
 

 

 

 

 

 

 

 

  

CHUGAI PHARMACEUTICAL CO., LTD. 
3Q Results (Jan - Sep 2021) Conference Call 

 

October 22, 2021 



 
 

 

Support 
Japan 03.4405.3160    North America  1.800.674.8375  

Tollfree  0120.966.744 Email Support     support@scriptsasia.com 
1 

 

Event Summary 

 

[Company Name]  CHUGAI PHARMACEUTICAL CO., LTD. 

 

[Company ID]   4519-QCODE 

 

[Event Language]  JPN 

 

[Event Type]   Earnings Announcement 

 

[Event Name] 3Q Results (Jan - Sep 2021) Conference Call 

 

[Fiscal Period]   FY2021 Q3 

 

[Date]    October 22, 2021 

 

[Number of Pages]  42 

  

[Time]    18:00 – 19:24 

(Total: 84 minutes, Presentation: 45 minutes, Q&A: 39 minutes) 

 

[Venue]   Dial-in 

  

[Venue Size]    

 

[Participants]    

 

[Number of Speakers]  6 

Dr. Osamu Okuda President & CEO 

Toshiaki Itagaki  Executive Vice President & CFO 

Tetsuya Yamaguchi Senior Vice President, Head of Project & Lifecycle 

Management Unit 

Shinji Hidaka Vice President, Head of Marketing & Sales Division 

Dr. Junichi Nezu Vice President, Head of R&D Portfolio Management 

Department of Projects & Lifecycle Management 

Unit 

Toshiya Sasai Head of Corporate Communications Department 

[Analyst Names]*  Fumiyoshi Sakai Credit Suisse Securities (Japan) Limited 

    Seiji Wakao  JPMorgan Securities Japan Co., Ltd. 

    Hidemaru Yamaguchi Citigroup Global Markets Japan Inc. 

    Kazuaki Hashiguchi Daiwa Securities Co. Ltd. 

    Motoya Kohtani Nomura Securities Co., Ltd. 

    Shinichiro Muraoka Morgan Stanley MUFG Securities Co., Ltd. 



 
 

 

Support 
Japan 03.4405.3160    North America  1.800.674.8375  

Tollfree  0120.966.744 Email Support     support@scriptsasia.com 
2 

 

 
  *Analysts that SCRIPTS Asia was able to identify from the audio who spoke during Q&A. 

 

 

 

  



 
 

 

Support 
Japan 03.4405.3160    North America  1.800.674.8375  

Tollfree  0120.966.744 Email Support     support@scriptsasia.com 
3 

 

Presentation 

 

Sasai: Good evening, everyone. CHUGAI PHARMACEUTICAL CO., LTD. will now hold a conference call to 
present results for the third quarter of FY2021. Thank you very much for taking time out of your busy schedule 
to join us today. 

My name is Sasai, and I am the moderator of this session. 

After the presentation, there will be a 30-minute question-and-answer session, during which any questions 
you may have will be answered. 

Today's speakers are as follows. Dr. Okuda, the President and CEO. Mr. Itagaki, Executive Vice President and 
CFO. Mr. Yamaguchi, Senior Vice President and Head of the Project and Lifecycle Management Unit. Please 
have your presentation and disclosure materials ready. 

The presentation will now begin. First of all, Dr. Okuda will give a summary of the third quarter. 

 

Okuda: My name is Okuda, and I am the Company President & CEO. 

I will now give a summary of the third quarter results. Please refer to slide 5. 

Sales revenue for the January to September period totaled JPY677.5 billion, up 17.5% from the same period 
last year. Operating income and quarterly income each increased by more than 25% from the same period 
last year, resulting in a significant increase in sales and income for the third quarter. 

Sales in the domestic market were affected by the NHI drug price revision and the market penetration of 
generic products. However, sales of several products grew steadily. These include mainstay products such as 
Tecentriq, which received an indication for the treatment of hepatocellular carcinoma in September last year, 
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and new products such as Ronapreve, a COVID-19 treatment that received special approval for emergency in 
July. Deliveries of Ronapreve to the government have begun. 

Overseas sales growth was driven by growth of Hemlibra, which was as expected, and higher-than-expected 
growth in Alecensa. The decrease in exports of Actemra to Roche from the previous year is in line with our 
expectations. 

ROOI increased by nearly 25%, mainly due to increased royalties and profit sharing from the growth in 
overseas local sales of Hemlibra. 

As a result of this progress, which was much stronger than we had initially forecast, we have significantly 
upwardly revised our original business forecast. After the revision, the forecasts are as follows: revenue is 
JPY970 billion, operating profit is JPY400 billion, quarterly income is JPY293 billion, and EPS is JPY178. As a 
result, we expect to achieve record results for this fiscal year. For the next fiscal year, although there are many 
uncertainties, we will continue to aim for our highest ever financial results. 

 

Let's look at page 6. Here, we can see a breakdown of the difference between the original and revised 
forecasts for sales revenue. 

In terms of sales in the domestic market, delivery of Ronapreve to the government has begun. We expect to 
record JPY82.3 billion from this for this fiscal year. Furthermore, in addition to mainstay products such as 
Tecentriq and Avastin, Polivy, and Enspryng are expected to exceed the original forecast, resulting in a total 
increase of JPY119.3 billion. 

As for overseas sales, Actemra exports to Roche are expected to rise by JPY17 billion. This is due to increased 
demand related to COVID-19. In addition, sales of Hemlibra and Alecensa are both expected to exceed original 
forecasts. 
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ROOI is expected to rise by a total of JPY19.5 billion, mainly due to growth in overseas sales of Actemra and 
Hemlibra. In total, we have added JPY170 billion to our top line. This constitutes an upward revision of 21.3% 
from our original forecast. 

 

Next, slide 7. Here's an overview of R&D. 

On the R&D front, progress was made in new products, COVID-19 treatment, and early-stage products 
discovered in-house. Polivy, which was launched in May this year for the indication of relapsed or refractory 
DLBCL, has seen greater market penetration than expected. Roche has successfully demonstrated a significant 
improvement in progression-free survival (PFS) in a trial comparing the drug with standard treatment in 
untreated DLBCL patients. This is the first such improvement seen in about 20 years. We plan to file an 
application for approval for this first-line indication by the end of this year. 

Evrysdi, which was launched in August this year, is the first oral drug for spinal muscular atrophy (SMA). It is 
suitable for use in both children and adults. Levels of use are higher than expected, especially in patients who 
have not been treated with SMA drugs before, or who have not had the opportunity to be treated with other 
drugs due to age or scoliosis. 

FoundationOne Liquid CDx, the first liquid biopsy test for solid tumors to provide comprehensive cancer 
genome profiling in Japan, was also launched in August this year. This enables the provision of CGP testing for 
patients where tissue specimen testing was not practical. This helps specialists to determine a treatment plan 
that is appropriate for the patient's situation and stage of treatment. 

Next, I would like to introduce the progress of COVID-19-related development products. 

Since its special approval for emergency in July, Ronapreve, an antibody cocktail therapy, has been used 
mainly for preventing progressing to severe  in patients with mild to moderate COVID-19. Last week, we filed 
an application to expand the indications of Ronapreve for the prophylaxis of COVID-19 and for the treatment 
of asymptomatic infected patients. An application was also submitted to allow subcutaneous administration. 
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The RNA polymerase inhibitor AT-527 is currently undergoing global Phase III clinical trials. We are preparing 
to submit an application for approval of Actemra by the end of this year. 

We aim to make further contributions to management of the COVID-19 pandemic. This covers the spectrum 
from the prevention of disease, all the way to treatment of severe disease. 

Lastly, I would like to talk about our early-stage in-house development products. 

This month, Chugai started clinical trials for LUNA18, an orally administered cyclic peptide molecule created 
using Chugai's unique mid-size molecule technology. Mr. Yamaguchi will explain the details later. 

In addition, 10 other early-stage products developed using Chugai's unique antibody engineering technologies 
are undergoing Phase I clinical trials. This includes STA551, a treatment for solid tumors developed using 
Switch antibody technology. 

In order to further accelerate the development of these antibody projects, we have decided to build a new 
biopharmaceutical API manufacturing facility, named UK4. This was announced today. The UK4 facility will be 
used for dedicated production of antibody project investigational drugs for initial human clinical trials. 
Expectations are high for the continued evolution of antibody drugs. Through UK4, we will continue to 
accelerate development in this area, striving to deliver the results of this innovation to patients around the 
world. 

 

Please see page 8. Finally, we would like to inform you of the status of our company in the market 
reclassification of the Tokyo Stock Exchange in April 2022. 

On July 9, 2021, the Company received an initial determination from the Tokyo Stock Exchange that it complies 
with the listing maintenance standards for the Prime Market in the new market category. We will proceed 
with the prescribed procedures for applying for the selection of the new market segment after the resolution 
of the Board of Directors of the Company. 

That is all from me. 
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Sasai: Mr. Itagaki will now provide an overview of the consolidated financial results. 

 

Itagaki: Thank you. I would like to present the financial results in detail. 

Please see page 10. First, a YoY comparison of results to date. 

Revenues were JPY677.5 billion, an increase of JPY101 billion constituting 17.5% growth. As a breakdown, 
sales in the domestic market grew by 19.6%. This double-digit growth was due to volume growth of Ronapreve, 
as well as and core products. This offset the negative impact of NHI drug price revisions and generics. 

Overseas sales grew by 8.9% in total, with increases in Hemlibra and Alecensa compensating for the decline 
in sales of Actemra. 

Royalty and profit-sharing revenues related to Hemlibra were JPY135.4 billion, an increase of 52%. On the 
other hand, other operating income was just JPY3.4 billion. This was due to a decrease in one-time income. 

The product cost ratio improved by 1.2% to 41.9%. This was due to an increase in the ratio of sales of in-house 
products, despite pressure from NHI drug price revisions. 

Marketing, general, and administrative expenses increased by 7.6% due to the recovery trend in various 
activities. R&D expenses increased by 14.5% due to progress in development projects. 

As a result, operating profit was JPY290.7 billion, up JPY58.8 billion, or 25.4%. The operating profit margin was 
42.9%. 

After subtracting financial income and expenses and corporate income tax from this figure, quarterly profit 
increased by 26.6% to JPY209.7 billion. 
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Slide 11 shows a breakdown of changes in product sales. 

On the left, by area from the bottom, the domestic oncology area grew by 12.8%. Looking at the individual 
products on the right, we have seen growth based on the addition of indications for Tecentriq and Kadcyla. In 
addition, sales of Polivy, which was launched in May, totaled JPY3.5 billion. In addition, Foundation Medicine 
achieved an increase in sales of JPY1.5 billion with the addition of F1 Liquid. 

On the other hand, sales of Herceptin and Rituxan decreased due to the impact of generics and NHI drug price 
revisions. 

Next, in the domestic primary area, we see an increase of 28.3%. Looking at individual products, Ronapreve, 
which received special approval for emergency in July, recorded sales of JPY42.8 billion. Sales of the in-house 
products Enspryng, Hemlibra, and Actemra also increased steadily. Enspryng, which was launched in August 
last year, has been steadily penetrating the market and achieved sales of JPY6.2 billion. Sales of Hemlibra were 
up 19.1%. This followed a 15% price reduction in January last year due to market expansion recalculation. In 
terms of volume, this represents growth of about 26%. 

On the other hand, sales of Edirol, for which a generic version is available, declined by JPY6.7 billion. Sales of 
Mircera and Tamiflu for government stockpile also declined. 

Lastly, overseas profit increased by 8.9%. Sales of Hemlibra overseas grew 187%. Looking at the impact of 
lower unit prices for exports, the growth rate in volume terms is about 240%. Overseas sales growth for 
Alecensa was 24.8%, a volume growth of over 70%. Overseas sales of Actemra decreased by 34.9%. This was 
due to a reaction to the large number of shipments made last year in response to COVID-19 demand. We will 
look at the details of this later. 
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Page 12 shows the breakdown of the increase in operating profit. 

The second, third, and fourth bar graphs from the left show the increase in gross profit, and they are 
differentiated by element. The negative impact of NHI drug price revisions and export unit prices was 
absorbed by volume growth, resulting in a net profit increase of JPY48.5 billion. 

Next, royalty and profit sharing income increased by JPY46.3 billion, contributing to the increase in operating 
profit. 

On the other hand, other operating income was down JPY19.2 billion due to the absence of the huge one time 
income posted last year. This difference pushed down the profit figure. 

As I have already explained, marketing, general, and administrative expenses increased by JPY4.7 billion. R&D 
expenses increased by JPY11.9 billion. 

In short, gross profit from volume growth and royalty income contributed JPY58.8 billion to the increase in 
profit. 
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From page 13 onwards, we have 3 more slides looking at quarterly trends. 

Slide 13 looks at cost structure. Comments on how it compares to last year's third quarter and to the preceding 
second quarter are listed above and below on the right, respectively. 

The common denominator in both cases is the increase in the cost ratio. This is due to sales of Ronapreve in 
the third quarter. Ronapreve is a procured product, so its cost ratio is higher than that of our own products. 
As for expenses, both marketing, general, and administrative expenses and R&D expenses have increased, 
but the ratio itself has decreased due to the increase in revenue. Operating profit grew significantly, and the 
profit margin remained at a high level of 43.5%. 
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Page 14 shows the structure of revenues. 

Domestic sales, overseas sales, and royalty income have all grown in this third quarter from the same period 
last year and the previous second quarter. 

As a percentage of total sales, both domestic and overseas sales are strong. However, due to Ronapreve sales 
recognized in the third quarter, the percentage of sales in the domestic market increased to 55.4%. 

 

The last page of quarterly sales structure is on page 15. This shows sales by product area. 
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Across oncology, primary, and overseas areas, this third quarter has seen very strong results. A breakdown of 
products is shown on the right. 

Normally, the next step is to show progress against the forecast. However, performance has been much 
stronger than the original forecast, and this has led us to revise the forecast upward. 

 

I would like you to take a look at page 16. 

We'll start from the top. We have changed our forecast for revenues from JPY800 billion to JPY970 billion. We 
have decided to upwardly revise and announce the new forecast in line with timely disclosure standards due 
to the size of the increase: 21.3%. 

The main reasons for the revision are government deliveries of Ronapreve affecting sales in the domestic 
market, Actemra exports due to COVID-19 demand affecting overseas sales, and ROOI increase due to higher 
royalty income from Actemra and Hemlibra. Finally, we have seen new one-time income. 

The cost of sales ratio was revised upward by 3.4% due to a change in product mix from the original forecast. 
As for expenses, we increased M&D, general and administrative expenses by JPY3.5 billion. This reflects the 
impact of the weaker yen and an increase in business taxes due to higher profits. As a result, forecast 
operating profit is just over JPY400 billion, a 25% increase from the original forecast. 

Compared to the previous year, sales are expected to increase by 23.3%, operating profit by 29.9%, and net 
income by 33.5%. We are expecting to achieve a record high for the fifth consecutive year. 

Year-end dividend forecast has been revised to undecided in light of the significant changes in the business 
environment. An interim dividend of JPY30 has already been paid. We will decide on the year-end dividend 
after the fiscal year end. 
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Page 17 shows a waterfall chart from the original forecast on the left, and another from the previous year's 
results on the right. These lead up to the new operating profit forecast of JPY400 billion. 

In both cases, the contribution of gross profit is very large, indicating that sales are very strong. 

On the next page, we will look at the sales forecast by product. 

 

On page 18, we will begin with the sales forecast for oncology products in the domestic market. 
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Forecast sales for Avastin and Tecentriq have been raised by JPY19.6 billion and JPY10.6 billion, respectively. 
The reasons are listed on the right, and the common factor is the strong market penetration in hepatocellular 
carcinoma. Our new product, Polivy, has been penetrating the market at a faster pace than expected. We 
have raised the initial forecast from JPY3.5 billion to JPY6.1 billion. 

The figures for the domestic primary area and exports are on the next page. 

 

For the primary area in the domestic market, we have newly added the forecast for Ronapreve as JPY82.3 
billion. Sales here are not recorded when the contract is signed with the government, but rather, when 
Ronapreve is purchased and delivered to the government. In Q4, we expect to deliver JPY39.5 billion in 
addition, bringing the total to JPY82.3 billion for the full year. 

The forecast for Hemlibra has been revised downward by about 20%, as our initial plan was somewhat 
ambitious. 

Forecast sales of Edirol are up due to a temporary increase in demand resulting from shipment adjustments 
by generic manufacturers. Also, sales of Enspryng are steadily increasing, so we have made an upward revision 
in the forecast here. 

Overseas, although we lowered our forecast for Enspryng, other products such as Actemra, Hemlibra and 
Alecensa have performed well. We have increased our export forecast by JPY33 billion over these 3 products. 

I will say more about Actemra and Hemlibra in the next slide. 
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Next, page 20. 

In this slide, exports of Actemra to Roche are shown in chronological order from left to right and quarterly 
order from the bottom. The blue figures on both sides are the percentage increase in Actemra sales by Roche. 

First of all, looking at the full-year results shown in the upper part of the chart, the growth rate for 2019 was 
9.9%, but last year it jumped 43 points to 52.6%. We expect that most of the increase in exports will be due 
to demand relating to COVID-19. 

On the other hand, the incremental increase in Roche territory in blue is from 8% in 2019 to 39% in 2020, an 
increase of 31 percentage points. 

This means that our exports to Roche exceeded demand last year. In addition to the reaction to this, 
vaccinations have started worldwide since the beginning of this year, and Roche has been making inventory 
adjustments since the beginning of this year. As a result, our exports have fallen considerably. 

As you can see on the far right, our export sales have decreased by 35.9% cumulatively through the third 
quarter. 

However, overseas demand has been rising again in August and September. The spread of the delta strain has 
led to concerns about a temporary tightening of supply in the United States and other countries and regions. 

Therefore, the planned export in Q4 is JPY38.5 billion. This is the largest quarterly result of this fiscal year and 
FY2020. We expect export sales of JPY100 billion for the full year. 
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The next page, page 21, summarizes Hemlibra sales to Roche. 

Export sales in the upper part of the table, on a cumulative basis to the third quarter, were JPY60 billion. This 
is about 3 times the level of the same period last year. Since progress has been better than we had expected 
at the beginning of the fiscal year, we have raised our full-year forecast by 10% from JPY88 billion to JPY96.9 
billion. 

Next, in the royalty income section shown at the bottom, we have raised our forecast for royalty income and 
royalty 2 income related to the initial shipment. Due to an increase in the unit price of inventory subject to 
royalty 2, we have made an upward revision of our forecast for the current fiscal year from JPY95 billion to 
JPY96.5 billion. In addition, we have determined that the amount to be carried over next year will be in the 
range of JPY5 billion to JPY10 billion. This is because some of the target inventory dosing vials will remain until 
next year. 
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These are illustrated in the image on page 22. 

Please refer to sales revenue at the bottom. This year's royalty 2, the gray bar, has been revised from JPY95 
billion to JPY96.5 billion. The next part, export sales, which is represented by the blue bar, has been revised 
from JPY88 to JPY96.9 billion. 

In 2022, we will see a further increase in export sales, with royalty 2 levels of JPY5 billion to JPY10 billion. If 
you add up both of these factors, the figure for next year will be the same as the figure this year, and I think 
it will be possible to avoid the so-called "royalty 2 cliff" next year. 

In addition to Hemlibra, Tecentriq is doing well, and it is anticipated that new products such as Polivy, 
Enspryng, and Evrysdi will further penetrate the market. In addition, the approval and launch of faricimab is 
scheduled, and although we cannot say definitively, there may be an upside to Actemra and Ronapreve due 
to COVID-19. 

For these reasons, I believe that we can aim for another record high next year, and that the potential for this 
is very great. 

This concludes the section on profit and loss. 
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Page 23 concerns the balance sheet. 

As you can see from the top of the figure on the left, total net assets at the end of September were JPY1.0906 
trillion. Of this, inventories and property, plant and equipment assets increased, and as noted here, net 
operating assets increased by JPY62.2 billion to JPY708.2 billion. Net cash increased by JPY18 billion to 
JPY396.6 billion. 

If you look at the bottom of the page, you will see that while our assets have increased by 10% since the end 
of last year, we have kept our liabilities almost flat, so the ratio of equity attributable to Chugai shareholder 
has improved to 80.6%. 
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Now let's take a look at the breakdown of the increase in net cash on page 24. 

First of all, there was a net cash inflow of JPY312.6 billion from operating activities. After subtracting the 
increase in net working capital and payments for new laboratories and manufacturing facilities, operating free 
cash flow was a positive JPY219.8 billion. 

Cash outflows of JPY105.5 billion and JPY98.3 billion, respectively, were due to the payment of corporate 
taxes, and last year's year-end dividend and this year's interim dividend. 

As a result, net cash increased by JPY18 billion from the end of last year to JPY396.6 billion at the end of this 
September. 
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We plan to use these cash reserves for future investments, and the status of major investments is shown on 
page 25. 

The Ukima plant, or UK4, which was announced today, has been added to this slide. The fourth  
biopharmaceutical API manufacturing building was announced today. It is shown in the third line from the 
top. 

Construction is scheduled to be completed in September 2023, with a planned investment of JPY12.1 billion. 
On top of that, the construction of the third synthetic API manufacturing building at the Fujieda plant, or FJ3, 
which was announced in July, will also begin. 

In addition, construction of the Chugai Life Science Park Yokohama, which you can see in the second line from 
the bottom, is progressing smoothly toward completion in October next year. 

This concludes my presentation. 

Sasai: Next, Mr. Yamaguchi, Head of Project & Lifecycle Management Unit, will provide an update on the 
status of the development pipeline. 
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Tetsuya Yamaguchi: I would like to discuss the status of the development pipeline. 

Page 34 shows the topics for the third quarter. 

First of all, we are launching 2 new products in August. The first is FoundationOne Liquid CDx Cancer Genomic 
Profile, which is the first cancer gene panel test in Japan that combines complete genomic profiling of solid 
tumors using blood samples and companion diagnostic functions for multiple cancer drugs. The second is 
Evrysdi, the first oral drug that can be used to treat spinal muscular atrophy in a home setting. 

In terms of approvals, Rituxan received approval in September for systemic sclerosis. 

Regarding applications, an application for Actemra for COVID-19 pneumonia has been filed in Europe. We will 
also discuss the expansion of indications for Ronapreve, use of Enspryng for the generalized myasthenia gravis, 
and the mid-size molecule project LUMA18. 

We have also started Phase III trials of RG6171, or giredestrant, a breast cancer adjuvant. 

As for the top-line presentation of late-stage development products, Polivy, which was introduced earlier, has 
achieved its primary endpoint in the POLARIX trial. This is a Phase III trial for untreated DLBCL. 

In the POLARIX trial, the combination of Polivy and R-CHP was compared with the standard of care, R-CHOP. 

In the primary endpoint of progression-free survival, the Polivy group showed a statistically significant and 
clinically meaningful improvement. Based on the results of this trial, we will submit an application for 
expansion of the first-line indication within this year. 

In the pivotal SAkuraStar and SAkuraSky studies, patients with neuromyelitis optica spectrum disorders and 
anti-aquaporin-4 antibody-positive patients showed sustained relapse reduction after 4 years of continuous 
treatment with Enspryng. This was announced at the ECTRIMS Congress. 
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In addition, Hemlibra received Orphan Drug Designation for acquired hemophilia A. Maruho was granted the 
rights to develop and market nemolizumab in Japan for pruritus in dialysis patients. Regarding OBP-301 
(telomelysin), we have agreed to terminate the exclusive license agreement with Oncolys BioPharma, which 
was signed in April 2019. 

 

LUNA18 has entered the first clinical trial as a new drug discovery modality, a mid-size molecule drug. In this 
slide, I will begin by explaining Chugai's unique mid-size molecule technology. 

In our growth strategy, TOP I 2030, we have set up a multi-modality strategy, and mid-size molecule drug 
discovery is the most important target. 

The name of Chugai's original mid-size molecule platform is APOLLO, which is derived from its characteristics: 
Artificial, Peptidic, Orally Available, Limitlessly Localizable Omicron. 

Our unique peptide library containing constructed amino acids makes it possible to create drug candidate 
molecules with high target specificity that combine membrane permeability and metabolic stability for oral 
administration. It is possible to target intracellular and extracellular targets that have been difficult to target 
with conventional technologies such as small molecules and antibodies. 
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In this slide, I would like to explain LUNA18, which is the first project in mid-size molecule drug project. 

LUNA18 is a RAS inhibitor, and a Phase I study for solid tumors started this month. It is expected to have anti-
tumor effects on a wide range of cancers with RAS alterations. 

RAS is a low-molecular-weight GTPase that binds to and activates GTP, and plays an important role in cell 
differentiation, proliferation, and survival by signaling through the RAF/MEK/ERK and PI3K/AKT pathways. 
Genetic alterations in the RAS gene are the most common oncogenic genetic abnormality detected in cancer 
cells. 

LUNA18 is an orally administered cyclic peptide molecule created with APOLLO technology. It inhibits the 
protein-protein interaction between RAS and GEF and keeps RAS in an inactive state. It has shown growth 
inhibition activity against tumor cells with various RAS gene alterations. It is expected to have anti-tumor 
effects on cancers with RAS gene alterations for which there is no treatment at present. 
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In this slide, I would like to explain the expected additional indication of Enspryng for generalized myasthenia 
gravis (gMG). 

A Phase III trial for Enspryng in gMG started this month. We expect that blockade of IL-6 by Enspryng will 
inhibit pathogenic autoantibody production. 

Generalized MG is an organ-specific autoimmune disease in the postsynaptic membrane of the 
neuromuscular junction, characterized by muscle weakness with painless skeletal muscle paresis. It is said 
that 85% of all cases are of the generalized type, which begins with initial symptoms such as droopy eyelids 
and diplopia and presents with weakness in the neck and limb muscles, dysphagia, and respiratory problems. 
It has been reported that 80% of MG patients are positive for acetylcholine receptor antibodies, and about 
7% are positive for muscle-specific kinase antibodies. In Japan, an epidemiological survey in 2018 estimated 
that there are 29,210 patients with MG. 

Although there are no data directly evaluating the efficacy of Enspryng for gMG, it has been reported that 
serum IL-6 levels are higher in gMG patients than in healthy subjects, and that the severity of the disease 
correlates to some extent with peripheral blood IL-6 levels in acetylcholine receptor antibody-positive 
patients. 
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Next, I would like to explain the 3 therapeutic agents that are being developed for COVID-19. 

First of all, the figure at the bottom of the slide shows the concepts in drug treatment for COVID-19 according 
to severity. This is modified from a document by the Japanese Association of Infectious Diseases. After 
infection, COVID-19 can develop from an asymptomatic phase and progress from mild to severe disease as 
the virus multiplies. Treatments are proposed according to progression of the infection and severity. 

In the upper part of the slide, we show 3 drugs, Ronapreve, Actemra, and AT-527. We believe that they can 
contribute to the treatment of COVID-19 across this spectrum, covering a wide range of patients from 
asymptomatic to severe disease. With regard to Ronapreve, we have already obtained special approval for 
the treatment of mild to moderate disease I stage, where symptoms have already developed and oxygen 
administration is not required. Through filing applications for prophylaxis indications, such as prevention in 
close contacts and at the asymptomatic phase, we hope to make further contributions to the field. 

In addition to the intravenous administration that was already approved, an application for additional 
subcutaneous administration was also submitted in conjunction with this indication expansion. 
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The next slide shows the schedule for the application for the additional indication of Ronapreve. 

First, the REGN-COV 2069 study was conducted for COVID-19 prophylaxis and asymptomatic infection. 

 In prophylaxis of infection, risk of symptomatic infection was reduced by 81%, achieving the primary endpoint. 
Even in the case of symptomatic infections, the average duration of symptoms has been reduced from 3.2 
weeks to 1.2 weeks. In another cohort of asymptomatic patients, there was a 31% reduction in the risk of 
conversion to symptomatic status. No new safety signals were observed. 

In addition to this, the REGN-COV20145 is a Phase II study that investigated the dosage and administration.  
In patients without risk of progressing to severe disease, significant and similar reduction in viral load was 
observed in all doses between 300 and 2400 mg. 

In addition to these 2 studies, we have submitted an application together with the results of domestic Phase 
I clinical trials to evaluate safety, tolerability, and pharmacokinetics in Japanese patients. 
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On page 40, you will find the schedule of projected submissions. 

The red stars indicate applications that were added this time. Applications that will be submitted in 2024 and 
beyond include Enspryng for gMG, and giredestrant, an adjuvant for breast cancer. Ronapreve has also been 
added to the filed " section. 

The green stars indicate items with a change in the submission year. The application for Hemlibra for acquired 
hemophilia A has been moved up from 2022 to 2021 due to smooth progress of domestic Phase III trial. In 
addition, for RG6264, the Herceptin/Perjeta combination drug, the application has been pushed back to 2022 
for strategic reasons. 
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On the next page, you will see 3 slides showing the progress of Phase I trials for our in-house developed 
products. 

Due to our development strategy, the level of detail in our disclosures may vary, and we would appreciate it 
if you could refer to them as appropriate. 
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Today, I would like to explain only GYM 329. Please go to page 43. 

GYM329 is a sweeping antibody that binds to latent myostatin. We have already licensed it out to Roche. It 
inhibits upstream myostatin signaling, which suppresses muscle growth and hypertrophy. It is expected to be 
effective in neuromuscular diseases associated with muscle atrophy and muscle weakness. 

As announced by Roche, a phase II/III study in combination with Evrysdi for the treatment of spinal muscular 
atrophy (SMA) is scheduled to start in the first quarter of next year. 
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The next 2 slides show the status of the development pipeline. 
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Indications relating to the companion diagnostic function of FoundationOne CDx are on page 46. Those for 
the companion diagnostic function of FoundationOne Liquid CDx are on page 47. 

This concludes my presentation. 

Sasai: This concludes the presentation section. I would now like to move on to the Q&A session. 
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Question & Answer 

 

Sasai: I'm very sorry, but in order to allow as many people as possible to ask questions, we would like to limit 
the number of questions to 2 per person. When it is your turn to ask a question, I will call your name. When 
asking a question, please let us know your name and company name. 

Please note that the audio of your questions, along with this presentation, will be posted on our website at a 
later date. Please note that we are also joined for the question-and-answer session by Mr. Hidaka, Vice 
President and Head of Marketing and Sales Division. Thank you. 

We will now begin the question-and-answer session. 

Your first question. Mr. Kohtani of Nomura Securities, please go ahead. 

Kohtani: I'm Kohtani from Nomura Securities. 

The first question is about the plan for Ronapreve for next year. Former Prime Minister Suga commented in 
one of the TV shows that he procured 500,000 units of Ronapreve at JPY310,000 per unit. He stated that he 
increased the number of units from 200,000 to 500,000 because he wanted to buy as many as he could. 

If we simply calculate this amount, it would be JPY155 billion, and the sales recorded by your company here 
is JPY82.3 billion. What is the reason for this discrepancy? I also wonder if there will be any part of that total 
that cannot be delivered by the end of this year and will be moved to next year. 

In addition, looking ahead to next year, at least one coronavirus oral drug will come out. I think the price will 
be in the region of tens of thousands of yen per dose, so I thought that Actemra and also antibody cocktail 
therapy might be at a disadvantage next year because of the JPY310,000 unit cost of antibody cocktail therapy. 

However, you said that your company can aim for a record high next year, so I think your assumption here is 
that Actemra and Ronapreve will increase further. 

Itagaki: Thank you very much. This is Itagaki. 

The quantity and unit price of Ronapreve cannot be disclosed due to contractual confidentiality obligations. 
Therefore, I do not have any particular comment on the figures quoted. As I explained, sales are not recorded 
at the time of agreeing a contract, but on a product delivery basis. This full-year forecast is for the portion of 
sales to be delivered to the government by the end of the year. 

As for next year and beyond, we are still in the planning phase, and I don't think we are at a stage where we 
can make any particular statement about the figures for next year. In addition, we are not yet at the stage 
where we can say how our products relate to those of other companies. 

Kohtani: Am I correct in thinking that at this point, a contract has already been signed for doses to be delivered 
next year, so there should be no issue of delays? 

Itagaki: We don't have anything more to say other than that our forecast is based on the delivery by the end 
of this year within the scope of the current contract. 

Also, I think Dr. Okuda may want to say a few words regarding the forecast for next year. 
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Okuda: Indeed, thank you. 

Whether or not the government will make additional purchases next year is, of course, very difficult to predict. 
However, in the overall picture of the government's efforts to ensure peace of mind in the face of ongoing 
spread of the infection, the government has placed importance on securing therapeutic drugs in preparation 
for a worst-case scenario in the sixth wave of infection and beyond. 

Of course, it is expected that oral drugs will be available, and there are other antibody treatments. Having 
said that, I think this shows that it is important for the government to have a variety of treatment options 
available in the event of a widespread infection. 

In this sense, there are many uncertain factors, but we certainly feel there is a possibility of additional 
purchases next year. 

Sasai: Is that alright? 

Kohtani: Yes, thank you. Understood. 

My second question is about LUNA18. The drug inhibits the binding of SOS1 protein to RAS. I am not sure 
which RAS is involved here, but it also inhibits the binding, as shown in the figure, so it prevents activation by 
GTP. 

What I would like to ask is that this is for patients with RAS alterations, and I wonder if you can tell us whether 
this is effective for all mutations, such as KRAS G12C, G12D, and G12V. 

Tetsuya Yamaguchi: Thank you very much. This is Yamaguchi. 

The compound can be thought of as a pan-RAS inhibitor. That is all from me. 

Kohtani: Am I correct in understanding that it works on all the various mutations I just mentioned, but does 
not bind to the wild type? 

Tetsuya Yamaguchi: Sorry, my answer wasn't very clear. It has been shown to have inhibitory activity against 
a very wide range of RAS mutations, as well as the wild type. 

Kohtani: Yes, thank you. Understood. Thank you very much. 

Sasai: Thank you very much. 

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

Wakao: This is Wakao from JPMorgan. 

First of all, Mr. Kohtani just asked about the record-high profit results, but based on your explanation, I think 
that the additional purchase of Ronapreve and Hemlibra are almost flat according to the graph you showed 
us today. It is my understanding that the biggest contribution to profit increase will be in these two areas. If 
there are any other factors, I would like to know about them. 

Also, in Mr. Itagaki's explanation earlier, it was mentioned that there was an upside related to coronavirus, 
but what you are trying to say is that you expect some upside depending on the infection situation, in addition 
to the additional purchase that you are currently anticipating. Could you tell us a little more about this record 
high profit? 
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Also, if the impact of the coronavirus pandemic is significant in the next fiscal year, do you think that there 
will be a subsequent rebound in the fiscal year after next? Or do you anticipate a steady increase from here 
to the next fiscal year and the following fiscal year as well? 

Okuda: Thank you for your question, Mr. Wakao. I will give you an answer. 

We talked about the delivery next year of the government's purchase of Ronapreve, or additional purchases. 
In addition to this, Actemra is an in-house product, so we can expect export sales of Actemra depending on 
COVID-19 infections globally. 

If you look at the current situation, as announced by Roche, Actemra is being used to such an extent that the 
supply cannot keep up with the demand. It is a little difficult to predict whether this will end up in the rest of 
the world, and our view is that exports of Actemra are expected to continue next year. 

Hemlibra is as you said. It now seems that we can eliminate the so-called royalty 2 cliff. The basis for this is 
the growth of Hemlibra in Europe and the United States. Roche has also announced that their market share 
has gone from 29% to 31%. Sales will also increase accordingly. 

Furthermore, in addition to this, more fundamental areas are showing growth. As I explained in the forecast 
for this fiscal year, our main products in Japan are growing faster than expected, and we expect this to 
continue in the next fiscal year and beyond. 

Tecentriq, Polivy, Enspryng, and Evrysdi are our new products, and from the next fiscal year, adjuvant 
Tecentriq for lung cancer and faricimab for ophthalmology will also be launched. If we include these products, 
domestic sales are expected to grow very steadily. With all of these factors, we are in a position to declare 
that we are aiming for record-high profits in the next fiscal year and beyond. 

You asked about the fiscal year after next, and this is even more difficult than reading the next fiscal year, and 
there are many different scenarios that could play out. I think you can appreciate the fundamentals, so I can't 
really add much about the fiscal year after next. 

Wakao: Understood, thank you very much. 

Secondly, sales of Actemra, which was one of the points you just explained, will be lower in 2021 than in the 
previous fiscal year, and I think it will be a smaller portion of total. Since Roche's sales at the end of the line 
are very strong, I thought there would be slightly higher exports in Q4. 

Considering the scale of exports for next year or so, the export value seems to be a little smaller than the 
terminal value. However, this is a reflection of the large exports from the previous fiscal year and is also 
represented to some extent in the Q1 results of this fiscal year. 

So, if the current infection situation continues, is it safe to assume that sales will be roughly the same in 2022? 

Itagaki: This is Itagaki. 

Mr. Wakao, when you talk about new exports for Actemra, if you look at the slide on page 20, you will see 
that even though the Company expects to export JPY100 billion this year, it appears to be a 24.2% drop 
compared to last year. 

First of all, in 2020, we were quite a bit ahead of the market in terms of sales to Roche, so if we think of it as 
being 12 to 13 percentage points ahead of the market, that's 12 to 13 percentage points of our 2019 sales, so 
roughly speaking, we were about JPY10 billion ahead of the market. 
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If that is the case, the actual amount of last year's budget was JPY132 billion, of which a little over JPY10 billion 
was already spent, so if we assume that JPY10 billion was spent, JPY122 billion would be the launch pad for 
last year's budget. Since we are looking at JPY100 billion this year, there was a rebound in that amount, so 
when corrected, it is JPY110 billion. 

In addition, the unit price of Actemra's exports is constantly reviewed, and the unit price and exchange rate 
are also reviewed. If you add these 2 factors together, I think about 10% of the total was hit this year, so if 
you correct for that, it looks almost flat, the same as last year. 

As Mr. Okuda said earlier, it is hard to imagine that COVID-19 infections will suddenly stop. Considering that 
the current demand is very strong, we have high expectations for next year as well. This is the basis for our 
expectations for product next fiscal year. 

Wakao: Understood. Thank you. That's all. 

Sasai: Thank you very much. 

The next speaker is Mr. Hashiguchi from Daiwa Securities. 

Hashiguchi: This is Hashiguchi from Daiwa Securities. Thank you. 

The first question is about Hemlibra exports to Roche. I understand from your explanation on page 22 that 
you expect export sales of JPY96.9 billion at the normal shipping price for this fiscal year, but you expect that 
this could nearly double next year. 

I don't think the sales recorded by Roche are growing at such a fast pace at the moment, but do you expect 
the growth of sales recorded by Roche to accelerate in the next fiscal year? Also, do you expect that Roche's 
inventory is low at the moment and that there is a possibility that Roche's purchase volume will increase 
significantly in the next fiscal year? Can you give us some background on this? 

Itagaki: Mr. Hashiguchi, this is Itagaki. Thank you. 

This year, there is still inventory from the initial shipments, and based on that, Roche is currently making 
orders. Next year, while that inventory is not at full capacity, Roche will make sure that the inventory is stable 
in preparation for future demand. As you can see in the blue bar, we are expecting a large volume of shipments. 

Hashiguchi: In that case, is it correct to say that you expect sales in 2022 to be in line with the sales at the end 
of the year without any irregularities, given that 2021 was a particularly low year? 

Itagaki: Yes, that's correct. I think it is correct to say that the appropriate amount of exports will be recorded 
based on the final sales trend and the future demand forecast, since there is a lead time ahead of the final 
sales. 

Hashiguchi: Thank you very much. 

My other question is about GYM 329. Since you are suddenly entering phase II/III trials, I would like to know 
if you have obtained any data showing the efficacy of the drug in patients, and if you have any plans for the 
publication of such data. 

Also, could you tell us why you chose to develop a combination therapy from the beginning instead of a 
monotherapy? 
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Nezu: Thank you very much for your question. My name is Nezu from the R&D Portfolio Management 
Department. I will take your question. 

First of all, GYM329 is undergoing phase I trials, so we are confirming its safety. 

In addition, we are currently considering the development of a single agent. In the SMA study, we are starting 
a trial to confirm the add on effect to Evrysdi, as there is a rational based on  effects in non-clinical studies. 

Sasai: Is that alright? 

Hashiguchi: Yes, understood. Thank you very much. 

Sasai: Thank you very much. 

The next speaker is Mr. Muraoka from Morgan Stanley Securities. 

Muraoka: This is Muraoka from Morgan Stanley. 

Regarding CIM331, nemolizumab, I understand that it should be up for discussion by the committee in Japan 
soon, but it may be a little delayed. I appreciate that it may be hard to comment on this. 

Overseas trial results for atopic dermatitis and PN (prurigo nodularis) should be available soon, so am I correct 
in thinking that that is the case? 

Tetsuya Yamaguchi: Thank you very much. This is Yamaguchi. 

First of all, I cannot go into the status of the review process in Japan here, but given the timing of the 
application, it is undeniable that it has been delayed a bit. 

As for overseas trials, we are proceeding steadily with the planned timeline for atopic dermatitis and prurigo 
nodularis, although COVID-19 has had a slight impact. That is the current situation. That is all from me. 

Muraoka: In other words, even if the deliberations in Japan are a bit behind schedule, is it correct to 
understand that there aren't any major problems? 

Tetsuya Yamaguchi: Thank you very much. 

There aren't any issues relating to safety or effectiveness, and I would say that discussion points could not be 
described in terms of major problems. 

Muraoka: Thank you very much. 

Also, regarding the trend in demand for Actemra, I understand that it sold well during the period from July to 
September, but your assumption is that the demand will not decline in the next fiscal year. Is it correct to say 
that there is some assumption of an increase in infection in developing countries or other regions, and that 
there will be a certain degree of growth there? There is a slight gap between my impressions here and the 
explanation we've heard today in this area, so I would be grateful if you could explain on this a little. 

Okuda: This is Okuda. Thank you for your question. 

We are seeing increases in infections in some countries where significant parts of the population have been 
vaccinated. Additionally, we see that in some countries, the vaccination rate seems to hit a ceiling at around 
50%. 
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In the United Kingdom, for example, as economic activity resumes, the number of new infections is increasing. 
The situation is much the same in the United States. It seems we are now transitioning to allowing a certain 
number of new infections with increased economic activity. 

Therefore, even if the vaccine is completely effective, breakthrough infections can still occur, and if we include 
such factors as the persistence of infections in developed countries and in less-vaccinated countries, it makes 
sense to think that there should be a certain level of demand for Actemra. As you pointed out, this is a very 
difficult area to read. We don't know which way it will swing, but we believe there is a fair chance that demand 
will continue. 

Muraoka: Understood. Thank you. That's all. 

Sasai: Thank you very much. 

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

Hidemaru Yamaguchi: This is Yamaguchi from Citi. 

I'm sorry if I'm asking the same question, but I think this is the first time you mentioned that the royalty 2 cliff 
would be covered in the Hemlibra deal with Roche. 

On the other hand, it seems that you are aiming for record high profit overall, and I think you are talking about 
adding up the various increases in existing businesses and the increase in Actemra. I was wondering if your 
company's assumption is that the positive and negative effects of Ronapreve for the current and next fiscal 
year have been factored in, and that you are aiming for an increase in profits for the next fiscal year. Could 
you please say a little more on that point? 

Itagaki: This is Itagaki. Thank you. 

For Ronapreve, considering the current disease trends in Japan and the various factors involved, I think we 
can be assured of a certain level of demand. Within our assumptions, we don't anticipate a scenario with zero 
demand. I can't tell you exactly how many doses we will be able to reach, but even if there are uncertainties, 
I think we are starting to see the range we can aim for. 

Hidemaru Yamaguchi: Understood. 

Also, perhaps this could be my question 1A or 1B, but could you explain the basis for the JPY5 billion to JPY10 
billion royalty 2 figure in 2022 for Hemlibra? 

Itagaki: In this year's initial forecast, it may appear that we would receive JPY95 billion for this fiscal year and 
that would be the end of it, but we receive the difference calculated from the inventory corresponding to the 
initial shipment against Roche's global sales. So we can definitely expect it. 

However, the unit price may change depending on the country where the product is sold. With that in mind, 
if we make one more precise update on our footing of how much and when the target inventory is sold in 
which regions, the total increase will be about JPY6.5 billion to JPY11.5 billion. Due to timing issues, some of 
this will be delayed to next year. This is how we have reached these figures. 

Hidemaru Yamaguchi: Understood. Thank you. 

Secondly, I would like to briefly mention that mid-size molecule project, LUNA18 is very interesting. As for the 
mid-size molecule, you explained it briefly this time, but I think there was some talk about holding an 
information meeting. 
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Sasai: Allow me to answer. 

It is tentatively scheduled for the end of the year, but details will be announced separately. 

Hidemaru Yamaguchi: Thank you very much. That's all from me. 

Sasai: Thank you very much. 

Next, Mr. Otsuka from Jiji Press, please go ahead. 

Otsuka: I'm Otsuka from Jiji Press. 

The first thing I would like to ask you about in the area of drug approvals is AT-527. The other day, I heard that 
the results of the Atea Pharmaceuticals test were not very straightforward, but this did not stop Atea from 
reassembling Phase III. As a result, there will be a significant delay in the release of the schedule. 

Your company's application schedule for AT-527 is unchanged for 2022, but even if you say 2022, it is still 
quite far. That's my first question. 

The other point is that you mentioned a year-end date for Actemra, but we are already at the end of October, 
so if there is anything more you can show about the schedule or your thinking in this area, please let me know. 
That's all. 

Tetsuya Yamaguchi: Thank you very much. I will reply to your question. 

First of all, the results of the Phase II study of AT-527 announced by Atea have just come out, and the details 
of the data will be discussed and analyzed in the future. We are told that there is additional data that may be 
available. In that sense, we are still in the process of discussing with Roche and others how to proceed with 
the global Phase III trial, which is currently underway, after carefully examining the data. We are still in the 
process of discussing with Roche about the timing of the application. 

As for the application for Actemra, as you know, the application for Actemra has already been completed in 
Europe. In Japan, although there isn't much of the year left, I can confirm that the application will be submitted 
within this year. We are already in the process of submitting this application in consultation with PMDA. That 
is all from me. 

Otsuka: Understood. Thank you. 

In that case, will you be seeking Special Approval for Emergency? 

Tetsuya Yamaguchi: Thank you very much. 

Actemra application will be a normal application for an additional indication. 

Otsuka: Understood. Thank you. 

Sasai: Thank you very much. 

Next, Mr. Yamada from the Nihon Keizai Shimbun, please go ahead. 

Yamada: Thank you. I'm Yamada from Nihon Keizai Shimbun. 
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I'm sorry for the repetition, but I have a question about AT-527. Merck and other companies are also working 
on the development of an oral therapy, and I think there is some concern that it may take a little longer to 
commercialize this drug. How do you think delays in development in this area will affect your competitiveness 
and earnings in the future? If possible, I would like to hear President Okuda's perspective on this. 

One more point, thank you very much for your explanation on the mid-size molecule drug. I know it's difficult 
to talk about it at this stage, but I would be very happy if you could tell us about the future development 
schedule and when the drug will be available. Thank you. 

Okuda: Thank you for your question, Mr. Yamada. 

As for the prospects for AT-527, I will answer your question. Of course, various pharmaceutical companies 
have been working on therapeutic agents for COVID-19. Of course, since this is pharmaceutical development, 
there are times when things go well and times when things are quite challenging. 

The data from the Phase II trial was from Roche, and as Yamaguchi explained earlier, we are now in the process 
of conducting a detailed analysis. This detailed analysis will allow us to better understand what kind of patients 
AT-527 is effective in, and what kind of viral reduction is being seen in those patients. 

As I explained earlier, this will provide us with knowledge on how to modify the study design of the ongoing 
global Phase III study to make development more successful. 

So, at this stage, as I explained earlier, we are not thinking of changing the timing of the application. I think 
this is the right time for us to think about how this will affect our earnings, and to give a lot of thought to that 
at this point. 

Tetsuya Yamaguchi: This is Yamaguchi. 

Unfortunately, we are not able to disclose the development schedule of the mid-size molecule drug that you 
asked about, but since it is a RAS inhibitor, it would be helpful to consider the development schedule of such 
drugs. 

Regarding the mid-size molecule projects in general, we would like to move a variety of development 
candidates to clinical stage. We believe that the development schedule will vary considerably depending on 
the target indications. That is all from me. 

Yamada: Thank you very much. 

Sasai: Thank you very much. 

Due to time constraints, I will conclude with the next question. Thank you. 

The next speaker is Mr. Sakai from Credit Suisse Securities, please go ahead. 

Sakai: This is Sakai, Credit Suisse. Thank you. 

Regarding the mid-size molecule project, the materials state that compounds are created from a peptide 
library. There is an image on the slide. I think there's a lot going on. Basically, the idea is that things will come 
out of the library, and I think there are several candidates for the 4 channels described here, but I got the 
impression that the targets for cells in particular have been narrowed down quite a bit at this point. Will you 
explain this in detail at the year-end briefing? Any comments you can make at this point would be appreciated. 
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Also, regarding LUNA18, I believe Roche has first refusal right. Normally, your company has had a policy of not 
proceeding with opt-in or opt-out negotiations with Roche until you have had a PoC. I have the impression 
that you are starting negotiations at an earlier timing. What is the current status of the negotiations with 
Roche regarding LUNA18? Please tell me about this point. 

Tetsuya Yamaguchi: Thank you very much. This is Yamaguchi. 

Regarding your first point about the peptide library, unfortunately, I am not at liberty to provide any more 
technical detail today. 

Regarding the first refusal right of Roche, you have mentioned comments that the timing of the introduction 
may have been accelerated, but this is not necessarily the case. Decisions are made on a project-by-project 
basis, which is the way both companies approach discussions. 

We are not able to disclose the status of LUNA18 at present, so we hope you will bear with us on this point. 

Sakai: Understood. Thank you very much. 

Sasai: Thank you very much. 

This concludes today's third quarter conference call. If you were unable to ask a question due to time 
constraints, 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] 

______________ 

Document Notes 

1. Portions of the document where the audio is unclear are marked with [Inaudible]. 
2. Portions of the document where the audio is obscured by technical difficulty are marked with [TD]. 
3. This document has been translated by SCRIPTS Asia.  
  



 
 

 

Support 
Japan 03.4405.3160    North America  1.800.674.8375  

Tollfree  0120.966.744 Email Support     support@scriptsasia.com 
41 

 

Disclaimer 

SCRIPTS Asia reserves the right to edit or modify, at its sole discretion and at any time, the contents of this 
document and any related materials, and in such case SCRIPTS Asia shall have no obligation to provide 
notification of such edits or modifications to any party. This event transcript is based on sources SCRIPTS Asia 
believes to be reliable, but the accuracy of this transcript is not guaranteed by us and this transcript does not 
purport to be a complete or error-free statement or summary of the available data. Accordingly, SCRIPTS Asia 
does not warrant, endorse or guarantee the completeness, accuracy, integrity, or timeliness of the 
information contained in this event transcript. This event transcript is published solely for information 
purposes, and is not to be construed as financial or other advice or as an offer to sell or the solicitation of an 
offer to buy any security in any jurisdiction where such an offer or solicitation would be illegal. 

In the public meetings and conference calls upon which SCRIPTS Asia’s event transcripts are based, companies 
may make projections or other forward-looking statements regarding a variety of matters. Such forward-
looking statements are based upon current expectations and involve risks and uncertainties. Actual results 
may differ materially from those stated in any forward-looking statement based on a number of important 
factors and risks, which are more specifically identified in the applicable company’s most recent public 
securities filings. Although the companies may indicate and believe that the assumptions underlying the 
forward-looking statements are accurate and reasonable, any of the assumptions could prove inaccurate or 
incorrect and, therefore, there can be no assurance that the anticipated outcome described in any forward-
looking statements will be realized. 

THE INFORMATION CONTAINED IN EVENT TRANSCRIPTS IS A TEXTUAL REPRESENTATION OF THE APPLICABLE 
PUBLIC MEETING OR CONFERENCE CALL. ALTHOUGH SCRIPTS ASIA ENDEAVORS TO PROVIDE ACCURATE 
TRANSCRIPTIONS, THERE MAY BE MATERIAL ERRORS, OMISSIONS, OR INACCURACIES IN THE 
TRANSCRIPTIONS. IN NO WAY DOES SCRIPTS ASIA OR THE APPLICABLE COMPANY ASSUME ANY 
RESPONSIBILITY FOR ANY INVESTMENT OR OTHER DECISIONS MADE BY ANY PARTY BASED UPON ANY EVENT 
TRANSCRIPT OR OTHER CONTENT PROVIDED BY SCRIPTS ASIA. USERS ARE ADVISED TO REVIEW THE 
APPLICABLE COMPANY'S PUBLIC SECURITIES FILINGS BEFORE MAKING ANY INVESTMENT OR OTHER 
DECISIONS. THIS EVENT TRANSCRIPT IS PROVIDED ON AN "AS IS" BASIS. SCRIPTS ASIA DISCLAIMS ANY AND 
ALL EXPRESS OR IMPLIED WARRANTIES, INCLUDING, BUT NOT LIMITED TO, ANY WARRANTIES OF 
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE OR USE, FREEDOM FROM BUGS, SOFTWARE 
ERRORS OR DEFECTS, AND ACCURACY, COMPLETENESS, AND NON-INFRINGEMENT. 

None of SCRIPTS Asia’s content (including event transcript content) or any part thereof may be modified, 
reproduced or distributed in any form by any means, or stored in a database or retrieval system, without the 
prior written permission of SCRIPTS Asia. SCRIPTS Asia’s content may not be used for any unlawful or 
unauthorized purposes. 

The content of this document may be edited or revised by SCRIPTS Asia at any time without notice. 

Copyright © 2021 SCRIPTS Asia Inc. (“SCRIPTS Asia”), except where explicitly indicated otherwise. All rights 
reserved.  

 

 


