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Presentation 

 

Sasai: Good evening. Thank you very much for joining us for the CHUGAI PHARMACEUTICAL CO., LTD., FY2022 
Q1 conference call. I am Sasai of Corporate Communications, and I will be the moderator today. 

During the presentation, your connections will be set to listening only. After the presentation, there will be a 
30-minute Q&A period during which any questions will be answered. 

First, we will hear from Dr. Okuda, President and CEO; Mr. Itagaki, CFO; and Mr. Yamaguchi, Head of Project 
& Lifecycle Management. Please have your presentation and disclosure materials on hand. 

We will now get started with the presentations. Dr. Okuda will provide an overview of Q1 performance. 

 

Okuda: Hello. I will now give a summary of Q1. Please see page five of the slides. 

Revenues increased approximately 60% YoY. Operating profit and net income each grew approximately 50%. 
Increased revenues and profits marked a strong start to the year. For the full year, we expect an increase in 
both revenues and profits, with no change in our assumptions from the beginning of the period. The situation 
in Ukraine has no significant negative impact on our business performance. 

Regarding Ronapreve, the remainder of last year's contracted amount has all been delivered in the January to 
March period of this year. In addition, a new contract for FY2022 has been signed with the government. Here, 
there are no major changes from the assumptions made at the beginning of the period regarding the volume 
of deliveries through the end of December of this fiscal year. 

Regarding the settlement with Alexion, it is recognized as non-core revenue as it is a non-recurring item. 
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Next, I will explain the details of the topline. See slide six. 

Sales in the domestic market, excluding those of Ronapreve, increased due to the steady penetration of new 
products such as Polivy and Evrysdi. This absorbed the negative impact of the NHI drug price revision and 
other factors. 

Overseas, export sales increased significantly due to the stepping up of Hemlibra export at regular shipment 
price, as well as the contribution of Actemra exports. 

Royalty-related incomes declined on a YoY basis due to lower initial shipment royalties from Hemlibra. 

Combined domestic, foreign, and royalty sales revenue increased 23%, or JPY39 billion. In addition, we also 
saw a contribution to overall sales by Ronapreve. This resulted in a significant increase in sales to start the 
year, as we had expected. 
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Next, I will discuss the key points in R&D. See slide seven. 

In March, Vabysmo was approved for age-related macular degeneration and diabetic macular edema. This is 
our first full-scale entry into the ophthalmology field. We are covering information provision activities in major 
markets exclusively through in-house MRs. 

There is the expanded indication for Vabysmo to include RVO, RG6321, and Roche has an extensive 
ophthalmology pipeline. Chugai will use these to focus on the ophthalmology area. 

Next, I would like to talk about nemolizumab, a drug discovered in-house. Maruho, out-licensed in Japan, 
received approval for pruritus associated with atopic dermatitis. We will manufacture the products and 
Maruho will market them. 

Overseas, Galderma is conducting late-stage clinical trials for multiple indications. 

Finally, the settlement with Alexion mentioned at the beginning of this talk relates to our proprietary recycling 
antibody technology. We hold a number of patents that give us a competitive advantage in relation to 
antibodies and small- and mid-size molecules. We will continue to focus on protecting our key asset, 
intellectual property rights. 
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Next, I would like to talk about the relocation of our research facilities. See slide eight. 

Construction of the Chugai Life Science Park Yokohama is progressing smoothly toward completion in October 
2022, and full-scale operation in April 2023. We plan to introduce the new institute to the press and 
institutional investors in time for its completion in October or official launch next year. 

In addition, two existing laboratories are preparing for closure, and a buyer has been decided for the 
Kamakura laboratory. 
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Next, I will talk about our work in the area of corporate governance. See slide nine. 

As required by the revised Corporate Governance Code pertaining to Prime Market listed companies with 
controlling shareholders, we have elected to establish a Special Committee. 

The Committee will deliberate and review important transactions and actions that may conflict with the 
interests of Roche, the parent company, and minority shareholders, and strive to further strengthen corporate 
governance. 
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Finally, we would like to introduce our management team. 

Under the strong leadership of Honorary Advisor Nagayama and Senior Advisor Kosaka, we have entered into 
a strategic alliance with Roche. By focusing on innovation, we have grown significantly to become one of the 
top R&D-driven pharmaceutical companies in Japan. 

Going forward, we will promote TOP I 2030 and aim for further growth under the new eight-member 
management team shown here. Each individual has a different leadership style, as well as different knowledge, 
experience, and skills. As speedy and appropriate management decisions are required to address complex 
and diverse issues, the team will lead Chugai's management by taking advantage of the diversity of the eight 
members and sharing various opinions. 

Sasai: Next, Mr. Itagaki will present an overview of the consolidated financial results. 
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Itagaki: Itagaki here. 

Now, please go to page 12. First, we will look at the non-core adjustment. 

To calculate core results, we add or subtract what we consider to be non-recurring items to or from IFRS 
results. In this Q1, that non-core adjustment is performed as described on the right. 

First, intangibles, in this case, refer to the upfront and milestone payments that accompany in-license. They 
are recorded on the balance sheet as intangible assets and amortized over a certain period of time after launch. 
If a product has to be discontinued or written down before it is put on the market, it will be written down. 
These are treated as non-core expenses. Q1 had costs of JPY300 million and JPY200 million, respectively. 

The other two are the settlement and business restructuring fees. As previously announced, the lawsuit with 
Alexion has been settled for an upfront payment of USD775 million. Since the settlement payment is a non-
recurring item, it is recorded in other income and converted to yen as a non-core adjustment of JPY91.9 billion. 
The office reorganization expenses are the accelerated depreciation expenses for the two laboratories, which 
will be incurred in conjunction with the consolidation of the Gotemba Research Center and the Kamakura 
Research Center into a new research center in Yokohama in 2023. 

As a result of these adjustments, core operating profit will be JPY98.9 billion, compared to JPY187 billion in 
IFRS actual operating income. In the slides that follow, I would like to explain the core results. 
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Please see page 13. We will look at the profit and loss results for Q1, comparing them to the previous period. 

Revenue was JPY268.6 billion, an increase of 59.1%. Sales in the domestic market increased by 70.4% due to 
strong sales of new and mainstay products. Overseas sales also grew strongly at 128.8% due to increases in 
Hemlibra and Actemra. 

Royalty and profit-sharing income were down 31.1% due to lower royalty revenues related to initial shipments 
of Hemlibra. Other operating income were also limited to JPY0.7 billion due to a decrease in one-time income. 

The cost to sales ratio was 47%,  a 4.8 percentage point deterioration year on year, mainly reflecting a change 
in the product mix. M&D and G&A expenses increased by JPY3 billion due to higher business taxes and 
increased activities of overseas subsidiaries. R&D expenses also increased by JPY4.2 billion due to progress in 
research themes. 

As a result, operating profit was JPY98.9 billion, up 51.2%, and operating margin was 36.8%. After subtracting 
financial account balance and income tax, the net income was JPY70.6 billion, an increase of 45.9%. 
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Moving on to page 14. 

The breakdown of the change in product sales is as follows: oncology, primary, and overseas sales all increased 
in each therapeutic area. 

In the oncology area in Japan, sales grew by 0.9%. The each product was shown in dark blue on the right side. 
Polivy, which was launched in May last year, Kadcyla, which is performing well due to its expanded indications, 
and Foundation Medicine, to which FoundationOne Liquid was added, increased sales. 

On the other hand, sales of Avastin and Herceptin decreased due to biosimilars. Tecentriq sales decreased 
due to the impact of a drop in drug price of an approximately 11%by NHI prices revision based on market 
expansion in last August. 

In the domestic primary area, sales increased by 179.7%. Looking at the products shown in light blue, sales of 
Ronapreve, which received special approval in last July, totaled JPY60.8 billion. Sales of Evrysdi, which was 
launched in August last year, totaled JPY2.1 billion. Sales of in-house products, such as Enspryng, Hemlibra, 
and Actemra, are also growing steadily. 

Sales for Mircera decreased by JPY0.8 billion. 

The overseas also posted a significant revenue growth of 128.8%. Hemlibra overseas exports were 5.2 times 
higher year on year, as initial shipping inventories have run their course and shipments at regular unit prices 
have begun in earnest. Overseas Sales of Actemra  also increased by 47.7%. We will look at the details on the 
next page. 

Exports of Enspryng, which began in the second half of last year, amounted to JPY1.2 billion. Exports of 
Alecensa decreased by JPY0.8 billion due to a decline in unit prices, although the export volume itself 
increased. 
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Page 15 covers exports of Actemra to Roche. We are gaining familiarity with this picture. 

The figures are stacked chronologically from left to right and quarterly from the bottom. The blue numbers 
written on the side show the percentage increase in Actemra sales in the Roche territory. 

First of all, if you look at last year's full year results, our exports  decreased by 24.2%year on year, while Roche 
territory sales grew 30%. There are two reasons for the negative growth in our exports. The first point is that 
we shipped too much in 2020 ahead of schedule, and the first half of last year saw a reaction to this. The 
second point is that exports were somewhat outpaced by demand in the second half of last year due to 
production capacity issues. 

Since we have been able to expand our production capacity since then, this fiscal year we will make up for the 
supply-demand shortage that occurred in the second half of last year. Therefore, for the current fiscal year, 
the forecast of Actemra export to Roche is JPY141.5 billion, an increase of 41.4% year on year. 

As you can see at the bottom of the right-hand side, exports to Roche in Q1 totaled JPY24.6 billion, an increase 
of 45.6%. This is almost in line with our forecast. 

Incidentally, Roche's Q1 growth rate, as written on the right, is 2%, excluding Japan. Q1 results for last year, 
which are used as a comparison, are themselves a very high launch pad. 

If you look at Roche's Q1 results in chronological order, 2020 saw a 35% increase, and 2021 saw a 26% increase. 
If we take 2019 as the base, last year's results are 1.7 times larger. Compared to that, the 2% increase in Q1 
of this fiscal year, I think we can say that we are maintaining a high enough level. 
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Next, page 16. This is a breakdown of the increase in operating profit. 

The second through fourth bars on the left show the elemental decomposition of the increase in gross profit. 
The negative impact of price revisions and export unit prices was absorbed by volume growth, resulting in a 
net increase of JPY53.3 billion. 

Next, royalty and profit-sharing income decreased by JPY11.4 billion. Of this amount, royalties on initial 
shipments of Hemlibra, or Royalty 2, were negative JPY15.2 billion, although this figure is not shown in the 
above slide. 

Other operating income, M&D and G&A expenses, and R&D expenses are as shown. 
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Starting on page 17, there are three more slides showing quarterly trends. On each page, the upper right-
hand side of the page compares results to the previous year's Q1, and the lower right-hand side compares 
results to the previous year's Q4. I have already explained the comparison with the same period of the 
previous year, so I will skip the explanation in the next three slides. 

This is the first slide. This slide looks at the cost structure, starting with the cost ratio. 

This is up from Q4 due to a change in product mix. Although costs are lower than in Q4, this is consistent with 
the trend in previous years. COVID-19 has not particularly had an effect. 
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The next page, page 18, shows the revenue composition. 

Sales in the domestic market, which tend to be high in Q4 and then drop in the following Q1, were up JPY5.4 
billion this quarter. The reason for this Q1 result is the recording of JPY60.8 billion of Ronapreve sales in Q1. 

The figure for overseas revenue is down JPY26.8 billion from the preceding Q4. In my previous explanation of 
the financial results, I had mentioned that the acceptance inspection time for Hemlibra on the Roche side was 
accelerated, and that last year's final sales achieved above our forecast ahead of JPY15.1 billion. The impact 
of this is seen in this Q1. Adjusting for the JPY15.1 billion due to the timing of the acceptance inspection, we 
see a slight increase in Q1 result compared to the preceding Q4 result. 

Q1 royalty and profit-sharing income decreased by JPY26.8 billion from Q4. This is mainly due to the JPY11.4 
billion decrease in initial shipment royalties on Hemlibra and a decrease in regular shipment royalties. 

The royalty rate on exports usually increases in steps as Roche's sales accumulate, so Q1 will naturally be less 
than Q4. 
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The last slide of the quarterly trends, page 19, shows sales by product category. 

Compared to last year's Q4, the lower right-hand corner shows that only Ronapreve was the only product 
with increased revenue, increasing by JPY26.2 billion. Other products decreased in revenue. These trends are 
the same as in previous years, with higher Q4 and lower Q1. 
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Next, the forecast ratio. See page 20. 

As noted to the right, cost of sales, expenses, and profit are all generally progressing as expected. However, 
we have also included last year's progress rate here. Compared to that, this year's progress, especially in 
revenues, has been better. I will say a few words about this. 

First of all, the progress of sales in the domestic is better than last year due to the impact of Ronapreve, which 
was 18.3% last year and 25% this year. Excluding Ronapreve, the progress was 21.5% last year and 22.6% this 
year. Excluding Ronapreve, the trend of progress is almost the same. 

Next, overseas. The difference in progress rate was affected by the bumpy export timing of Hemlibra. We will 
confirm this on the next page. 

Progress in terms of ROOI is faster than last year because the Royalty 2 will converge toward the end of the 
period this year. This is why we are seeing a better rate of progress in Q1 this year. 

This is why we are seeing better progress in earnings compared to the previous fiscal year. We have factored 
this into our plans, so overall, the progress is almost as planned. 
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The sales forecast ratios for individual products are shown on page 21. 

Progress on individual products is also generally in line with expectations, although there are a few products 
whose progress to the full-year forecast is below 20% such as Polivy, Gazyva, Foundation Medicine, and 
Hemlibra. Firstly, we anticipate an increase in sales of these products toward the end of this fiscal year, so the 
low progress rate in Q1 is as expected. 

In addition, since overseas exports depend on the timing of shipments, it would be difficult to judge the 
situation solely by looking at the progress rate here. However, we saw firm order transactions in Q1 at the 
time the plan was formulated at the beginning of the fiscal year. 
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Next is page 22. This slide shows the impact of exchange rate fluctuations. We usually put this in the appendix, 
but since the yen has been weakening considerably recently, I would like to bring it to the main part of this 
presentation to discuss it a little more. 

As shown in the graph on the right, the current level of the yen itself is about 10% weaker than the rate during 
the first quarter. This is shown at the top of the graph against the Swiss franc. 

If you look at the left, in this Q1, there is a negative impact of JPY1.2 billion in sales compared to the forecast. 
However, since almost 100% of the export sales in Q1 were hedged, some may question whether this makes 
any difference. The assumed exchange rate against the Swiss franc for Q1 was JPY122. In fact, many of the 
hedges used were for slightly appreciated yen. 

To begin with, hedges are taken throughout the year, and spread out over the previous year, so there is a 
variation in the exchange rate of each held. The assumed rate itself is an average of these rates, so depending 
on which hedge is actually used, and at what timing, each transaction will be plus or minus as planned 
differences. However, if all the exchange reservation are used up, there will be no difference from the forecast 
for the full year, so we hope you understand that this is a temporary difference. 

However, it should be noted that 80% of the main foreign transactions are hedged, and therefore, for 
transactions that are not hedged, gains or losses will be affected by market exchange rate movements. 
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This concludes the explanation of profit and loss. Page 23 is a slide covering the balance sheet. 

If you look at the second line from the bottom on the left, you will see the total net assets. As of the end of 
this March, the balance stood at JPY1.2405 trillion, an increase of JPY52.5 billion from the end of the previous 
fiscal year. 

The breakdown above shows that assets increased by JPY46.2 billion, while liabilities increased by only JPY6.3 
billion. This resulted in 1.1% points increase in the shareholders' equity ratio to 78.3%, shown at the bottom. 

Net cash was JPY40.2 billion, a decrease from the end of the previous fiscal year, with a balance of JPY431.8 
billion. We will see the changes in balance on the next page. 
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Page 24 shows the cash movement from the end of last year to the end of March. 

First, there was a cash inflow of JPY197.9 billion from operating activities. After deducting a JPY33.2 billion 
increase in net working capital and JPY38.6 billion in payments for the construction of new laboratories and 
manufacturing facilities, operating free cash flow was a positive JPY126.2 billion. We cashed out JPY92.2 billion 
in income taxes and JPY75.2 billion in year-end dividends, resulting in a JPY40.2 billion decrease in net cash. 
This leaves a balance of JPY431.8 billion. 

Tax and dividend payments in Q1 are significant, so it is customary for cash to decrease, and there is no 
particular problem here. We expect the change in net cash to be positive in Q2 because of the receipt of 
JPY91.9 billion in settlement proceeds. 

That is all from me. 

Sasai: Next, Mr. Yamaguchi will explain the status of our development pipeline. 
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Tetsuya Yamaguchi: Yamaguchi here. 

Please see page 26. This is an introduction to new topics since the last financial announcement. 

First, in terms of approvals, three products were approved in March. Mitchga has been approved for pruritus  
associated with atopic dermatitis by Maruho, the company to which we licensed the drug. In addition, 
Vabysmo was approved for two indications: age-related macular degeneration and diabetic macular edema. 
The indications for Parjeta/Herceptin have been expanded to include HER2-positive advanced or recurrent 
colorectal cancer. 

An application was filed in the US for Actemra in COVID-19 pneumonia and was designated for priority review. 
Actemra for use in COVID-19 pneumonia has been approved or filed in approximately 40 countries around 
the world. In addition, we have obtained pre-certification from the WHO. We have submitted an application 
to expand the indications of Gazyva for use in combination with acalabrutinib in chronic lymphocytic leukemia. 
From this presentation onward, we are disclosing development studies by major out-licensing partners and 
combination studies. Additions are indicated with an underline due to the change in disclosure method. 

Next, the pipeline. Roche has initiated a Phase II study for crovalimab in sickle cell disease. As for ranibizumab  
(PDS), we have started domestic Phase I/II trials for age-related macular degeneration and diabetic macular 
edema. 

In late-stage development top-line announcements, a Phase III study for crovalimab in China for paroxysmal 
nocturnal hemoglobinuria, PNH, met their primary endpoints. The study will evaluate control of hemolysis 
and transfusion avoidance in a single group of 50 patients for up to 24 weeks. Data will be presented at an 
upcoming conference. On the other hand, the anti-TIGIT antibody tiragolumab unfortunately failed to meet 
its primary endpoint in the global Phase III small cell lung cancer study. 

As for conference presentations, we presented Vabysmo data from the diabetic macular edema Phase III trial 
at two years, and Evrysdi presented data from the SMA Phase III trial at three years. All of these achieved 
good results. 



 
 

 

Support 
Japan 03.4405.3160    North America  1.800.674.8375  

Tollfree  0120.966.744 Email Support     support@scriptsasia.com 
22 

 

 

Maruho has obtained approval for this product, Mitchga. 

Mitchga is an anti IL-31 receptor A antibody developed by Chugai. It directly suppresses pruritus  by inhibiting 
the function of the pruritogenic cytokine IL-31. In March, Maruho, out-licensed in Japan, obtained a 
manufacturing and marketing approval for the treatment of pruritus associated with atopic dermatitis, ahead 
of other companies in the world. 

In a Phase III study conducted by Maruho in Japan, the primary endpoint of the  pruritus VAS showed rapid 
improvement in pruritus from the day after dosing. In addition, the ISI, a sleep assessment index, also saw 
great improvement. 

By reducing itchiness, which is the most painful symptom of atopic dermatitis, the treatment is expected to 
improve concentration and sleep disturbance, improve QoL, and reduce dermatitis by breaking the 
itch/scratch cycle. 
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Vabysmo is our first full-scale entry into the ophthalmology field. 

We obtained a manufacturing and marketing approval for nAMD and DME as the first anti VEGF-A/anti Ang-
2 bispecific antibody in the field of ophthalmology. 

In addition to inhibition of angiogenesis by VEGF-A, Ang-2 inhibition improves vascular stability and effectively 
suppresses vascular leakage and inflammation. 

In the four Phase III studies, approximately half of the patients achieved 16-week dosing intervals at one year 
of treatment. At two years of DME, approximately 60% of patients achieved 16-week dosing intervals. The 
safety profile is also generally favorable. We expect to be able to reduce the treatment burden by decreasing 
the frequency of administration to the eye. 

The number of patients in Japan suffering with nAMD is estimated to be approximately 880,000. The figure 
for DME is 710,000. The peak annual sales in the domestic market, including retinal vein occlusion disease, 
which is under development, is expected to exceed JPY30 billion. 
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We are pleased to introduce the Port Delivery System, PDS, for ranibizumab, a newly initiated clinical trial. 

Ranibizumab is marketed worldwide under the name Lucentis for intravitreal administration. PDS will be a 
device and drug system in which an implant filled with a specialized high concentration ranibizumab 
formulation is placed in the vitreous chamber. 

The implant, which is refilled with the formulation every six months, is expected to release the drug slowly 
into the vitreous chamber at an appropriate rate for long-lasting effect. We expect to improve maintenance 
of vision by reducing the administration burden to patients and improving treatment compliance. 

In conducting the study, we provide training to the investigators on implant placement techniques to ensure 
safety. Regarding nAMD the product launched in the US last year. We have applied for approval in the EU. 
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This slide introduces crovalimab in sickle cell disease, for which Roche has initiated a Phase II study in the US 
and Europe. 

Crovalimab is an anti-C5 recycling antibody developed by Chugai. Although Chugai does not plan to develop 
the product for this indication, we are providing this explanation because we expect to receive royalty income 
in the future. 

Sickle cell disease is caused by a genetic mutation of hemoglobin. The polymerization of the mutated 
hemoglobin deforms erythrocytes into a sickle shape. The disease can be fatal, causing chronic hemolysis, 
anemia, painful vascular occlusive disease, and in the long term, multiple organ damage. It is found in Africa, 
India, the Middle East, and the Mediterranean. Tens or hundreds of thousands of patients have been reported 
in the United States and Europe. On the other hand, there have been almost no reports of the disease in Japan. 

In sickle cell disease, elevated complement activation markers have been reported. We expect C5 inhibition 
to inhibit hemolysis and thrombus formation. 
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We are pleased to provide an update on the progress of this year's major R&D events. 

Approvals progressed smoothly, with five items approved compared to the planned eight. 

As for the main study results, the ALINA study, Alecensa in non-small cell lung cancer (adjuvant), have been 
moved back to 2023 due to delayed event occurrence. As noted above, the primary endpoint of Tecentriq in 
combination with tiragolumab for small cell lung cancer was not met. 
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This is the schedule for future applications. 

The red stars are the ones we have added. In addition to what has already been explained, due to a change in 
the disclosure method, we have added the European Hemlibra item for mild to moderate hemophilia A. For 
application in 2023, there is Tecentriq non-small cell lung cancer in combination with cabozantinib, and 
Tecentriq with lenvatinib and sorafenib for hepatocellular carcinoma. 

The green star indicates a change in the year of application. This is Tecentriq and urothelial carcinoma. The 
application has been pushed back to 2023 due to a delay in the occurrence of OS-rated events.  

We can see the status of the development pipeline on pages 33 to 34, the progress of third-party licensing 
projects on page 35, the companion diagnostic function of the cancer genome profile of FoundationOne CDx 
on page 36, the companion diagnostic function of Liquid CDx on page 37, and the major clinical trials that will 
be initiated soon on page 38. Please refer to the appropriate section. 

That is all from me. 

Sasai: That concludes the presentation section. 
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Question & Answer 

 

Sasai [M]: I would now like to begin the question-and-answer session. We will take questions in the order of 
receipt until the scheduled finishing time. 

We sincerely appreciate your cooperation in limiting the number of questions to two per person so that as 
many people as possible can ask questions. 

When it is your turn to ask a question, I will call your name. Please mention your company name and name 
when asking questions. An audio recording of the session will be posted on our website at a later date along 
with the presentation. Thank you. Also present today is Mr. Hidaka from Sales. Thank you. 

First, Mr. Wakao from JPMorgan, please go ahead. 

Wakao [Q]: Thank you very much. This is Wakao from JPMorgan. 

First, could you comment on the outlook Q2 and beyond with respect to export sales of Actemra and 
Hemlibra? You mentioned that both Actemra and Hemlibra are in line in terms of firm orders with respect to 
Q1 figures for export sales. Please comment on the outlook for Q2 and beyond, based on these Q1 Roche 
sales. 

Regarding Actemra, I have the impression that Q1 sales have peaked out a bit compared to the previous 
quarter. Is this in line with your expectations? Also, you seem to be doing well with respect to Hemlibra, could 
this have an impact on export sales in Q2 and beyond? This is my first question. 

Itagaki [A]: This is Itagaki. 

Regarding Actemra exports, Roche is also announcing its Q1 financial results today. Global Actemra growth is 
3%. As I mentioned earlier, the launch pad has already been growing at a very high-rate last year and the year 
before, growing at a CAGR of about 20% over three years. 

Therefore, our exports are in the context of the fact that they are still being used in clinical practice in severe 
cases of COVID-19. In addition, due to some restrictions in the manufacturing process last year, Roche and 
the market inventories during the period were insufficient for exports. We are planning to gradually fill the 
shortage. Based on this assumption, our current projection is that shipments will steadily increase toward the 
end of the fiscal year. 

Hemlibra, by the same token, still shows a very high growth rate, with Roche's global growth of 30%, or 32% 
excluding Japan. In the exports of these products, there is almost no initial shipment inventories in Roche side. 
As a result, shipments at normal prices have been gradually coming in since about the second half of last year. 
They are now in full swing, and in terms of last year, about 5.5 times as many exports have occurred in this 
Q1. 

The progress rate is 24.2%, and if you consider that this is one quarter of the total, you can see from the 
outside that we are almost on schedule. 

We can consider the growth rate compared to last year in terms of volume and unit price. The unit price of 
Hemlibra, as well as Alecensa, has been declining since last year, so the YoY growth rate is even higher when 
viewed on a volume basis. The growth rate is 452%, but the reality is that the growth rate is about 600% on a 
volume basis. We expect to steadily increase sales and exports in Q2 and beyond toward the full-year forecast. 
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Wakao [Q]: I understand. Thank you very much. Looking at Actemra's quarterly sales in Europe and the US, I 
was slightly concerned because there was a slight slowing trend. Based on your current explanation, I 
understand that they will basically remain in line with your company's plans for Q2 and beyond. Thank you 
very much. 

Second question. Please tell us about the settlement regarding the patent lawsuit with Alexion. Is this result 
close to what your company was aiming for this time? The amount of the settlement is very large, so I think it 
was a good result for your company. On the other hand, as for Ultomiris, which could be a competitor of 
crovalimab, there has been no sales injunction or anything, so I am wondering if there has been any impact 
on the future development strategy of crovalimab. 

Tetsuya Yamaguchi [A]: I will answer this question. The development of crovalimab has proceeded under the 
assumption that Alexion's drug is available on the market, so there have been no changes that would affect 
the development side of the project. The impact has also been proceeding on the assumption that 
ravulizumab is present. That is all. 

Wakao [Q]: Thank you very much. I think the PNH clinical trials for crovalimab in the US and Europe will be 
finished by the end of this year. The timing of the application in China is listed in the calendar, but the timing 
of the application in the US and Europe is not clear. Is there any background to why this has not been 
announced yet? Is it correct to say that an application will be filed? 

Tetsuya Yamaguchi [A]: I think it was in the applications for the following year. Elsewhere, the global 
application for PNH is set in 2023. We have stated that the application is scheduled to be filed in 2022 for 
China. 

Wakao [Q]: Thank you very much. Sorry, I didn't look at it properly. The Chinese results of crovalimab, when 
will the contents of this be announced? 

Tetsuya Yamaguchi [A]: We are planning to release specific figures at a future conference, so at this point we 
are unable to release them. 

Wakao [M]: I understand. Thank you very much. That is all. 

Sasai [M]: Thank you very much. 

Next, Morgan Stanley, Muraoka, please go ahead. 

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

Regarding Hemlibra, you may say that I should ask Roche, but I know sales are going well, and the US and EU 
side of the business, which was in the Roche document today, has a 34% patient share. I know it's a detailed 
question, but the QoQ, that's only a 1% point increase. It has been increasing at a rate of 2% points all this 
time and now it is down to 1% point. Maybe it's to do with rounding, but it seems to me that although sales 
are strong, the growth in market share has slowed down a bit. I would be helpful if you could explain the 
background. 

Okuda [A]: Okuda here. 

The numbers are, as you point out, 33% for last year's Q4 and 34% for this year's Q1, so the increase is 1% 
point. However, I believe there is a rounding element, so I think it would be premature to say that sales are 
slowing based on this one number alone. I would like to see the transition during Q2 and Q3. 
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Muraoka [Q]: So it's not that the competitive environment has slowed the growth a bit, or that the growth 
has not been as strong as in the past in relation to the market? 

Okuda [A]: Indeed. I am sure you are all aware of the competitor products, but I understand that the situation 
has not changed in any way during this Q1. 

Muraoka [Q]: I understand. Thank you very much. 

As for the exchange rate, as Mr. Itagaki explained earlier, I believe that 80% of the contracts are already 
booked and the average is at JPY122. Am I correct in understanding that with the yen weakening this much, 
if the momentum continues toward the second half of the fiscal year, there is a possibility that the benefits 
of a weaker yen will have a significant effect on earnings in the second half of the fiscal year? 

Itagaki [A]: About 80% of the exchange rate portion is done on a first-come, first-served basis. Later 
transactions will be exposed, and with the exchange rate in the market at that time. Under the assumption 
that the yen is weak, if you net both sales and purchases, it is normal for sales to have more exposure on the 
net. If the yen were weaker, it would normally be a positive factor for the plan. 

For this year only, a certain large hedge for Ronapreve's purchase from Roche was not conducted, because 
the contract was not finalized as of last year, although we have incorporated into the plan. Therefore, since 
Ronapreve's purchases are at the stage of exposure, the depreciation of the yen for this part is negative 
against the plan because it is a purchase. When all such positive and negative factors are taken into account, 
the current view is that there is a higher likelihood of a negative outcome rather than a positive one, as you 
mentioned. 

Muraoka [Q]: So, you are saying that Ronapreve's cost ratio will get worse with each passing period if this 
exchange rate change continues. 

Itagaki [A]: Yes. This Q1 is fixed in the part of last year's contract, so that part is fine. I cannot disclose that 
much, but this later part is based on the assumption that the government delivered price is constant 
compared to last year, and the purchase price is higher in yen terms as the yen weakens. 

Muraoka [M]: I understand. Thank you very much. That is all. 

Sasai [M]: Thank you very much. 

Next, Mr. Yamaguchi of Citigroup, please go ahead. 

Hidemaru Yamaguchi [Q]: I am Yamaguchi from Citi. Thank you very much. 

The first question is about Ronapreve. I am sorry to be persistent, but I was told that there will be a new order 
in April. In the case of other companies, we have seen cases of cancellations of vaccines during the course of 
the year. In the case of your company, is it correct to assume that the possibility of such cancellations is low 
due to the new contract? Are there still some areas that remain as possibilities? Thank you. 

Tetsuya Yamaguchi [A]: I am Yamaguchi. 

Although I am unable to go into the details of the contract, I understand that the government has decided to 
prepare Ronapreve for government procurement based on the uncertainty of the sensitivity to future 
mutations. 

In light of this situation, we consider the possibility of cancellation to be low. Of course, accurate descriptions 
of the cancellation policy are included in the contract. I think that is what I can say now. 
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Hidemaru Yamaguchi [Q]: Thank you very much. 

One more question, Vabysmo has been approved and will be launched to market. I think there are probably 
some sales included in the other sales section, but since there are existing products where Vabysmo will be 
included later, do you plan to launch the product in a style that basically takes in new patients? Or is there 
some basic sales strategy that you can tell us about that you think you can take from existing products because 
the interval of administration is longer? 

Hidaka [A]: I am Hidaka from Sales. Thank you for your question. 

I think there are elements of both. We are expecting new patients, of course, but we are also expecting a 
certain amount of switching, especially in the advantage of interval, depending on the patient's needs. That 
is all. 

Hidemaru Yamaguchi [Q]: So basically, it is both. 

Hidaka [A]: Yes, that's right. 

Hidemaru Yamaguchi [M]: I understand. Thank you very much. That's all from me. 

Sasai [M]: Thank you very much. 

Next, Mr. Sakai from Credit Suisse Securities. 

Sakai [Q]: My name is Sakai from Credit Suisse. 

First, I would like to ask you about Hemlibra. At the end of last year, the EU and US share was 34% and Japan's 
share was about 26%. It seems that Factor VIII is still being used in a significant portion of the market. Although 
the COVID-19 pandemic has had an impact, do you anticipate that conversion or switching is likely to 
accelerate in the future? Looking at Roche's financial results for Q1 of this fiscal year, I have the impression 
that growth is a bit sluggish. I wouldn't say it is a peak, but what is your view on this? 

Hidaka [A]: This is Hidaka. I would like to answer in terms of domestic sales. 

On page six, the market share is shown on the bottom right. In Q1 of 2022, the figure is 27.9%, which is a gain 
of 1.7% points compared to Q4 last year. As you can see, the range of gain is a little larger than in the past, 
and there is a sense that the number of new patients has increased a little. This has been especially true since 
the release of epidemic prevention measures, so there is still plenty of room for growth in the future. 

Okuda [A]: Okuda here. 

As explained earlier, the situation at Roche was 33% in Q4 last year, and then 34%, which is up 1% point. A 
previous questioner asked if this was a slowdown in sales, but since the 1% point is in the range of rounding, 
it is too early to judge this at this point. It is necessary to look at the Q2 and Q3 results to see the change. 

Sakai [Q]: So, it is my understanding that there is still plenty of room for further switching from Factor VIII? 

Okuda [A]: Yes, that's right. 

Sakai [Q]: Finally, I would like to ask about Ronapreve. We know that this is government procurement, but it 
has already been disclosed that it is not very effective against Omicron. What is the impact of this, and should 
it be considered in the future? I understand that the contract and other details remain unchanged at present. 
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Tetsuya Yamaguchi [A]: I am Yamaguchi. 

Currently, use in Omicron's BA.1 variant is not recommended in the administrative communication due to its 
significant decrease in neutralizing activity. We are currently looking at the BA.2 variant, and we will be 
examining the neutralizing activity or the possibility of neutralizing this variant. 

On the other hand, we have heard that the use of antibodies from other companies has been suspended in 
the US, I think because of reduced activity with BA.2. Our current research situation is that there are 
considerable differences among the variants of Omicron. 

We continue to measure and look at the possibility of activity against various mutations. 

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

Sasai [M]: Thank you very much. 

Next, Mr. Saito of the Nikkei Shimbun. 

Saito [Q]: This is Saito from Nihon Keizai Shimbun. 

Regarding Ronapreve, I understand that the contract for the current fiscal year is as agreed, but are 
negotiations underway for FY2023? You mentioned earlier that the supply has been secured as a reserve 
against future mutations. What are your thoughts on the current supply possibilities for the next fiscal year 
and beyond? Thank you. 

Tetsuya Yamaguchi [A]: This is Yamaguchi. 

As you are already aware, Ronapreve is under discussion in the government's single-year budget. We have 
concluded a contract for the current fiscal year through March of next year. At present, we are not sure of the 
status looking further into the future. 

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

Sasai [M]: Thank you very much. 

Next, Mr. Kamio from Mix. 

Kamio [Q]: I'm Kamio from Mix. 

I would like to ask about the organizational changes that come into effect on July 1. In sales, you mentioned 
that you are reorganizing from an area-centered structure to a two-field structure of oncology and specialty. 
Could you give some more information on the background behind that decision? 

Hidaka [A]: This is Hidaka. 

We have decided to set two categories: oncology and specialty. As we have already announced, there has 
been a considerable increase in the number of specialty areas in primary care, such as ophthalmology and 
neurology, which we have entered. The number of areas in which we have entered has increased, so we have 
changed our structure to pursue more specialization. In order to change the structure, we have divided 
oncology and specialty into two separate fields. 

Of course, the MRs and managers will be working with fewer items, so we anticipate that this will lead to 
more specialized strategic planning and execution. 
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Kamio [Q]: In relation to what you just said, in the specialty field, are you going to subdivide and place the 
activities quite a bit, like the ophthalmology or neurology? 

Hidaka [A]: No, we are currently planning to do that part in the form of a so-called specialty batch. 

Kamio [M]: Thank you very much. 

Sasai [M]: Thank you very much. 

As there are no further questions, we will now conclude the Q1 conference call. If you have any further 
questions, please contact the corporate communications department. 

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

[END] 

______________ 
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