhibited the 
accumulation of α-Syn. If you compare this picture of the vehicle with the S1P5 agonist on the right, you can 
clearly see what I mean. We have confirmed that the accumulation of α-Syn, this green substance, is suppressed. 

Therefore, we are developing ONO-2808, a selective S1P5 agonist, as a potential new treatment for multiple 
system atrophy. 
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Here is a summary of the ONO-2808-03 study, Phase II. 

ONO-2808-03 study is a multicenter, randomized, Phase II trial in Japan and the US in patients with multiple 
system atrophy within five years of symptom onset. 

The study consists of a core part, which is a double-blind phase, and then an extended-dose part for longer-
term evaluation. The results obtained this time are for the core part. 

This trial comprised four groups: placebo, low-dose, medium-dose, and high-dose. While the primary endpoints 
were safety and tolerability, we also evaluated multiple exploratory efficacy measures. These included the 
UMSARS score, an indicator consisting of activities of daily living and motor function assessments, which is the 
primary endpoint in this Phase III trial for multiple system atrophy. 

Results showed that, at each dose, ONO-2808 was first tolerated. Then, regarding the safety profile, we believe 
it was manageable. 

On the other hand, regarding efficacy, the trial design and settings positioned these as exploratory endpoints. 
Therefore, as mentioned earlier with ONO-4578, the trial was not designed to perform statistical testing; 
however, as stated previously, in multiple efficacy-related endpoints, including UMSARS, which will be the 
primary endpoint in the Phase III trial for this disease, numerically favorable results compared to placebo were 
obtained. 

I am sorry that we cannot give you more details but based on the results of this study and our past efforts, we 
believe that we have obtained sufficient results to proceed to the next phase of the study. 

We are now preparing to announce the results of this study at an academic conference in the spring of next 
year, which will be the largest academic conference in this field in the US. 

That is all I have to say about the progress of the development pipelines and the most recent cases of ONO-
4578 and ONO-2808. Thank you very much. 
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Imura: Lastly, Kitada of Sales and Marketing would like to introduce OPDIVO trends.  

 

Kitada: I would now like to explain about the trend of our main product, OPDIVO.  

This is an overview of the estimated sales of OPDIVO by cancer type. 

In FY2024, the result was JPY120.3 billion. For the initial target of FY2025, we had projected JPY125 billion; 
however, as explained earlier, competition against OPDIVO continues to intensify. Particularly in gastric cancer, 
we are experiencing greater erosion from other agents than initially anticipated. Consequently, we have revised 
our annual forecast to JPY120 billion. 

Moving forward, for gastric cancer, we will minimize competitive erosion while rapidly launching non-small cell 
lung cancer, hepatocellular carcinoma, which received an expanded indication in June, and colorectal cancer, 
which received an expanded indication in August, thereby building a foundation for OPDIVO's growth. 



 
 

29 
 

 

I will now explain about non-small cell lung cancer, hepatocellular carcinoma, and colorectal cancer. 

First, let me explain about non-small cell lung cancer. 

The paper was published in June this year. In addition to the previous CheckMate-227 study, six-year follow-up 
data from the CheckMate-9LA study has been published in ESMO Open. 

In this analysis, among PD-L1-negative patients with poor prognosis who had exhausted other treatment 
options, the combination therapy of OPDIVO and YERVOY demonstrated a six-year overall survival rate of 20%. 
The majority of patients who survived for five years were still alive at the six-year mark. 

Note that the five-year survival rate obtained with other treatment options, as recommended by the guidelines 
for PD-L1-negative patients, is less than 10%. This demonstrates the renewed necessity of the OPDIVO plus 
YERVOY combination therapy for achieving long-term survival, and we have been advocating for this approach. 
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This chart shows the trend in new prescription share. As a result of the activities mentioned earlier, the new 
prescription share has recently recovered to 20%. 

In FY2025, we will focus our activities on PD-L1-negative patients with solid evidence. We will strive to exceed 
the new prescription share achieved prior to the discontinuation of the JCOG trial within the current fiscal year 
and expect this to drive growth from the following fiscal year onward. 

 

Next is hepatocellular carcinoma. 
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The results of the CheckMate-9DW study showed high efficacy in terms of response rate, duration of response, 
and three-year survival rate. Regarding the initial response to the activities, we have received feedback 
expressing high expectations for their effectiveness. 

The share of new prescriptions for first-line treatment of hepatocellular carcinoma is steadily increasing, 
currently reaching 11%. As clinical experience continues to accumulate and awareness of its efficacy and safety 
measures spreads, we anticipate further significant growth. We expect immunotherapy to become the 
standard first-line treatment for hepatocellular carcinoma in the future. 

Next is colorectal cancer. 

In the CheckMate-8HW trial, the OPDIVO/YERVOY group demonstrated a hazard ratio of 0.21 for  progression-
free survival compared to the control group receiving chemotherapy, indicating a 79% reduction in the risk of 
death or disease progression. We will emphasize this data to promote the product. 

We will continue to strengthen our activities in gastric cancer, hepatocellular carcinoma, colorectal cancer, and 
esophageal cancer in the gastrointestinal field in order to achieve growth for OPDIVO. 
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Question & Answer 

 

Imura : I would now like to take your questions. 

Thank you very much, Mr. Yamaguchi of Citigroup Securities. 

Yamaguchi : I would like to ask a few questions briefly. 

First of all, Q1 is not Apple to Apple, but when comparing Q2, it is Apple to Apple. If you compare Q2 with 
Deciphera on board, I think SG&A and R&D expenses are down YoY. There was a description of this area, and 
it was mentioned that you are keeping costs down a bit, but is this something that would continue throughout 
the year? I think the achievement rate for H1 of the fiscal year is quite high for that, and it looks as if the full 
year will also be on the upswing if things continue as is. 

Itoh : Overall, we are managing expenses for R&D and SG&A separately. However, our fundamental policy is to 
fully utilize R&D expenses. Therefore, while there may be instances where unplanned expenses arise and cause 
costs to exceed projections, we expect the budget to proceed as planned. 

By out of management, we are assuming that there will be some new licensing agreements and that R&D 
expenses will be included in the cost. 

Yamaguchi : How is the overall progress? I think the rate of progress is pretty good, though. The company-wide 
profit progress rate, which I believe exceeded 60% in Q2, is also considered to be in line with your expectations. 

Itoh : Yes, that's right. I know that Mr. Yamaguchi has been observing our company for many years, but basically, 
expenses tend to be biased toward H2. 

We also have plans for H1 and H2 of the fiscal year in a non-half-and-half form, so we are not sure if profits will 
be overachieved or not, but they are almost in line with our projections for 1H. The increase in profit is due in 
part to the increase in sales, but in general, please understand that we are making good progress according to 
plan. 

Yamaguchi : Can you tell us about one point in the pipelines? Regarding EP4, the domestic Phase II trial for 
gastric cancer went well, so I'm looking forward to seeing how things progress from here. 

Will this asset be adapted and expanded, especially domestically? I understand that the asset originally came 
back from Bristol, but what are your current thoughts on domestic and international strategies, including global 
expansion, including whether you would choose candidates other than Bristol if you were to launch new 
markets? 

Okamoto : As for your question, the first premise is that all of our in-house developed products are positioned 
as globally developed products. Naturally, our next plan for ONO-4578 in gastric cancer is to conduct our own 
international Phase III trials, including in Europe and the US, and to do so as the ONO Group. 

ONO-4578 is already being tested for first-line treatment of colorectal cancer in Europe and the US, so I think 
you can understand that we have already begun to implement the so-called global expansion. 

Yamaguchi : So you mean, since you also have Deciphera, you are expanding on the premise that you will do 
everything yourself. 
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Okamoto : Regarding Deciphera, I used the term ONO Group earlier, but I would appreciate it if you could 
understand it in that context. 

Imura : Mr. Wakao from JP Morgan Securities, please. 

Wakao : First of all, you are making very good progress in terms of ROMVIMZA. Can you give us some more 
details about the patient share and the outlook for H2? You mentioned earlier that you would administer the 
drug to more than half of the Step 1 patients during this fiscal year, right now. In that case, could you please 
provide more details about Step 1's market share and patient share, and whether the drug is currently not 
being administered outside of Step 1 to a limited extent? 

Takino : As you are aware, Step 1 is currently being implemented at a pace where we anticipate that over half 
of the approximately 700 patients we expect annually will be prescribed the treatment throughout the year. 
We think it would be better if we could imagine half of that number in H1, say, a little over 200 patients. 

Wakao : You say that progress is better than initially expected. What do you think is being evaluated? Also, in 
H2, maybe, as for the US, you can continue to take half the number, but please also tell us how Europe is 
factored in. 

Takino : As of this half year, we have already reached the point where we hope we will be able to reach this 
level, and in fact, as we look at the movement of competitive product, we are imagining that the majority of 
cases are already using the ROMVIMZA formulation as the first choice.  

While the US market did have some existing products that we entered into, one key point is that we have the 
impression that a well-profiled product like ROMVIMZA would be ideal to gain uptake from the very beginning. 

In Europe, as you are well aware, systems differ from country to country, and I think that each country, starting 
with one country, will gradually launch its own system over a period of one, two, or three years, using the 
system of the respective country from where it can be developed. I do not have any comments on the figures, 
such as this is how the project will be launched. 

Wakao : I would like to know two more things. 

The first is about ONO-4578. As for the data, I think ASCO will provide it. Currently, gastric cancer development 
is very active, as seen at the recent ESMO, particularly targeting Claudin 18.2. We're also seeing the impact of 
VYLOY in the immediate term. However, regarding this ONO-4578, it targets a different population than Claudin. 

So, is it your intention that Claudin will continue to target Claudin positive or low expression, and this ONO-
4578 of yours will target areas where Claudin is not expressed? Based on the data we are seeing now, what is 
the situation going to be like in the future? Could you please tell us your company's current assumptions in this 
regard? 

Okamoto : As I mentioned earlier in my introduction of the study outline, the development of ONO-4578 is an 
addition to the current standard of care, which is OPDIVO and chemotherapy, so I believe that the design of 
the Phase III study will not be significantly different from that of Phase II. I think that the design of Phase III will 
not differ greatly from that of Phase II. 

On the other hand, next, as you pointed out, since OPDIVO entered the first-line therapy, the Claudin antibody 
has come in and entered the market. Currently, we are aware that the use of them is being differentiated based 
on guidelines and other factors. In some cases, as many as 50% of the patients are HER2-negative and Claudin-
negative, so this is naturally a target for us. 
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On the other hand, this is true for the development of all drugs, anti-cancer drugs, such as PD-1/L1 antibodies, 
not only our OPDIVO but also KEYTRUDA. There are no head-to-head comparative studies of this combination 
therapy and chemotherapy, or of the combination therapy with Claudin antibody and chemotherapy, so at this 
point, we do not have an answer as to what makes this the first choice for the first line. 

This will depend on the results and what choices are made based on them. Therefore, in response to your 
question, the trial design will first evaluate the added benefit for patients receiving OPDIVO plus chemotherapy. 
On the other hand, I believe it's impossible to say how the results will be applied in practice until the results 
are actually in. 

Wakao : I understand that, but looking at the data now, do you have any sense as to whether it will be like 
Claudin is going to be separated, or whether you will be able to get it back again? 

Okamoto : I am very sorry, but I would like to refrain from giving details about the data today. 

Wakao : Lastly, ONO-2808. First of all, I think we will proceed with the current indications, but based on the 
mechanism, I would have expectations for multiple sclerosis. What is your company's current thinking regarding 
this area, and what can you tell us about your strategy for development? 

Okamoto : Please understand that we have traditionally refrained from answering questions regarding specific 
development strategies. 

Wakao : You don't have any human data, right now, for multiple sclerosis, nothing. 

Okamoto : I hope you will forgive me for not being able to answer today about the non-clinical, non-disclosed 
items. 

Imura : Mr. Hashiguchi of Daiwa Securities, please welcome. 

Hashiguchi : As for ONO-4578, you mentioned that Phase III will be conducted on a global basis and by your 
own company. What are your thoughts on sales? Will it change or not depending on how magrolimab 
development goes? If a third party were to make an offer to develop a product together with you, would you 
decline the offer, saying, "No, we'll do it ourselves" or would you consider it a situation that is worth 
considering? Can you tell us what you are thinking now, looking a little further down the road? 

Takino : For now, we, ourselves, are thinking along the lines of developing and marketing our own products on 
a global basis as well. Of course, there is a possibility that we may take a different option in the future, but for 
now, that is the way we are thinking. 

Regarding magrolimab, the rights we currently hold are strictly limited to Japan and Asia. Therefore, I believe 
our approach will be based on considerations related to that scope. 

Okamoto : We have not developed magrolimab for gastric cancer. Therefore, we would like to proceed with 
the global development of gastric cancer without having to think about internal cannibalism or this or that. 

Hashiguchi : Another question about ONO-2808. Maybe I didn't hear it right, but I think the press release 
mentioned an interim analysis. Is it my understanding that this is the double-blind part, six months of data has 
been compiled? Also, you mentioned that the data was sufficient to enter the next phase, but I was wondering 
if you could tell us if the timing for entering the next phase is already somewhat clear. 

Okamoto : To begin with, as you just asked, it is correct to understand that the double-blind phase has now 
concluded and the results from that phase have been obtained. 
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We are preparing for the next phase, which is ONO-4578, and since the results were obtained at the same time, 
we hope to consult with the regulatory authorities, specifically the FDA, by H1 of the next fiscal year regarding 
the study design, etc., for the next phase for both projects. 

That is to say, based on the results, we would like to commence trials as early as possible. As a first step, we 
plan to initiate trial consultations with the FDA early in the next fiscal year. 

Imura : Mr. Ueda of Goldman Sachs Securities, please welcome. 

Ueda : I would like to ask you, first question, to tell us about your view of the future of R&D expenditure. As 
you introduced today, in places such as ONO-4578 and ONO-2808, as you are making steady progress, could 
you tell us about your approach to investment in this area, including whether there is a possibility that the ratio 
of R&D expenses to net sales will temporarily increase to some extent in the next fiscal year and beyond? 

Takino : We cannot deny the possibility that this will have some impact, but we would like to control the 
situation so that it does not grow to the extent that you are concerned about. 

Ueda : Second, I would like to know if the changes in the US business environment pose any risk to your 
company. Regarding US tariffs and MFN of NHI price, I imagine that for your company, since much of it involves 
royalty income, there are aspects where you aren't directly involved. 

Through communication with Bristol Myers and others, if there are any areas of your company that you see as 
a risk, or if you have any ideas on how to deal with them, would you be willing to share them with us? 

Itoh : Regarding the tariffs in the US, and the actual tariffs on pharmaceuticals, drug pricing policies, etc., are 
not yet clear in detail. The impact on royalties and the impact on the US business are still uncertain, and we will 
continue to monitor the situation closely. 

At this point, we are not taking any concrete measures. 

Imura : Next, Mr. Sakai from UBS Securities, please. 

Sakai : I think the foreign exchange impact in this H1, with the addition of Deciphera, I think that part of three 
months is affected by that, and then royalties from Bristol and Merck. Basically, I think it is positive because of 
the weak yen, but the table on page eight shows the royalty foreign exchange impact, minus JPY1.8 billion. 
Could you please explain this, including the factors causing these fluctuations? 

Itoh : Last year, , the exchange rate started in the JPY150 range at the beginning of the period, then rose to the 
JPY160 range in June. At the end of June, when we acquired Deciphera and included it in our financial results, 
the rate reached JPY161. After that, the yen suddenly increased by about JPY20, dropping to the low JPY140 
range. On average, the exchange rate for the first half of last year was around JPY152. 

In contrast, this fiscal year, overall, the average rate for the six-month period averaged JPY146, so although 
royalties on a sales basis and on a dollar basis increased compared to the previous fiscal year, this red 18 is 
negative because of that swing to a stronger yen. That is the way it is. 

Sakai : Since this is a royalty, does that mean you are excluding the Deciphera portion? 

Itoh : This portion does not have an impact by Deciphera. 

Sakai : No impact. Do you mean because there are no figures in the previous term? You mean because there 
are so few of them? 
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Itoh : Yes. 

Sakai : I have the impression that the yen is very strong at JPY146 for the current term. How much are you 
looking for assumptions, including H2? 

Itoh : We are still looking at the assumption of JPY145 for H2. 

Sakai : JPY145. So, this would mean an upward swing, at the current exchange rate level. 

Itoh : As we go along now, yes. 

Imura : Mr. Muraoka of Morgan Stanley Securities, please. 

Muraoka : Briefly, about the R&D expenses in the next quarter and beyond. To minimize the impact, I believe 
you need to be much more decisive going forward, you have to ruthlessly cut out what doesn't work. Is that 
understanding, correct? 

Takino : I am not sure if ruthlessly is the right word, but we will always prioritize and allocate resources 
appropriately. 

Muraoka : As a result, you don't want to increase R&D expenses that much in the next fiscal year, is that right? 

Takino : I might say there will be some expansion, but we will try to control it as much as possible. 

Imura : We have reached the time. Thank you very much for long time.  

[END] 


