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Presentation 
 

Sasai: We will now begin the CHUGAI PHARMACEUTICAL CO., LTD. Q1 2021 conference call. 

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 period, 
during which any questions you may have will be answered. 

We will now hear from Dr. Okuda, CEO; Mr. Itagaki, CFO; and Mr. Yamaguchi, Head of Project & Lifecycle 
Management Unit. Please have your presentation and disclosure materials ready. 

We will now begin the presentation. 

First of all, Dr. Okuda will give an overall explanation of Q1 results. 

 

Okuda: Thank you. I will now give an overview of the first quarter. Please refer to page 5 of your slides. 

Revenues for the January to March period was JPY168.8 billion, down 5.9% from the same period last year. 
Operating profit was JPY65.4 billion, down 11.7% from the previous year, marking the start of a decline in 
both revenues and profits. 

However, looking at the rate of progress toward the forecast, we are 21.1% of the way toward the JPY800 
billion in revenues forecast for the current fiscal year. The figure is 20.4% for the operating profit forecast. 
This is almost in line with our initial expectations. 

Since there is no change in the outlook for earnings growth after April, we expect to achieve the initial forecast 
of increased revenues and profits for the full year. 
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Next, I will discuss the top line. Please see page 6. 

In Japan, the oncology product Tecentriq is steadily penetrating the market, and Kadcyla is also performing 
well. In the primary area, in addition to the steady market penetration of Enspryng, sales of Hemlibra have 
been growing steadily. 

On the other hand, sales of Avastin, Herceptin, and Edirol decreased due to the NHI price revision and the 
penetration of generics. 

Overall sales in Japan decreased compared to the same period last year despite an increase in volume. This is 
due to the significant impact of the NHI price revision in April last year. 

Overseas sales decreased due to a decline in export unit prices and a bias due to the export timing of Actemra. 

Royalties and profit-sharing income for Hemlibra and Actemra increased, reflecting the growth in overseas 
local sales. 

Overall, current fiscal year started from decrease in revenues, but are progressing as expected at the 
beginning of the fiscal year. 
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Please see page 7. 

On the R&D front, we obtained approval for 2 first-in-class products that are expected to contribute to sales 
from this fiscal year. We have also made great progress in the development of therapeutic agents for COVID-
19. 

Polivy is a novel anti-cancer antibody-drug conjugate indicated for the treatment of relapsed or refractory 
diffuse large B-cell lymphoma. In overseas clinical trials, a higher complete response rate was observed 
compared to existing treatments. 

Based on these results, the drug has already been approved and launched overseas and is being used by many 
patients. In the future, we plan to expand the indications to include first-line treatment, and we will work to 
achieve market penetration as soon as possible. 

Secondly, our comprehensive cancer genomic profiling, FoundationOne CDx, launched in June 2019, is already 
in use at many core and collaborating hospitals for cancer genome medicine. We have now received approval 
for the FoundationOne Liquid CDx Cancer Genomic Profile, which can detect cancer gene mutations from 
tumor-derived DNA in the blood. 

With the addition of FoundationOne Liquid CDx, a blood sample, to the existing FoundationOne CDx, which 
uses tumor tissue as a sample, we believe that we can meet the diverse needs of the medical field in a mutually 
complementary manner. This is the first cancer genomic profiling test to be approved in Japan using blood 
samples. 

Next, we would like to provide an update on the status of our development pipeline for COVID-19, for which 
there is concern about the spread of mutant strains. 

Actemra failed to meet its primary endpoint in the REMDACTA study, which evaluated its efficacy in 
combination with Remdesivir. Since we have conducted several clinical trials so far, we are currently analyzing 
the results of those trials in an integrated manner. 
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In addition, the antibody cocktail therapy developed by Regeneron Pharmaceuticals achieved its primary 
endpoint in several Phase III clinical trials, including prophylactic administration to outpatients and close 
contacts overseas. In Japan, we have just started Phase I for Japanese patients in March. We are planning to 
submit an application for this antibody cocktail in 2021. 

Finally, AT-527. This is an oral RNA polymerase inhibitor discovered and developed by Atea Pharmaceuticals. 
We are now preparing to develop it in Japan. 

Other new drugs under regulatory review include Enspryng in Europe; nemolizumab, which is highly effective 
against itching, for atopic dermatitis in Japan; and risdiplam, which can be administered orally for the 
intractable disease of spinal muscular atrophy and is very easy for patients to use. 

That is all from me. 

Sasai: We will now hear from Mr. Itagaki. 

 

Itagaki: Good evening, everyone. I am Itagaki. I would like to explain the details of the financial results. 

Please go to page 9. We will look at the profit and loss results for the first quarter, comparing them to the 
same period last year. 

Revenues totaled JPY168.8 billion, a decrease of JPY10.6 billion, or 5.9%, from the same period last year. 

As for the breakdown of revenues, domestic sales declined by 6.9% due to the NHI price revision in April last 
year and the impact of generics. 

Overseas sales decreased by 16.9% due to factors such as differences in the timing of Actemra exports and 
the impact of export unit prices. 

Royalty and profit-sharing income increased by JPY10.2 billion, mainly due to royalty income related to 
Hemlibra, while other operating income only achieved JPY2 billion to a decrease in one-time income. 
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The decline of revenues in the first quarter is in line with expectations, and there is no change in forecast for 
full-year revenues growth. 

Cost of sales maintained the product cost ratio of 42.2% for the same period last year due to the higher sales 
composition of in-house products, although the NHI price revision in April last year increased the cost ratio of 
some products. 

As for expenses, marketing, general, and administrative expenses increased modestly by 1.5%, and we 
invested aggressively in R&D. R&D expenses increased by JPY3.7 billion, an increase of 14.8%, mainly due to 
progress in development projects. 

Incidentally, we planned to increase R&D expenses by JPY18 billion for the full year, and the rate of increase 
was expected to be 15.9%, so this first quarter performance was on track with the plan. 

As a result, operating profit was JPY65.4 billion, a decrease of 11.7%, and the operating margin was 38.7%. 
Subtracting the financial account balance and corporate income tax from this figure,  net income was JPY48.4 
billion. 

As for profits, the first quarter is expected to see a decrease in profits as expected, and together with revenues, 
we are forecasting an increase in both revenues and profits for the full year, and we expect to reach a record 
high for the fifth consecutive year. 

 

Please see the slide on page 10. The following is a breakdown of the changes in sales. 

By therapeutic area, first of all, the domestic oncology area, at the bottom of the page, grew by 4.7%. Looking 
at individual products on the right, Tecentriq showed a large increase of 80.8%. Sales of Kadcyla also increased 
due to the expansion of indications. 

On the other hand, sales of Herceptin, Avastin, and Perjeta decreased due to the impact of last year's NHI 
price revision. 
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Next, sales in the domestic primary area declined by 20.8%. Sales of in-house products, Enspryng and Hemlibra, 
increased as market penetration progressed. Sales of Hemlibra grew by 11.4%. This follows the 15% NHI price 
reduction in April last year due to market expansion re-pricing. Sales grew by about 32% on a volume basis. 

On the other hand, sales of Edirol, for which a generic version is available, decreased by JPY5.9 billion, and 
sales of Tamiflu, for stockpiles, also decreased by JPY1.4 billion. 

Overseas, as we have already explained, sales decreased by 16.9% due to the timing of Actemra exports and 
the impact of export unit prices. Of the JPY6.7 billion decrease in Actemra exports, JPY6.6 billion will be made 
up of the decrease in exports to Roche. 

The conditions for exporting Actemra to Roche are explained on the next page. 

 

Please see page 11. 

First, from left to right, 2019, 2020, and 2021 are shown in chronological order. Quarters are shown starting 
from the bottom. 

This year's figure of JPY66.2 billion for the second quarter to the fourth quarter is based on the full-year 
forecast minus the first quarter results. 

First of all, in 2020, we achieved full-year sales of JPY132 billion, up 52.6% from the previous year. On the 
other hand, given that growth in 2019 was 9.9%, and the demand for rheumatoid arthritis treatment is stable, 
we can assume that about 40 percentage points of the differential increase is due to demand related COVID-
19 and the increased exports. 

The next figure in blue is the percentage increase in Actemra sales by Roche. The growth rate for 2019 was 
8%, and last year was 39%, which means that there was a significant demand for COVID-19 in Roche territory. 



 
 

 
Support 
Japan 03.4405.3160    North America  1.800.674.8375  
Tollfree  0120.966.744 Email Support     support@scriptsasia.com 

8 
 

Compared to last year's market growth rate of 39% in Roche territory, the increase in exports from our 
company to Roche was 52.6%, which indicates that shipments were made ahead of schedule. As a result of 
these factors, exports in the first quarter of this year were somewhat restrained, resulting in JPY16.9 billion. 

The first quarter exports were already on order when we announced our initial forecast, so the actual results 
of JPY16.9 billion, a 28.1% decrease from the previous year, are in line with our plan. 

The full-year forecast of JPY83 billion includes only a limited amount of exports for COVID-19 demand. 
However, the growth rate of the first quarter in the Roche territory is still high at 26%, as you can see on the 
bottom right, so we expect additional exports in the second half of the year that have not been factored into 
our forecast. 

 

This is page 12. The following is a waterfall graph showing the breakdown of changes in operating profit. 

The second, third, and fourth bar graphs from the left show the decomposition of the JPY8.3 billion decrease 
in gross profit from sales. 

Although sales volume has increased, the impact of the NHI price revision in Japan, and the reduction of export 
unit prices overseas, have had a significant impact. 

Next, the increase in royalty and profit-sharing income of JPY10.2 billion directly contributed to the increase 
in profit. 

Other operating income decreased by JPY6.5 billion in reaction to the relatively large upfront payment income 
in the first quarter last year, which directly resulted in a decrease in profit. 

Expenses increased by JPY300 million due to an increase in marketing, general, and administrative expenses. 
Expenses here have increased slightly, mainly due to marketing activities in China, while expenses and 
marketing expenses in Japan and Europe have decreased slightly. 

Research and development expenses increased by JPY3.7 billion, as already explained. 
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From page 13, there are 3 more slides showing the quarterly trends. 

First of all, this first slide shows the cost structure. 

In the upper right-hand corner, you will see a comment comparing it to last year's first quarter, which I have 
already explained, so I will only mention how it compared to the previous quarter, as described below. 

This is a comparison of the right-most 2 bars. As you can see, the previous quarter was characterized by high 
sales and expenses, while the first quarter is characterized by low sales and expense spending. 

Although the structure of costs will not change significantly, the R&D expense ratio has increased to 17% in 
this first quarter. It can be seen that RED SHIFT, the strategy of TOP I 2030, is already underway. 

The cost to sales ratio was in the 42% range, with no significant change. 
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The next page, page 14, looks at the composition of revenues. Again, I will only mention the comparison with 
the previous quarter. 

This is a comparison between the right-most 2 graphs. 

First, the top block, consisting of other operating income, is event-driven and variable between quarters. In 
the first quarter, this figure was JPY2 billion. This is an increase of about JPY600 million from the previous 
quarter. 

Below that, we can see that royalty and profit-sharing income declined. This was related to Hemlibra. Sales of 
Hemlibra by Roche have been steadily increasing, so royalty income from initial shipments, so-called “royalty 
2,” has been increasing, but normal royalty income, “royalty 1,” will gradually increase in accordance with the 
yearly accumulated sales. In other words, it is a progressive rate. This is a contract in which the rate gradually 
increases, so the first quarter “royalty 1” is received at a lower rate. 

As a result, there is a decrease compared to the previous quarter. 

Next, overseas sales are variable due to export timing. The timing of exports of Actemra was shifted to the 
last year's fourth quarter, so the amount of sales decline in the first quarter was slightly larger. 

Sales of Alecensa also declined due to decline of unit export prices and shipment timing. 

Lastly, with regard to domestic sales, first quarter sales are lower than the previous quarter, following the 
trend in previous years. The increasing impact of generics is also a factor in the decline in sales. 

The bottom 2 blocks, sales, are broken down further on the next page. 



 
 

 
Support 
Japan 03.4405.3160    North America  1.800.674.8375  
Tollfree  0120.966.744 Email Support     support@scriptsasia.com 

11 
 

 

This is page 15. 

The gray block, overseas, has decreased significantly from JPY62.6 billion in the fourth quarter last year to 
JPY35.4 billion in this first quarter. 

As you can see in the overseas section on the lower right, Actemra decreased by JPY19.4 billion, Alecensa 
decreased by JPY7.6 billion, and Enspryng decreased by JPY4 billion in reaction to the relatively large initial 
shipment last year. 

On the other hand, Hemlibra increased by JPY4 billion. 

In the domestic oncology and primary areas, the impact of the NHI price revision in April last year is neutral 
when compared to the fourth quarters, so the reason for the decline in sales is mainly the normal trend 
between quarters. 

Sales of Tecentriq increased by JPY2.1 billion, due in part to the expansion of its indication for the treatment 
of hepatocellular carcinoma. 
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Next, I would like to take a look at the progress toward the full-year forecast announced at the beginning of 
the fiscal year. This is page 16. 

To summarize, sales, costs, and profits are all progressing roughly as expected. 

First of all, the third line from the top, domestic sales, showed a progress of 24.1%, almost the same as last 
year. Next, overseas, the first quarter was within the firm order period, so the export performance was as 
planned. As for the full-year forecast, for example, Actemra has announced a forecast that does not include 
COVID demand, and we are not changing that assumption now, so we are making progress against the forecast 
as expected. 

In addition, royalties, or other operating income, are not divergent from the forecast. 

The cost to sales ratio is slightly higher at 42.2% in the first quarter compared to our full-year forecast of 40%, 
but we plan to gradually improve it as our own products grow further toward the end of the fiscal year. 

As for expenses, although we were under a declared state of emergency in Japan during the first quarter, we 
were generally able to carry out our activities as planned, and there are no major problems with the progress 
of spending. As a result, the 20.4% progress in operating profit is also in line with our expectations. 
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Page 17 shows the progress of sales by product. 

As I said, both domestic and overseas sales are in line with expectations, but when you look at individual 
products, there are differences. 

In the oncology area, Herceptin, Gazyva, Rituxan, Xeloda, and Rozlytrek, which are in the middle row on the 
left side, are slightly below the current forecast. 

Foundation Medicine is progressing at 13.9%, but since FoundationOne Liquid CDx was approved for cancer 
genomic profile in March, sales are expected to increase from April. 

In the primary area, Hemlibra is lagging slightly behind. In addition, Edirol is progressing at 16.8%, but we plan 
to increase sales because Chugai will solely be responsible for marketing from April 11. 

In the oncology area, we have made good progress with the top left 2 products, Avastin and Tecentriq, which 
are our mainstay products, as well as Kadcyla. In the primary area, the new product, Enspryng, is performing 
well with a progress rate of 35%. 

As for overseas sales, the rate of progress is bumpy due to the timing of exports, so comparisons with the 
previous year are not very helpful, but the first quarter is in line with the plan, as it is in the firm order period. 
Exports are expected to increase in the second quarter and beyond. 
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Page 18 is about Hemlibra sales to Roche. 

The top arrow shows export sales, and the bottom arrow shows royalty income. Both are in line with our 
expectations in the first quarter, and there are no changes to our full-year forecasts at this time. 

In addition, royalty income related to initial shipments, or “royalty 2,” is expected to be JPY95 billion for the 
current fiscal year. It will come to an end at the end of the current fiscal year, as we explained at the beginning 
of the fiscal year. 

This concludes the explanation of profit and loss. 
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Page 19 is the balance sheet. 

As you can see from the top of the figure on the left, net working capital decreased by JPY18.7 billion due to 
the collection of trade receivables, while long-term net operating assets increased by JPY4.3 billion due to 
investments for future growth, such as the new research center and manufacturing building. 

In the first quarter, net cash decreased by JPY35.2 billion due to the payment of corporate taxes and year-end 
dividends, but there are no financial problems. 

As you can see at the bottom of the table below, the shareholders' equity ratio increased by 6.5 percentage 
points to 85.8%, which is the highest level since the adoption of IFRS standards in 2013. 
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Finally, we look at the change in net cash. This is page 20. 

First of all, cash inflow from operating activities was JPY72.2 billion, and after adding the decrease in working 
capital and subtracting investments in the construction of new laboratories and manufacturing facilities, 
operating free cash flow was positive JPY78.3 billion. As a result, net cash decreased by JPY35.2 billion from 
last year to JPY343.4 billion at the end of March. 

Since we expect to increase both revenues and profits from the second quarter onward, we expect our 
balance sheet and cash flow to further improve. 

This concludes my presentation. 

Sasai: Next, we will hear from Mr. Yamaguchi, Head of Project & Lifecycle Management Unit. 
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Yamaguchi: My name is Yamaguchi. I would like to discuss the status of our development pipeline. 

Please refer to page 27 of the slides. The first page of the development pipeline shows the development 
projects in the oncology area. 

Products created in-house are shown in orange, Roche products in blue, and changes from the previous fiscal 
year are indicated with a red star. 

A Phase III study has been initiated for combination Tecentriq and Avastin in patients with intermediate stage 
hepatocellular carcinoma. 
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The second page shows development projects in other areas. 

As you know, a Phase I study for casirivimab and imdevimab has commenced in Japan for COVID-19. 

In addition, we have started Phase III trials of faricimab for retinal vein occlusion. 

 

Next is page 29. The following is a list of major topics for the first quarter. 
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First of all, as announced in the press release, Actemra was approved in the United States for the treatment 
of systemic sclerosis-associated interstitial lung disease. It is the first biologic approved by the FDA for the 
treatment of this disease. 

Anti-CD79b antibody-drug conjugate, Polivy, was approved for lymphoma, as mentioned earlier. We are also 
planning to acquire data for first line treatment this year. 

FoundationOne Liquid CDx is as mentioned earlier. 

Moving on to the pipeline entry, Tecentriq and Avastin were approved in September last year for the 
treatment of advanced unresectable hepatocellular carcinoma. We have just started a Phase III study in 
combination with hepatic artery chemoembolization for the earlier intermediate stage. 

As for faricimab, we are participating in 2 global phase 3 trials, one for central retinal vein occlusion and the 
other for branch retinal vein occlusion. Retinal vein occlusion is a disease in which a vein becomes blocked by 
a blood clot, resulting in macular edema and vision loss. 

Moving on to the discontinuation of development, the development of Tecentriq preoperative adjuvant for 
HER2-positive breast cancer has been discontinued due to the recommendation of the Independent Data 
Monitoring Committee. 

As you know, combination Actemra and Remdesivir failed to meet its primary endpoint of shortening the time 
to hospital discharge and other endpoints in patients with severe COVID-19 pneumonia. 

In the interim analysis of Tecentriq, a postoperative adjuvant for non-small cell lung cancer, the primary 
endpoint of disease-free survival was extended in stage II to IIIA. Based on the results, we will submit an 
application this year, one year earlier than planned. 

As for casirivimab/imdevimab, as already mentioned, both the 2067 study in outpatients with COVID-19, and 
the 2069 study in household close contacts conducted by Regeneron, met their primary endpoints. 

As for conference presentations, data was presented for risdiplam that showed continued improvement and 
maintenance of motor function even after 2 years of administration in 2 pivotal trials in spinal muscular 
atrophy. 

In addition, positive results from 4 pivotal trials of faricimab in diabetic macular edema and age-related 
macular degeneration have been published. 

As you know, AT-527 is an RNA polymerase inhibitor produced by Atea Corporation in the US, and we 
introduced it to Japan under a sublicense from Roche. In the future, we will develop it as an oral treatment 
for COVID-19. 
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Please see page 30. The position of various drugs in the treatment of COVID-19 is shown here. The higher up 
the pyramid, the higher the severity of the disease. 

Our development projects include Actemra for immunomodulation in severe disease, casirivimab and 
imdevimab for neutralizing antibodies in mild/moderate disease, and AT-527 as an oral antiviral agent. 

In the following slides, I will add some more explanation about the status of Actemra and the neutralizing 
antibody combination. 
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Page 31. In this slide, we have listed an overview of the tests conducted by Chugai and Roche on Actemra. 

Unfortunately, the REMDACTA study that we have presented here did not show any significant improvement 
in clinical symptoms. However, based on the data obtained to date, including the EMPACTA study that met 
its primary endpoint, we believe that the possibility that Actemra can contribute to the treatment of COVID-
19 has not been ruled out. 

We will work with Roche to further analyze the data from investigator initiated trials, including the RECOVERY 
study conducted overseas, and will consult with the authorities in each country to evaluate the overall risk-
benefit profile of Actemra and determine whether or not to file an application. 
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Please go to page 32. Here are the results of studies conducted overseas on Regeneron's neutralizing antibody 
combination. 

First of all, as I explained earlier, the Phase I study is already underway in Japan, and we are aiming to submit 
an application this year, together with overseas data. 

First, the REGN-CoV-2 2067 trial. This is a Phase III study of outpatients with risk factors for severe disease, 
such as obesity, advanced age, and cardiovascular disease, and the primary endpoint was achieved with a 70% 
reduction in the risk of hospitalization or death for each of the 2 doses administered. 

In addition, all major secondary endpoints were met, including the median duration of symptoms for both 
doses, which decreased from 14 days to 10 days. 

No new safety concerns have been identified. 

Below that, the 20145 trial. This is a Phase II study in patients with no risk factors for severe disease, and the 
dosage ranged from 300 mg to 2,400 mg, which is a low dose. 
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Please go to the next page, page 33. This is the 2069 trial. 

This is a Phase III study for the prevention of the onset of infection in household contacts, and the route of 
administration is subcutaneous. The primary endpoint was achieved with a significant reduction of 81% in the 
risk of developing symptomatic infection. 

All of the primary secondary endpoints were also met, especially in cases of symptomatic infection, where the 
mean duration of symptoms was reduced from 3.2 weeks to 1.2 weeks. For asymptomatic patients, i.e., those 
who have been infected but have not developed symptoms, the risk of becoming symptomatic is reduced by 
31%. 

No new safety concerns have been identified. 
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Let us proceed to page 34. This is an explanation of genomic profiling using the FoundationOne Liquid CDx 
and blood samples—in particular, the difference from the FoundationOne CDx test using tissue samples. 

When using tissue specimens, it is natural to be able to actually see the tumor cells, and both morphological 
and molecular evaluations can be performed in parallel. 

On the other hand, the collection of specimens requires invasive procedures, and in some cases, test results 
cannot be obtained because specimens of the quality and quantity required for genomic profiling cannot be 
collected. 

On the other hand, when blood specimens are used, it means that specimen collection is easy, and tests can 
be performed when necessary. Furthermore, it is thought to be possible to capture the heterogeneity of 
cancer genomic information more broadly throughout the body. 

On the other hand, if the amount of circulating tumor DNA is insufficient, the test results will naturally be 
inaccurate. 

We believe that both inspection methods will be used in a complementary manner. 
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The next slide shows the schedule of future applications. Previously, we have presented a column for “2023 
and beyond,” but we are now using “2024 and beyond.” 

 

Page 36 shows the companion diagnostic functionality of FoundationOne CDx. 

With the approval of pemigatinib for biliary tract cancer and FGFR2, companion diagnostics are now available 
for 8 cancer types, 14 genes, and 18 drugs. 
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On the last page, we have added a list of companion diagnostic features that have been approved for 
FoundationOne Liquid CDx. 

At the time of its release, it is possible to make companion diagnoses for 2 cancer types, 6 genetic mutations, 
and 8 drugs. 

This concludes my presentation. 

Sasai: Thank you. 
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Question & Answer 

 

Sasai: We will now take your questions. 

When it is your turn to ask a question, I will call your name. Please let us know your company name and your 
name before asking your questions. 

Please note that the audio of your questions, along with the presentation, will be posted on our website at a 
later date. Also present today is Mr. Hidaka, Vice President, Head of Marketing and Sales Division. 

We will now take your questions. 

First of all, Mr. Wakao of JPMorgan Securities Japan. 

Wakao: This is Wakao from JPMorgan Securities Japan. Thank you. 

My first question is about the slide on page 11. You explained that there is a possibility that exports of Actemra 
to Roche will go up in the second half of the year, but Roche seems to have some inventory right now, so I 
was wondering if you could give me some hints on how much of an upward swing there will be, taking into 
account Roche's inventory. 

Looking at Roche's overseas sales of Actemra, excluding Japan for the January to March period, for example, 
the figure is CHF695 million. 

If overseas sales of Actemra were to reach the same level as the previous fiscal year, or in other words, about 
CHF2.5 billion, the full-year results for the previous fiscal year here would be JPY132 billion in exports to Roche. 
However, if overseas sales were to reach the same level as the previous fiscal year, how much would it be 
after taking inventory into account? 

Itagaki: Thank you very much, Mr. Wakao. 

First of all, what will be the scale and duration of the COVID-19 epidemic in Roche's territory, and what will 
be the future status of development and use of vaccines and therapeutic agents? 

As you pointed out, there were many uncertainties about what the inventory situation would be at Roche and 
in the market, and we would manufacture the products according to Roche's orders and export them. There 
were a lot of unknowns at the start of the year. Therefore, we have not reflected COVID-19 demand into the 
forecast. That was the basis for our forecast. 

However, the results from Roche for the first quarter were up 26% compared to last year. This excludes both 
the impact of foreign exchange rates and sales of Chugai, which will be tied to Chugai’s exports, and is 26% 
higher than Roche's first quarter last year. 

To begin with, Roche's first quarter performance last year itself grew by 35% compared to the previous year. 
As I said, if things continue as they are, in the second quarter and beyond, perhaps in the second half of the 
year, we will see a continuation of that trend, and we will see additional exports. That is what I think is going 
to happen. 
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We can at least achieve the full-year target of JPY83 billion. As for the guidance, there are still many 
uncertainties, so I cannot give you a specific number. I honestly do not know, but I am confident that we can 
achieve the forecast. 

Wakao: If the sales level were to be the same as the previous fiscal year, should we not think that the export 
sales level would be the same JPY130 billion level? Does this mean that inventory export should be taken into 
account to some extent? 

Itagaki: Yes, you are right. The inventory part will be affected to some extent this year, so I think it is better 
to take that into consideration. 

Wakao: Understood. 

My second question relates to the production of Actemra. I believe Roche recently outsourced the production 
of Actemra API to Novartis, and from what I read here, your company's production capacity will also be 
insufficient, so can I assume that Roche is outsourcing the production to Novartis? Or is this not related to 
your Company at all? 

Also, where is the production of Actemra within the Roche Group at this point in time, and what is the 
allocation of production? Also, it would be very helpful if you could tell us the status of your capacity. 

Itagaki: First of all, for Actemra, we make the API in Japan, formulate it, and export it to Roche. At the same 
time, Genentech's plant on the West Coast makes the API, and we purchase it, formulate it, and sell it. 

With regard to COVID-19, from the first quarter to the second quarter of last year, we transferred technology 
to another facility in the U.S., in Hillsboro, so that it can be formulated there, as well. We are taking measures 
to prepare for any potential disruptions. 

However, there was a very large demand during the last year, and our manufacturing capacity was sufficient 
to handle it. This year, too, there is no such concern in that sense, but Roche has decided to outsource the 
production to Novartis. I think that decision was made. 

However, in terms of the overall scheme, we purchase APIs from the Roche Group as a whole, including those 
that have been manufactured externally, and formulate them. There will be no big-picture impact on our 
ability to generate export sales or receive royalties. 

Wakao: Understood. Thank you. 

Lastly, for NXT007, I think it has been about 2 years since the Phase I/II study started in 2019. 

Also, I think you mentioned that the half-life of this NXT007 is longer than that of Hemlibra, and I think the 
current maximum duration for Hemlibra is once every 4 weeks. Have you obtained any data that would allow 
us to expect a longer administration period than this? This is my last question. Thank you. 

Tetsuya Yamaguchi: My name is Yamaguchi. Thank you for your question. 

We are not able to discuss the next update at this time. As you mentioned, we are developing both drugs in 
relation to Hemlibra. 

Wakao: Thank you very much. That is all. 

Sasai: Next, Mr. Muraoka from Morgan Stanley MUFG Securities, please go ahead. 
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Muraoka: Hello. Morgan Stanley, Muraoka. Thank you. 

I would like to reconfirm what you said about the Novartis outsourcing from Roche. This was not related to 
Chugai but decided by Roche. 

When Roche starts to buy APIs from Novartis, does that mean that exports and royalties will be completed 
between Roche and Novartis, without passing through the Chugai P&L? That was not clear to me. 

Also, I would like to reconfirm what was said earlier. Basically, your company's view is that, even after seeing 
the 26% increase in Roche's sales in the first quarter, the supply can be maintained under the current scheme, 
is that correct? 

Itagaki: Roche and Genentech outsourced the production of APIs to Novartis under the responsibility of the 
Roche Group. Genentech will purchase the APIs that we have ordered and then deliver them to Chugai, so in 
terms of transactions between Chugai and the Roche Group, there will be no change. 

In terms of capacity, we have a good track record from last year, and we are completely relieved that we now 
have more options to build in various places. 

Muraoka: I am sorry to keep asking. For example, if Genentech orders through Novartis, the amount of 
outsourcing to Genentech will increase further, but as a result, it will still be reflected in your company's 
export income and export profit. Is that correct? 

Itagaki: Yes. 

Muraoka: I understand. Thank you. 

Also, with regard to the business results, you have repeated several times that both revenues and profits 
decreased in the first quarter, but that revenues and profits will increase from the second quarter onward. 

I do not doubt what you are saying about the second quarter, but does that mean that you are expecting 
continued increases in revenues and profits in the third and fourth quarters? 

Itagaki: Regarding Q2 and beyond, we are not saying that there will be YoY increases in all quarters. Since 
there are various timings for exports, I think it would be better to understand that we are anticipating 
increased revenues and profits in the remaining 9 months of the fiscal year. 

Muraoka: I understand. Thank you. 

Lastly, going back to the Actemra case, the risk from biosimilars has been increasing following Biogen. I think 
there was a discussion on the Roche call yesterday about Fresenius in 2022 or 2023. 

What are your thoughts on the possibility of export negotiations, taking into account the risk of such 
biosimilars from the second half of this fiscal year? Or do you think that that will become a factor in 
negotiations with Roche a little later? 

Itagaki: Naturally, we are aware that there are 4 companies that have already developed biosimilars of 
Actemra and are working to bring them to market. As for the timing, we cannot say when because of our 
patents. 

As for exports, although we are negotiating with Roche, we are still in the position of receiving orders, so that 
is still a long way off. As for the price, we do not have any information to disclose at this time, especially in 
relation to biosimilars. Please wait a little longer. 
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Muraoka: I understand. That is all. Thank you. 

Sasai: Next, Mr. Sakai from Credit Suisse Securities, please go ahead. 

Sakai: My name is Sakai. Let me ask you 2 questions briefly. 

Regarding the situation with Hemlibra, Roche has already released figures, but I heard that it has grown by 
33%, and its market share is steadily increasing. 

I believe that your company's exports of Hemlibra for this fiscal year have not deviated greatly from your 
assumptions, considering that there are moving parts in terms of royalty one and royalty 2, and the export 
value. One point I would like to make sure is that I was under the impression that these first quarter Roche 
sales were seeing an increased pace. 

The other thing is that there is no export of Enspryng at this time, but the initial shipment of Enspryng was 
only for the first indication, which I think includes one for the European approval. Is it correct to say that it 
has been released? 

Even though it may not be as big as Hemlibra, I wonder if we will see another adjustment in the cost of exports 
or something like that in the future, as we saw with Hemlibra. Now that the drug has been approved in Europe, 
I think there may be a lot of potential for expanding the indications for the drug. I would be grateful if you 
could give us some indication of the possibility at this point. These are my 2 questions. 

Itagaki: First, about the exports of Hemlibra. 

The growth rate for the first quarter announced by Roche yesterday was 33%, as Mr. Sakai mentioned. In 
terms of regions, the US, which happens to be the same, has a 33% share. Roche discloses its US market share 
and patient market share for each quarter, and up until now, it has been increasing by around 2% or 3% points 
per quarter, but from last year's Q4 to this year’s Q1, it has increased by 5% points. So, I think the market 
penetration has increased significantly. 

However, on the other hand, there is still a minor COVID-19 impact for Roche, so I think there is still a lot of 
room for growth. However, we have included this in our export forecasts, so you can assume that this is within 
our expectations. 

As for the export of Enspryng, this first quarter is zero. Last year, we received approval from the US, and 
although we have yet to receive approval from Europe, we have been exporting our initial shipments, 
especially in last year's Q4. 

It is within our expectation that this first quarter will be zero, not as a reaction to the previous quarter, but 
because of the timing of export shipments. I will not comment on expansion of indications. 

Tetsuya Yamaguchi: This is Yamaguchi. 

As for the expansion of indications, since this is an anti-IL-6 receptor antibody, we will aggressively conduct 
development activities for additional indications for autoimmune diseases in which IL-6 is involved, with the 
aim of making it a major product. We would like to disclose more information as development progresses. 

Sakai: I understand. Thank you very much. 

Sasai: Thank you very much. Next, Mr. Yamaguchi from Citigroup Global Markets Japan, please go ahead. 

Hidemaru Yamaguchi: My name is Yamaguchi. Thank you. I would like to confirm 2 points about Hemlibra. 
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I think you mentioned that the royalty rate changes progressively during the term, but I was wondering if you 
had mentioned this before. In other words, the first question is whether there will be a structure in which 
royalties will increase with each passing term, or rather each quarter, or whether such fluctuations will occur 
within a year. 

One more thing: the domestic volume of Hemlibra has grown considerably, even after the NHI price revision, 
but you mentioned that it is still a little weak compared to the company's forecast. These are my 2 questions 
about Hemlibra. 

Itagaki: I would like to answer the first point, and Mr. Hidaka will take the second point. 

This is the first time today that I have disclosed that the Hemlibra royalty rate from Roche is progressive. That 
has not been disclosed before. However, given that the fluctuation might be a source of confusion for people 
looking at the figures, I thought it was best to make that clear. I will not say anything about the structure of 
any others. 

Second point, Mr. Hidaka. 

Hidaka: My name is Hidaka. Thank you for your question. 

As for the impact of the COVID-19 this year, we originally had a plan that included the possibility that the 
coronavirus pandemic would come to an end. However, due to the current COVID-19 situation, the recovery 
has not been as complete as expected. 

As larger hospitals, where new cases of the Hemlibra had not been admitted to date, are now admitting these 
patients, I think we are seeing a bright sign. 

Hidemaru Yamaguchi: Understood. 

Secondly, in the area of Actemra, the UK's physician-led program is positive, but other programs continue to 
be negative in terms of top line, so I understand very well what you mean about risk-benefit. 

You may suggest that I direct this question to Roche, but one thing I have been thinking about is whether it is 
time to file for the program now that it is pretty much ready to be filed for and scheduled for this year. 

Also, is there always a link between global and domestic actions? In other words, if Roche files overseas, you 
will file domestically, and if Roche does not file overseas, you will not file domestically. 

Tetsuya Yamaguchi: Thank you very much. 

It is true that we cannot deny the fact that the data is not very consistent. 

On the other hand, in the Roche-led trials, from the early stage of the COVID epidemic up to now, as in the 
case of REMDACTA, treatment methods for COVID have changed considerably, and concomitant medications 
have also changed considerably. 

On the other hand, as you know, we believe that RECOVERY or REMAP-CAP has good potential for actual 
clinical use, and we are currently conducting detailed analysis of individual patients in collaboration with 
Roche. 

We will mainly consult with the authorities in Japan, the US and EU in detail in the future, so we cannot deny 
the possibility that the actual acceptance or unacceptance of the application may differ depending on the 
opinion of the authorities. 



 
 

 
Support 
Japan 03.4405.3160    North America  1.800.674.8375  
Tollfree  0120.966.744 Email Support     support@scriptsasia.com 

32 
 

Under such circumstances, we believe that there is no need or stage to change our original plan to file this 
year, and we would like to continue on that basis. 

Hidemaru Yamaguchi: Understood. Thank you. That is all. 

Sasai: Next, Mr. Ueda from Goldman Sachs, please go ahead. 

Ueda: I am Ueda from Goldman Sachs. First of all, I would like to ask you about the export of Alecensa. 

Earlier, you mentioned the price revision and the timing of exports, but while Roche's exports are growing, 
can we assume that the reason for the negative YoY growth is largely due to the timing of the volume? Can 
you tell us whether the price level has changed to such an extent that it will completely change from the trend 
of Roche's sales in the future? 

Itagaki: Thank you, Mr. Ueda. This is Itagaki. 

Yesterday, Roche announced that Alecensa sales are up by 14%, which of course is due to the first line in the 
US. In addition to the very high share of new patients in the EU, the growth rate of the international market 
is 44%, and especially in China, the sales have grown significantly since it was placed on NRDL, the 
reimbursement list. On the other hand, prices have been falling. 

Our export prices to Roche have been revised since January, based on the weighted average of Roche's global 
retail prices last year, so the unit price of exports has dropped, especially with the expansion of the 
international market. As you know, in terms of volume, exports from Chugai have increased by more than 
30% compared to the previous year, but on the other hand, unit prices have fallen, and this has been offset. 

Ueda: Thank you very much. 

Secondly, regarding the domestic trend of Hemlibra, as you mentioned earlier, while Roche's business is 
growing very fast in Europe and the US, in Japan, even taking into account the impact of the repricing, it seems 
that there is not much growth compared to the second half of last year. 

As you mentioned earlier, can you tell us if this is due to the COVID-19 situation or if there are any different 
trends in Japan? 

Hidaka: This is Hidaka. 

There are differences between Japan and other countries. Japan has been relatively sensitive to changes due 
to the coronavirus pandemic. This is because of educational hospitalization or hospital appointments taking 
place for several weeks in a row. 

In particular, large hospitals are converting beds to coronavirus care beds during periods when the 
coronavirus infections are particularly prevalent, so I think they are relatively susceptible. 

Ueda: I understand. Thank you very much. That is all. 

Sasai: We still have a few more questions, but this will be the last one. 

Mr. Kohtani of Nomura Securities, please go ahead. 

Kohtani: I am Kohtani from Nomura Securities. 
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The first question is about Actemra's patent. When I asked about Actemra on the Roche call, the answer was, 
“ask Chugai, we don’t own it,” and your answer this time was that you could not say much. 

Your company has a patent for intravenous injection and subcutaneous injection, and I believe you have the 
patent for subcutaneous injection until 2030 and beyond. Until that part expires, it will probably be difficult 
for others to enter the market because subcutaneous injection is quite common in the US and Europe. 

Tetsuya Yamaguchi: This is Yamaguchi. 

I am sorry, but we are unable to discuss patent information. As the development of biosimilars and other 
products moves forward, we want to protect our intellectual property to the maximum extent possible. Under 
these circumstances, we will take appropriate measures in the future. 

That is all. 

Kohtani: Secondly, on page 31, there is a clinical trial of Actemra for COVID-19. 

Since there were only 4 items in the presentation, it seems as if REMDACTA and COVACTA will be very 
important. Is there any mention of a decrease in the use of Actemra after March 12? In short, after REMDACTA 
was released. I wanted to ask you about that first. 

Tetsuya Yamaguchi: I will take this question. 

Currently, we are not aware of any decline in the use of Actemra following release of the REMDACTA study. 
It is our understanding that use continues as before in clinical settings. 

Kohtani: In that case, I think what medical professionals are probably using the RECOVERY trial as a reference. 
This trial had 4,100 patients. There are about 6 other randomized trials that have been done here, but they 
are all very small. The number of deaths is probably less than 100, and while there are such trials, this one has 
a very large number of patients. 

Furthermore, the paper states that when all 8 trials are considered together, allocation tocilizumab associated 
with a 13% proportional reduction in 28-day mortality rate 0.87, P=0.005. From that, I think that expectations 
of Actemra have increased considerably after the RECOVERY trial. 

Tetsuya Yamaguchi: First of all, based on the RECOVERY study, and also the REMAP-CAP, the 
recommendations of the National Health Service in the UK and in Europe regarding Actemra are currently 
being maintained. We do not recognize changes on these situations due to REMDACTA results. As you pointed 
out, Actemra is still being used on the front line. 

With the infection situation, the first quarter was very significant, so we do not have an answer as to whether 
or not the RECOVERY results have boosted results. 

Kohtani: I understand. Thank you very much. 

Sasai: Thank you very much. 

We still have a lot of questions, but the time has come, so this concludes the first quarter conference call. 

If you still have questions, please contact the Media Relations Group or the Investor Relations Group of the 
Corporate Communications Department, as usual. Contact information can be found in the presentation 
materials. 
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Once again, thank you very much for taking time out of your busy schedule to join us today. Thank you for 
your time. 

[END] 

______________ 

Document Notes 

1. Portions of the document where the audio is unclear are marked with [Inaudible]. 
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