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Presentation 
 

Kyokawa: I am Kyokawa, Vice President, Corporate Communications Department of SHIONOGI & CO., Ltd. 

Thank you all very much for taking time out of your busy schedules to join us today. We will now begin the 
financial results briefing for the first half of the fiscal year ending March 31, 2022, in a hybrid format of on-
site and conference call. 

I would like to introduce today's speakers. Isao Teshirogi, President & CEO. 

Teshirogi: I am Teshirogi. Thank you. 

Kyokawa: Next, Takuko Sawada, Director and Executive Vice President and Senior Vice President, Integrated 
Disease Care Department. 

Sawada: I am Sawada. Thank you. 

Kyokawa: Next, John Keller, Senior Executive Officer, Senior Vice President, Corporate Strategy Division. 

Keller: I am Keller. Thank you. 

Kyokawa: Lastly, Yuji Hosogai, Vice President, Finance & Accounting Department Corporate Strategy Division. 

Hosogai: I am Hosogai. Thank you. 

Kyokawa: Today, Mr. Teshirogi will give an overview of the financial results, and then we will take time for 
questions and answers. The end time is scheduled to be 12:00. It will be a marathon event, but please stay 
with us. 

Now, President Teshirogi, please. 



 
 

 

Teshirogi: I would like to thank you again for your cooperation. I would like to start with page 4 of the 
document. 

As for the results for the first half of the fiscal year, revenue was JPY145.1 billion, a 107.5% achievement rate 
against the first-half forecast, and a 2.3% decrease compared to the previous year. Operating profit was 
JPY42.7 billion, approximately 111% of the first-half forecast, and 26.8% decrease from the same period last 
year. Core operating profit was JPY43.9 billion, which is about 114% of the first-half forecast, but a 21.4% 
decrease from the same period last year.  

Profit before tax was JPY50.8 billion, 104.8% of the first-half forecast, and 27% decrease from the same period 
last year. However, profit attributable to owners of parent was JPY53.1 billion, which is an achievement rate 
of over 107% against the first-half forecast and an increase from the same period last year.  

While revenue decreased, net profit increased. In particular, net profit was up significantly due to the reversal 
of taxes., and it was also up YoY.  

In general, I believe that it was a quarter in which we made a solid progress compared to the first-half forecast. 

As I will explain later, the cost of goods sold was up slightly, and R&D was also up considerably, but we were 
able to achieve a relatively solid performance. 



 
 

 

Please turn to page 5. I will give you a detailed breakdown of the results. 

As for revenue, royalty income of Crestor, which is decreased about JPY11 billion. This will reduce sales and 
directly reduce profits, but there are several factors that we were able to keep the decline at JPY3.4 billion. 

1 is that overseas sales were relatively strong, and the other is that we received an up-front payment for the 
Integrase inhibitors that was given to ViiV. In addition, the things we had planned to do in the second half of 
the fiscal year, including settlement of FORTAMET and other projects, were completed to some extent in the 
first half of the fiscal year. I think it was a good thing that the decrease was limited to JPY3.4 billion. 

However, this does not mean that there are no issues to be addressed. The cost of sales, not only for domestic 
sales but also for overseas items, is a little high. In addition, contract manufacturing had taken a heavy toll in 
the first half.  

Because of the high cost of these manufacturing, we have already set up a project led by Mr. Hosogai to 
control the cost in the second half of the fiscal year, and we are trying to control the cost of these products 
for the entire year. 

Compared to the relatively strong sales, gross profit was down 6% due partly to the high cost of sales, although 
it should have been higher. 

As for selling expenses, the achievement rate of the first half forecast was 104%, but it was limited to 2.5% 
compared to the previous year. This was because overseas sales, in particular, have been relatively strong, 
while domestic sales expenses have been well controlled. 

As for R&D expenses, of course, progress in development of COVID-related products has been very good, but 
we have not yet received all the government subsidies. Therefore, we posted a large amount of expenses. We 
believe that we should not save R&D expenses at this stage. 

The progress rate of financial income is 81.7%. This is the dividend from ViiV. There are inevitably increase 
and decrease depending on the period, and it is difficult for us to completely control it. 



 
 

ViiV pays dividends, in general, based on the cash balance at the end of the period. The dividend decreased 
partly due to a temporary decrease in ViiV's cash balance, partly due to up-front payments to us. We believe 
that it will return in the second half of the fiscal year. 

As a result, operating profit was JPY42.7 billion, an achievement of about 111%. Profit attributable to owners 
of parent was JPY53.1 billion, a 1.5% increase, due to the reversal of taxes. 

 

Let’s move on to page 6, which shows revenue by segment. 

Revenue from prescription drugs exceeded the plan by 2%. Of the revenue, however, JPY1 billion was for 
stockpile of Rapiacta to the government. Excluding this, we were almost on track. 

Overseas subsidiaries are doing relatively well. In Shionogi Inc., even if we exclude the settlement of 
FORTAMET, revenue from Fetroja grew significantly by JPY2.9 billion. In addition, Shionogi B.V. saw a very 
large growth in Fetcroja. 

Ping An-Shionogi experienced a relatively solid result in the first half of the fiscal year. As I will explain later, 
we had originally planned for very large growth in the second half. Although the plan is for a considerable 
increase compared to the first half results of JPY4.7 billion, we have made a slight downward revision because 
the plan was indeed too large. Overall, we believe that the business of Ping An-Shionogi/C&O has been strong. 

The contract manufacturing of active pharmaceuticals for Xofluza and Dolutegravir has shifted partly to 
September, which resulted in a YoY increase of about JPY1.7 billion, 113% achievement of first-half forecast. 

For OTC and quasi-drugs, we had a very large plan for the first half of the fiscal year. 88% achievement seems 
to be very low, but compared to the previous year, it has grown by more than 10%.  

The OTC market itself is still flat or negative, and in this environment, Shionogi Healthcare's OTC drugs are 
performing very well. In particular, I believe that the switch to the OTC version of Rinderon has made a 
significant contribution. 



 
 

As for royalty income, the achievement rate against the first-half forecast was 106%, and 100.8% for the HIV 
franchise in particular, which is completely in line with our plan. Due to the weakening of the dollar against 
the pound, it was difficult to forecast, so royalty income from HIV franchise decreased 4.2% YoY, but this was 
in line with our forecast. 

Revenue from others, which was relatively firm, includes the out-licensing of the HIV drug to ViiV, as I 
mentioned earlier. 

 

Let’s move on to page 7. Revenue of prescription drugs in Japan. 

In terms of the achievement rate against the first-half forecast, Cymbalta, infectious disease drugs including 
influenza franchise, and Pirespa are performing well.  

In the case of Cymbalta and Pirespa, due to the uncertainty of the generic supply since last year, I think that 
the market has secured stock with our original drugs. 

On the other hand, revenue of Intuniv and Vyvanse have increased 26% and 200%, respectively, compared to 
the previous year, but they did not reach the first-half forecast.  

So, we still have some work to do for the second half. 



 
 

 

Please refer to page 8. 

On the left side, in infectious disease-related business, we have spent most of our time working on vaccines 
and therapeutic agents for COVID-19. So far, we have made good progress on vaccines and therapeutic drugs 
in July, August, and September. As for S-217622, we are currently in the final stages of negotiation for 
partnering. 

As for diagnostics, as I will explain later, we have decided not to commercialize SATIC during this COVID 
pandemic due partly to the balance with other competitors. On the other hand, we have introduced HISCL, 
which predicts the severity of the disease, and Lumira’s products for high level quantitative and qualitative 
antigen test that can replace PCR. We have made some progress in this area, and our team headed by Ms. 
Sawada has made significant progress in sewage epidemiology, especially in the last 3 months. At the time of 
the Olympics and other events, we had the opportunity to examine sewage and have accumulated data. 

Please refer to the right side of the page. I think the out-licensing of S-365598 was very significant. I think it is 
normal to not be able to get a very high royalty rate if you provide preclinical products. This deal was a very 
big deal for us because we were able to secure the same royalty rate as the current dolutegravir and 
cabotegravir by bearing a certain amount of the development cost for the future, although of course there is 
a cap. 

In addition, Duchesnay has been steadily increasing the sales of Osphena, and we have received milestone 
payments for the approval in Canada. In addition, we received [GBP]18 million for the settlement of 
FORTAMET. Those have contributed to the sales and profit. 



 
 

 

Please turn to page 9. 

To recap, we made a smooth progress for COVID-19 projects, which we have spent about 80% of our research 
and development in.  

On the other hand, it does not mean that we have not done anything for our business base, but we have 
achieved our plan for domestic and overseas business, and we have decided to license out HIV to ViiV as a 
new business development and business opportunity. We are judging that it was a solid first half. 

 



 
 

 

Please turn to page 11. 

This has been the subject of considerable discussion within the Company and at the Board of Directors 
meetings. Since the first half of the fiscal year saw a certain upturn, the question is how to revise the full-year 
forecast, including the second half. 

To put it bluntly, if a COVID-related therapeutic drug, for example, is bought up by the government or licensed 
out, it would be a business in the tens of billions of units. Therefore, it will be difficult to accurately include 
them in the forecast for the second half of the fiscal year. 

Of course, we will be able to control the selling, administrative, and research and development expenses on 
the right side, but honestly speaking, I think it will be difficult to come up with intelligent figures for revenue 
and profit. 



 
 

 

Therefore, as you can see on page 12, We will raise 4 billion as revenue for the excess in the first half , but the 
remaining operating profit and below will remain unchanged at this time, which I think is the least misleading. 

As we have said many times before, we have had 2 consecutive years of declining sales and profits, and we 
have also fallen short of our projections, so for this fiscal year, we have decided to set a minimum level that 
can be achieved no matter what. We have discussed this at a Board of Directors meeting at the beginning of 
the fiscal year. 

Naturally, we have a certain amount of confidence in the increase in revenue and profits compared to the 
previous year, but we have left our earnings forecast unchanged because we think it would be better to 
provide concrete figures after the things have been decided. 



 
 

 

Please refer to page 13. 

We have such a basic policy, so please ask John or Hosogai about the detailed figures.  

First of all, we are working on operating profit and net profit, so our forecasts for the second half of the fiscal 
year are based on subtractive. 

Going back to the revised forecast on page 12, we will start from the figures of revenue, operating profit, and 
net profit, which will not fall below the minimum line that we announced at the beginning of the year, and 
we will announce and revise the figures as events occur. 



 
 

 

Please move on to page 14. 

I think that the domestic revenue for prescription drugs will probably remain around this level. In particular, 
it is difficult to reach these figures unless we secure sales for ADHD drugs, such as Vyvanse and Intuniv, which 
I mentioned earlier, so this is where we are focusing very hard. 

The initial forecast for the influenza franchise has been left unchanged at this time. In India, the US, and some 
parts of Europe, influenza pandemic has been observed, but at this point, in Asia, especially in Japan and 
Southeast Asia, it has not been seen to any great extent yet, so we set a quite modest revenue forecast. 

However, we forecast a solid revenue for Fetroja and Fetcroja of Shionogi Inc. and Shionogi B.V. 

The forecast for Ping An-Shionogi has been revised downward, but JPY7.6 billion for the second half of the 
fiscal year is the largest figure we have ever announced. As you can see on the right side of the page, the full-
year growth rate compared to the previous year is more than 22%, and we believe that this business is growing 
steadily. At the beginning of the year, we made a rather large forecast because we thought that we could 
expand sales of our C&O products, including Good Doctor in particular, and we have made some adjustments. 

We have also made some revisions to OTC and quasi drug, in consideration of sales in the first half of the year. 
In particular, sales of cold medicines this winter are a little difficult to read. Last year, the market for cold 
medicines was less than 60% of that of 2 years ago. I think it is appropriate to make this downward revision, 
also in consideration of the sales forecast for [Pylon] PL. 

However, if you look at the YoY change, it will be an increase of 15%. To the best of our knowledge, there are 
very few companies in the OTC market that are forecasting 15% growth on a YoY basis. I think our presence 
in the market is increasing significantly. 

As for royalty income, we have left the forecast unchanged from the beginning of the year. As for Crestor, the 
negative figure of JPY16.6 billion has been left unchanged, but if AstraZeneca sells above a certain level, we 
will receive a small royalty. But for now, we are making a conservative forecast. We are forecasting a revenue 
increase of JPY4 billion, including the overdue in the first half. 



 
 

 

Let’s move on to page 15. 

In terms of domestic revenue, Cymbalta exceed target in the first half of the fiscal year, so we are forecasting 
a positive result for this drug.  

As for Intuniv, we revised downward by about JPY1.6 billion, based on the first-half result. 

With regard to infectious diseases, it is still difficult to predict the earnings of influenza drugs, so we reduced 
the figure by about JPY400 million. In total, we are aiming for a figure of JPY94.4 billion for the full year. 

 



 
 

 

Now, let me move on to future initiatives. Please refer to page 17. 

I believe that we have a great deal to do as a Company to end the COVID-19 pandemic as soon as possible, 
and I believe that society has great expectations of us. 

In particular, vaccines as prevention, second from the left, and treatment drugs, second from the right. These 
2 areas will reach a major milestone in the second half of this year, and we are currently devoting almost 80% 
of our R&D resources to these 2 projects until March next year. 

In addition, we would like to establish the trend prediction service that we are working on with Shimadzu as 
a permanent service. 

As for diagnosis, we are in talks with various companies about antigen test kits, so we will be able to talk about 
it in the near future. At the risk of repeating myself, I think SATIC is very interesting as a technology. I think it 
is very interesting that there are so many technologies originating from Japanese universities. However, the 
evolution of PCR and antigen testing has been very rapid, so we have decided to stop the commercialization 
of the SATIC method for COVID-19 at this time because the risk is probably greater. 

As for the prevention of severe symptom, we are waiting for the results of Phase II, which is being conducted 
by BioAge. 



 
 

 

Let’s move on to page 18. It’s about S-217622.  

At the end of August, there were 50,000 new cases of infection every day, and as of yesterday, the number of 
cases was in the single digits in both Tokyo and Osaka. So, in the first week of October, John and I decided to 
open the overseas trials as soon as possible. 

Especially in Singapore and South Korea, where the number of infected people is increasing, the governments 
want to commercialize these drugs as soon as possible. It usually takes a long time to start clinical trials or to 
pass the IRB; however, discussions with the government and our partner companies are progressing very well, 
and we have already completed the setup in Korea and Singapore, and are waiting for patients. We will be 
able to start the trials next week at the latest. 

Singapore, in particular, is experiencing 4,000 or 5,000 new cases of infection every day, despite a very high 
vaccination rate of about 85%. In a sense, this is something that may happen in our country in the future, or 
rather in various countries where vaccination is advanced. 

In such a situation, it would be very useful for us to study the efficacy and safety of oral drugs. In particular, I 
would like to see the data for Singapore. 

There was some data that the number of severe cases and deaths had unexpectedly decreased, but now it 
seems to be increasing again, so we would like to see the merits of early oral drug treatment, including the 
fact that a certain percentage of severe cases and deaths still occur even with vaccination. At the same time, 
there is still a very large number of infections in the United Kingdom and other countries, so we would like to 
add those countries. 



 
 

 

Please move on to page 19. 

If you look at Merck's study, the pattern in the US is that people go to the hospital only after the disease has 
become very serious, rather than treating people who stay at home with antiviral drug, partially due to the 
insurance system. The focus is on how to prevent serious illness in people with moderate disease, and how to 
prevent deaths. 

In a sense, the patient population is different from the trials we will be conducting in Japan, Singapore, Korea, 
etc., and the medical implications are also different. The Global Phase III trial will focus on prevention of severe 
disease or how to reduce the number of deaths. 

The FDA and EMA are discussing protocols and other issues, so we have not kicked off at this point, but we 
hope to start soon. 

As I mentioned earlier, we have made good progress in preparing for the supply to 1 million to 1.2 million 
people at the end of the fiscal year, but there is a risk in the supply chain or in the supply situation in China. 
At the moment, however, we believe that we have been able to secure a good number of people. 

As for partnering, we are currently negotiating with quite a few companies and hope to have a partner in 
place somehow by the end of the year. 



 
 

 

Page 20 shows about the vaccine. 

We believe that we were able to obtain very good results by changing the adjuvant, and we will show the 
results at the Japan Society for Vaccinology meeting on December 4. 

On October 20, just about 2 weeks ago, we conducted the domestic Phase II/III study, following the instruction 
and request from the authorities to study the safety of the drug in as many Japanese patients as possible, 
about 3,000 cases. We wrote it is scheduled to complete recruitment in early November, but in the first 4 
days, we received more than 2,000 registrations, and it has already exceeded 3,000. 

Moreover, we were told by the authorities to collect elderly patients as well, but we thought it would be 
difficult in Japan. However, we were able to collect 100 cases in no time. We are testing the vaccine mainly 
on unvaccinated people only in Japan, but we are seeing a very strong response and progress. 



 
 

 

Please move on to page 21. 

The safety/immunogenicity evaluation are underway.  There are 3 remaining trials, as for 2 trials -- comparison 
of neutralizing antibody titer, and Phase III, placebo-controlled prevention trial -- we are hoping to kick off in 
November. 

It may be possible to get approval for 1 or the other, but from our point of view, we want to provide a vaccine 
that can be used globally as soon as possible. If we can achieve at least 50%, 60%, 70%, or 80% for the true 
endpoint of the vaccine, placebo-controlled prevention, as other companies, then even if there is not much 
need in Japan, we will be able to market it globally. 

The WHO has made it clear that the comparison of neutralizing antibody titer conducted by ICMRA will be 
used as a reference, but at this point it is not yet included in the list of recommended vaccines. Therefore, it 
would be important to conduct a placebo-controlled prevention trial as a Japanese vaccine. 

The booster trial in the middle is a comparison of the 3rd dose between mRNA and our vaccine, which will be 
conducted on people, especially medical professionals, who vaccinated 2 doses of mRNA vaccine more than 
6 months earlier. We will be able to kick off this trial at the end of November, and we are hoping that at least 
200 cases will be performed at medical institutions in Tokyo, with about 100 cases per group. 

In the end, we will have to follow up for about a year to see how the neutralizing antibodies change, so we 
think it is difficult to judge whether this vaccine is useful as a booster or as an additional vaccination. We 
would like to consider the position of the vaccine by running these 3 trials. 



 
 

 

On page 22, I would like to reiterate what I just said. 

As for the active control comparative study, the PMDA has made a lot of efforts at ICMRA, and we know that 
there is a good chance that these trials will be approved, and we are very interested in that. However, in the 
end, even if the vaccine is approved, there are still some uncertainties as to whether it will be a truly globally 
applicable vaccine. 

In terms of the safety evaluation of Japanese patients, of course we will be looking at the data from the 3,000 
cases, but I think that there are some problems with the data collection system in our country. At this point, 
spontaneous reports from the doctors are being waited for.  

I think it is time to examine the safety for Japanese people in more detail. At that time, I think the right decision 
was to proceed with vaccination as much as possible, with prevention of disease as the primary goal.  

When considering the positioning of vaccines in the future, we need to look at the safety of vaccines in the 
Japanese population in more detail, and express the advantages and disadvantages of mRNA, viral vectors, 
recombinant proteins such as ours, and inactivated vaccines. If we don't do this, at some point you will have 
to go to the doctor and make a choice about which vaccine to use. 

When it comes to influenza, everyone uses the egg method of inactivated vaccines, so to some extent it may 
not matter which vaccine you use, even if the manufacturer is different. However, if we are going to provide 
3 or 4 different types of vaccines with completely different modalities to medical institutions, you will need 
to collect data on what is best and how to decide. 



 
 

 

Page 23. 

Other than COVID-19, I believe that our domestic business is still weak in the sales area. Of course, we have 
received a certain level of evaluation from doctors for ADHD, but we have not been able to visit the adult 
patients for Intuniv, especially because of COVID-19, and new patients are not coming to the doctors. We still 
have a long way to go in this area.  

As for influenza, I think it is still necessary to explain the good and bad points of Xofluza. 

As for our overseas business, our Cefiderocol, as I am sure you are aware, has an advantage due to the supply 
problem of Zerbaxa. As this gradually returns, we need to make sure that our products are well positioned, so 
we are doing this in the US and Europe. At the same time, Access to Medicine has asked us how we will provide 
AMR products in low and middle income countries. 

From the perspective of the SDGs and ESGs, we would like to improve access to these AMR products in low- 
and middle-income countries, and this is our challenge. 

As for Ping An-Shionogi, we have started discussions with the authorities on Cefiderocol and Naldemedine. 
They don’t say that we need no clinical trials from the beginning, so for the time being, we are taking the 
stance that we will do clinical trials as well, but during the course, we may receive support from doctors and 
be exempt from them. We would like to launch the 2 drugs from Ping An-Shionogi as soon as possible.  

At the same time, as a research approach using AI technology, we have created an interesting repositioning 
system, which we are now planning to start clinical trials. We would like to create AI technology and take a 
new approach to drug development, especially in the CNS field. 



 
 

 

Page 24. 

We believe that we can be on a growth trajectory once again with Dovato and cabotegravir, especially in the 
next fiscal year. This is very important for us. Of course, it is difficult to see in what way COVID-19 will 
contribute to our sales and profits next year and the year after that, but on the other hand, we believe that 
we will be able to achieve solid earnings from the HIV franchise, mainly from these 2 products. After Phase I 
of S-365598, we would like to proceed with injections once every 6 months, beginning with once every 3 
months or more. 

For example, Gilead was very active in the field of functional cures about 2 or 3 years ago, but now they have 
teamed up with Merck and are focusing on long acting injections. This is because injections once every 3 or 6 
months would be very beneficial for patients in the short term. 

However, we are serious about functional cures or cures, including mRNA vaccines, and we are also in dialogue 
with ViiV. There may be significant progress in 2030 or so, but for now, I think the realistic course is to focus 
on long-acting injectable drugs. 

As for prophylactic administration, the conventional oral form of cabotegravir, including Truvada, has to be 
taken once a day. In the case of prophylaxis, however, as you know, people who are not infected with HIV 
have to take it every day. If you are a patient, you can consider the risk-benefit, but for uninfected people, I 
think injectable drugs have a great potential.  

Regarding preventive dosing, PDUFA date will be January next year, so we have very high expectations for it. 



 
 

 

Lastly, please refer to page 26. 

As for shareholder returns, we would like to start by increasing the dividend by JPY2 to JPY55 this interim 
period. In principle, we do not reduce dividends at the end of the interim period and the end of the fiscal year. 
The year-end dividend last year was JPY55. For the second half of the fiscal year, we would like to think about 
this a little bit, especially depending on how S-217622, vaccines, and other products perform. 

In terms of capital efficiency, our stock price has been relatively strong, but when we consider the total return 
to shareholders, we will continue to have discussions at the Board of Directors meetings with a view to flexibly 
conducting share buybacks and other measures. 

I have talked about the results and key points of the first half. Thank you very much. 

Kyokawa: Thank you very much. 

 

 

 

 

 

 

 



 
 

Question & Answer 

 

Kyokawa: Now, we will take your questions for about 50 minutes. Now, Mr. Ueda. 

Ueda: I am Ueda from Goldman Sachs Japan. I would first like to know about the progress of the clinical trials 
for the therapeutic agent S-217622. When will you be able to obtain the data for Phase IIa, and when do you 
expect the trials to be completed? You mentioned that it would be quite difficult to incorporate the data, but 
at this point, when do you expect the trials to be completed? 

Regarding the results of the study, as you explained, your company includes patients with fairly mild illnesses 
or asymptomatic patients, so I think there may be more variability in the results compared to the results 
obtained by Merck. Could you tell us what you think about the development risks in this area and the 
conditions for conditional approval? 

Teshirogi: We don't know how many cases will be included, but at this point, if we include Singapore and 
South Korea, several dozen cases a day is not so unrealistic. 

In the first 70 to 100 cases, we would like to see how much viral reduction occurs in the 3 groups of placebo, 
low dose, and high dose. We receive specimens from those countries and measure them both at our 
laboratory and at third-party institutions, but at least on a preliminary basis, we can measure them at our 
laboratory. The results will be available in a few days after we receive the specimens, so we expect to have at 
least 100 cases of the virus by the end of November, no matter how late. 

Regarding the differences between low dose, high dose, and placebo, looking at the studies by Merck and 
Roche, we can see that the length of time that patients are enrolled after infection is quite important in terms 
of viral reduction. For patients with 10 or 15 days, it is difficult to get clear data, so we limit the enrolment to 
5 days. If we can enroll the patients properly, we expect that the virus reduction will be seen reasonably 
clearly. 

The final primary endpoint will naturally include whether the verified patients become moderately or severely 
ill, but when we ask various specialists in Japan, they say that it is very important to eliminate the virus, 
especially for those who stay at home or have mild illness. Therefore, we would like to provide data as soon 
as possible on the extent to which the virus can be cleaned up, and then we will discuss this with the 
authorities. 

At this point, we do not believe that there is a significant risk even if proper patients are enrolled, but I think 
this really depends on the situation of enrollment. As for your first question, we expect to be able to see the 
movement of the virus by the end of November at the latest. 

Ueda: Thank you very much. In that case, would it be correct to say that you are still aiming for the approval 
by the end of this year? 

Teshirogi: Yes, that's what we think. We had planned about 2,000 cases with 650 cases for each group. 
However, since Merck has submitted an EUA application for a 2-group comparison of about 370 patients with 
placebo, we believe that we will be able to observe the movement of the virus and the disease state at a level 
exceeding 300 cases. If that is the case, then I think it is well in our sights to get the approval by the end of 
this year. 

If we are told to do all 2,000 cases exactly, it may take a little longer, depending on the patient's situation, but 
we would like to do cut off as soon as possible, while discussing with the Efficacy and Safety Evaluation 



 
 

Committee, by somehow determining the difference in the movement of the virus or the degree to which 
patients with mild disease become moderately ill. For now, we are planning within the end of the year. 

Ueda: Thank you very much. Secondly, I would like to know about the medium- to long-term outlook for the 
COVID-19 therapeutic agent and vaccine business. The government probably has a large amount of reserve 
funds until this fiscal year, so if the project is approved smoothly, I think we can expect a large contribution in 
this fiscal year and next fiscal year. I think there are a lot of uncertainties about how the budget will be 
allocated for this type of project in the next fiscal year and beyond, and whether or not it will be a project that 
can be expected to generate continuous income and expenses. 

Teshirogi: First of all, with regard to the therapeutic drugs, Merck has said that their product will be available 
for 10 million people by the end of this year and for 20 million people next year. We are not aware of all of 
Merck's activities, but I think the fact that they have 10 million until the end of the year and 20 million next 
year is a good indication of the difficulty of manufacturing small molecules. 

At that level, the therapeutic drugs are not yet available to all countries, and I think it is important to have a 
stockpile of them in case something happens. At the very least, assuming all goes well, it will make a significant 
contribution to earnings for the current and next fiscal year. I think we can hope for that somehow until about 
the beginning of the next year. 

After that, it will be a matter of negotiation as to what form the governments of each country will take in 
stockpiling or otherwise. We are also talking with the US government about Xofluza, but at the moment they 
are busy with COVID-19, so they are asking us to wait a little longer. 

If we don't maintain a certain level of stocks for influenza and COVID-19, people understand the magnitude 
of the economic damage when something happens. I don't think we will be able to sell them so much every 
year, but we are thinking of asking for buying a certain amount as a base. 

As for vaccines, it may depend on the level at which the government recommends additional vaccinations, 
the 3rd and 4th doses. The reason why we would like to do prevention studies, even though it is very risky, is 
to provide our vaccine globally. 

In Japan, the annual sales of influenza vaccines are consistently 30 million doses to 40 million doses. I believe 
that at that level, it would be a good base business. Even if sales are reduced to, say, USD10 million, or even 
less than USD10 million, we would like to conduct clinical trials in Asia, so that we can sell the product in those 
countries to some extent. We would like to make this trial a success somehow. 

Ueda: Thank you very much. Just to confirm, when you say, "base business," is it correct that you have in mind 
the contribution of tens of billions of yen in revenue?  

Teshirogi: I think the stable price of the COVID-19 vaccine globally is probably between USD50 and USD100, 
so if multiplied that by the number I mentioned earlier, this is the base. 

Ueda: Thank you very much. That’s all. 

Kyokawa: Mr. Hashiguchi, please.  

Hashiguchi: I am Hashiguchi from Daiwa Securities. I would like to ask you about your thoughts on the results 
of the Phase I/II trial of the vaccine that you mentioned on page 20. It says that you confirmed increase in 
neutralizing antibody titer equal to or higher than that of convalescent serum. In the paper on the Novavax 
vaccine, it is written that it exceeds the convalescent serum, and in the paper on mRNA vaccine, it is written 
that it is equal to or higher than the convalescent serum. 



Of course, the effectiveness of infection prevention cannot be discussed only in terms of neutralizing antibody 
levels, and it may differ depending on how the results are measured, so I would like to know how your 
company views these results in terms of international competitiveness. 

Sawada: In terms of efficacy, I honestly believe that it will be impossible to surpass mRNA. 

However, looking at the deliberations of Pfizer's advisory committee on pediatric vaccination, for example, 
the risk-benefit balance will change depending on several scenarios of future epidemics. 

In 1 of these scenarios, the risk outweighs the benefit, so I believe that the required risk-benefit balance will 
change in the future as new therapeutic agents become available, and we will be able to demonstrate the 
usefulness of this drug in this context. 

Hashiguchi: Thank you very much. I have 1 more follow-up question. In Phase I/II, I think you tested 2 doses 
of antigen, 5μg and 10μg, but have you narrowed down the doses for future trials, or will you be doing them 
in parallel? What kind of final usage doses did you mean by the production capacity you mentioned earlier? 

Sawada: We have narrowed down the dose. I think we are talking about the number of people that can be 
covered based on that dose. 

Hashiguchi: You can't say here which one you narrowed it down to. 

Sawada: We have not made any announcement at conferences yet, so please wait for December. 

Hashiguchi: Yes. Thank you very much. That's all. 

Kyokawa: Now, Mr. Kohtani, please. 

Kohtani: I'm Kohtani from Nomura Securities. The first point I would like to ask you about is the 
COVID-19 treatment. The data for Molnupiravir is not yet available, so I'm trying to figure it out by looking 
at the Phase IIa data, but I just can't figure it out. 

They ended up with a dose of 400 mg, and when looked at him 3 days later, the SARS-CoV-2 positive was 
reduced to 12%. It worked great. However, since the placebo was 17%, there was not much of a difference. 

If they use a dose of 800 mg, the difference is between 2% and 17%. I think they are probably proceeding with 
this 800 mg. Viral titer has actually been reduced by 37% on day 3 versus placebo. I thought this was 
great too, but when I looked at it within the base, it's a viral titer of the 6th power of 10, so it's a 37% 
decrease. As this is the 5th power of 10, it is honestly a lot. Still, in the Phase II trial, the mortality rate 
at day 29 was probably half that of the placebo group. 

It's a little puzzling. Given your experience in developing drugs to treat viral infections, can such clinical 
efficacy be achieved even if the viral titer has not changed that much? Isn’t there much of a link between the 
reduction in viral titer and clinical efficacy? Of course, if it had a completely different effect, there might be 
any other point of view, but since it is a polymerase inhibitor, I don't think that would be the case, so what 
should we think about? 

Sawada: When we look at tests conducted by other companies overseas, we see that they are following 
up with PCR. So, in that sense, they are not looking at it with viral titer. In other words, they are not 
properly measuring the amount of very active virus, so in that sense, they may be looking at some virus 
carcass. I think this is 1 of the reasons why the drug seems mild in terms of figures but is clinically effective. 



 
 

Kohtani: If you try to measure only infectious viruses, it becomes quite a difficult test, including cultivation 
and so on. Because it is difficult to do that in the clinical setting, is such data being got in the trials? 

Sawada: To be honest, overseas, they don't do it anymore because it is too much trouble. It is faster to look 
at the clinical results quantitatively and properly.  

However, in our case, we used the viral titer even in the case of influenza, so we thought it would be better 
to look at it in order to look at the dose response as well, so we included it in the protocol. 

Kohtani: So, does this mean that you will have some data on infectious viruses by the end of November? 

Sawada: Although it is a hard work for the laboratory, they are doing their best. 

Kohtani: You do make press releases, right? At the end of November, when you know something. 

Sawada: I don't think we can give specific figures, etc., in the press release. We would like to avoid being 
unable to make presentations at conferences, so we would like to report as much as we can in the release. 

Kohtani: I understand. The second point is about CABENUVA. Maybe this will be a question to Mr. John Keller. 
It was approved in January. However, when I looked at the data, I was a bit surprised to see that only 2,000 
patients were administered the drug, which is the same as GSK. 

In the questionnaire survey of the participants in the Phase III FLAIR and ATLAS trials, more than 90% of the 
participants wished a continuous injection drug, but it has reached to only 2,000 cases. 

It's been 10 months, and you've reached 80% of market access in the US, so what are the hurdles? Is it simply 
that it's taking a long time to negotiate with payer, or is it that it's not growing fast without the switch trial 
data of the GEMINI trial, the one with naïve patients, SALSA and TANGO, as with the case of Dovato? Can you 
tell us about the current feel and prospects of cabotegravir? This is the last question. 

John: As you know, there were two challenges in uptake for Cabenuva. One is the delay due to the COVID-19 
disaster, especially the delay in switching prescriptions at medical institutions. The other is the setup of the 
process required for prescribing. There are two sides to this, one is dosing management and the other is 
insurance processing. These are very interesting if they start working well. However, due to COVID-19, the 
number of medical staff who can switch to Cabenuva is smaller than expected. However, we are speeding up 
to address this challenge. There is still a lot of interest in Cabenuva, including medical professionals, but the 
setup process has taken some time.  

Kohtani: I understand the insurance part, but the medication part is basically just prescribing 30 tablets on 
the first day and then injecting. How difficult is it?  

John: As you said, insurance claims are not that complicated. Only a few steps from the insurance company 
are needed. The problem is the switch to injection after 30 days of oral administration is complete. Most 
medical institutions did not give injections on a daily basis. Some large medical institutions are ready for the 
process, including injection of Cabenuva, due to their previous experience of cooperating in clinical trials. 
However, other medical institutions are not accustomed to providing medical care just for injections. Also, 
while some large city medical institutions accept regular visits only for injections, smaller medical institutions 
may require advance preparation to perform the procedure. We will take steps to improve this part of the 
setup.  

Kohtani: I understand very well. Thank you very much. 

Kyokawa: We would like to take 1 more question from the audience. Sakai-san. 



 
 

Sakai: I am Sakai from Credit Suisse Securities. I think this was mentioned in Mr. Ueda's question. I believe 
that the data for Phase IIa of S-217622 was mentioned at the R&D Day meeting as being expected to be 
finalized by the end of October. I don't think there was an update on that. Can you explain more about this? 

Teshirogi: We had thought that we would be able to proceed with the project under the situation where there 
were several thousand new patients in Japan, but with such a decrease in the number of patients, we were 
not able to collect 100 or 200 cases so easily, and this has caused a slight delay. 

Therefore, we are trying to compensate for this by opening up Korea and Singapore, so we have not reached 
that point yet. 

Sakai: In that case, I would like to confirm what you said at the time of R&D, that the overall schedule will 
remain unchanged, but is it correct to say that things are going well? 

Teshirogi: Yes, that's it.  

Sakai: I understand. Thank you. Also, I would like to ask you about HIV, or ViiV in general. I think there have 
been a lot of changes in the last year, including the emergence of generic Truvada. Among them, ViiV's share 
of the so-called prescription volume has been hovering around 14% or 15%. Gilead is up to 42% to 43% and is 
recovering. 

Originally, Mr. President, you might say I should ask GSK about this, but I think you said that ViiV could have 
a market share of around 20%, but the current situation is quite difficult. Even though cabotegravir is coming 
out, can you update us on how you are currently talking with GSK or ViiV about this area? 

Teshirogi: John will make a supplementary statement, but you are right that the activities have really become 
very stabled, or in a sense, almost immobile under the COVID pandemic. 

In contrast, Gilead is making a slight recovery, while ViiV has not been able to catch up as much. However, the 
2-month version of cabotegravir is a very big theme for us, and PrEP is an area that Gilead has not been able 
to keep up with, so these 2 will be very big catalysts for ViiV to gain market share after Dovato. We believe 
that this is due to the fact that COVID has made our activities almost stabled, although we will be extremely 
optimistic from next year onwards. 

John: ViiV's performance was roughly on-track than expected. As for the market, COVID reduced patient visits, 
which reduced the overall switch market by about 30% in the United States. This is because the number of 
patient visits has decreased due to COVID-19, and the chances of switching prescriptions by doctors have 
decreased. Although the switch market is shrinking, Dovato is doing very well and is gaining more and more 
share of the switch market. Also, in the European market, Dovato is moving very quickly, with its excellent 
price and characteristics, which has increased its market share by more than 10% in major European countries. 
As a result, Dovato is generally above budget. Also, Cabenuva is almost on-track. Of course, we are aiming for 
more aggressive growth this year, including events such as approval of administration once every two months. 

Kyokawa: Thank you very much. Now, I would like to close questions from the audience, and I would like to 
take questions from the participants on the phone. Please follow the instructions of the operator. 

Operator: Please state your company name and your name when you ask your question. 

Our first question comes from Mr. Yamaguchi of Citigroup Global Markets Japan. Please. 

Yamaguchi: My name is Yamaguchi from Citi. I have 1 question. You mentioned that you are actively 
negotiating for the S-217622 alliance. When you talked about this before, I think you mentioned that 
companies that do polymerase, including those that use it in combination, would also be covered, as well as 



 
 

companies that do vaccines. Of course, I believe you still don't know which, but can you give us an update on 
whether or not those ideas have changed? 

Teshirogi: Thank you. You are right. We are currently negotiating with 4 or 5 companies, as Mr. Yamaguchi 
mentioned. 

Yamaguchi: I understand. Also, I would like to add 1 more thing: you mentioned earlier that it is important to 
get manufacturing capacity. 

Teshirogi: Thinking globally, various manufacturing plants are shifting to large-molecule products, and there 
are not so many companies that have the capacity to produce small-molecule products of high quality. 

We believe that the companies we are negotiating with have enough capacity to do so, but to be honest, the 
number of small molecule factories in India and China is decreasing. Those we are now negotiating with are 
great candidates who can compensate for this globally, especially in low and middle income countries. 

Yamaguchi: I understand. Thank you. That's all from me. 

Operator: Our next question comes from Mr. Wakao of JP Morgan Securities Japan. Please. 

Wakao: This is Wakao from JP Morgan. Thank you. First, regarding S-217622. In Mr. Ueda's first question, you 
told us about some of the timelines, but I'd like to ask you to confirm this again. 

Now, I think you are working on it overseas as well, because the enrolment didn't go as far as you had hoped. 
According to your explanation, you will use the virus reduction data of 300 cases and negotiate with the 
MHLW and PMDA within the fiscal year to consider whether you can file an application or not. Please let me 
know when this clinical trial itself will reach the final stage. 

Teshirogi: I didn't mean to say that we could definitely do it with 300 cases. I'm sorry, if my explanation was 
hard to understand. 

In our opinion, given the power of Merck, there is a good chance that we will be able to see viral reduction or 
our primary endpoint in that number of patients. This is the first step. 

Of course, if there is not enough power at that stage, or if the Efficacy and Safety Evaluation Committee says 
that we should continue, we will have to continue.  

In any case, it depends on the infection situation. For example, although it is not a good omen, the number of 
cases in our country may suddenly return to 5,000 again. Then, the enrollment will be sooner. 

Under the current situation, if we open the site to a place where there is a certain amount of active infection, 
I think we can manage to have more than 1,000 cases by the end of the year. However, if we do 2,000 cases 
at the current pace, it will inevitably be in January. 

Wakao: I understand. In the end, I think it depends on the data, but if you can get good data for the primary 
endpoint, even for these 300 cases, what do you feel about whether the MHLW will approve the drug or not? 
How confident are you about the possibility? 

Teshirogi: The Ministry of Health, Labour and Welfare and the PMDA say always that they will wait until they 
see the data, so from our point of view, there is nothing more or less to be said. 



 
 

We are working on a variety of antiviral drugs, including those for influenza and HIV, and if we believe that 
data are sufficient, we believe that there is a great need for them in society. So, I think we can expect a certain 
amount of support from society. 

However, the PMDA will never definitively say that this is fine, and their response is that they will wait until 
they see the data. 

Wakao: I understand. Secondly, in relation to S-217622, you say that you are highly confident with 300 cases. 
Then, as for the AT-527, it will take some time to change the design for Phase III based on the Phase II data. 
The reason why the AT-527 didn't work is because of the vaccination and the infected strains, and it seems 
that the target patients are changed from risk-free to risk patients, and the endpoint is also changed from the 
time to recovery.  

However, based on the results of AT-527, it seems that the viral reduction power of your company is strong, 
so it is not so relevant, but I would like to know what you think of the results of AT-527. Please tell us if there 
is anything else about your drug that we need to be careful about, or if there are any risks that we need to be 
aware of. 

Teshirogi: The information disclosed is limited, and I don't think we should make a deep reference to the data 
of other companies. At least the S-217622 is very sharp in our model so far, so we are wondering how to think 
about this in human clinical practice. 

Again, we are not in a position to comment on what grounds Roche has been brought to and how it will be 
rolled out in the future. 

Wakao: I understand. In the case of AT-527, there seemed to be a difference in therapeutic efficacy between 
vaccinated and unvaccinated patients. Do you have any thoughts or ideas about how vaccinated or 
unvaccinated can affect the efficacy of antiviral drugs? Do you have any data on this? 

Teshirogi: It is not easy to do this in an animal model, so it is not clear, but as I mentioned earlier, we are 
developing the vaccine in Singapore and South Korea, and I think there will be a large number of people who 
have been vaccinated and have had breakthrough infections. So we would like to see the clinical results there. 

Wakao: I understand. That's all. 

Operator: The next question comes from Ms. Kumagai of Mitsubishi UFJ Morgan Stanley Securities. Please. 

Kumagai: I'm Kumagai from Mitsubishi UFJ Morgan Stanley. I would like to ask you 2 brief questions about 
your business in China. First, you have revised your plan for the second half of the fiscal year. Is this due to 
the delay in sales contribution by Ping An Good Doctor, or were there anything different from the initial plan? 
I would like to know more about this. 

Teshirogi: Thank you. I can't say yes or no, but from our point of view, I think our target at the beginning of 
the fiscal year was a little too strong. We thought that Good Doctor would lead to a little more flow of generics 
and our OTC products, but it was a little slower than we had hoped. As for how much we can cover in the 
second half of this fiscal year, we thought it would be better to make a proper correction this time rather than 
leaving the second-half forecast unchanged. 

Kumagai: I understand. Thank you. 1 more thing, in China, I think the President mentioned that there were 
some interesting drugs for repositioning. I would like to know if you can disclose anything about them, such 
as the disease areas. That's all. 



Teshirogi: Thank you. At the moment, we are basically focusing on CNS with Ping An, including AI drug 
discovery or repositioning using AI. We are trying to combine a number of things to see if we can achieve 
unprecedented therapeutic effects in areas such as schizophrenia and dementia. We are now working on 
animal models, and if all goes well, we will move on to clinical trials. 

At this point, we are not working on infectious diseases or other areas at Ping An-Shionogi but are 
concentrating almost exclusively on CNS. 

Kumagai: I understand very well. Thank you very much. 

Operator: The next question will be the last. Morgan Stanley MUFG Securities, Mr. Muraoka, please. 

Muraoka: Hello, this is Muraoka from Morgan Stanley. Thank you for letting me ask a question. I also have a 
question about S-217622. First, you may say I should ask Merck about this, but I think Merck recently said that 
they would launch a 20 million course in 2022, and that it would have a sales potential of USD5 billion to USD7 
billion. If you divide this, it comes out to about USD200 to USD300. A while ago I was expecting about USD700. 

What I would like to ask is whether we should be prepared for the fact that the people with whom your 
company is negotiating, such as the Japanese government, are thinking of that level. Or is the story completely 
different because it happened in another country? 

Teshirogi: At the moment, we are considering the unit price that Merck initially responded to. We do not 
know what kind of development they are planning for low- and middle-income countries, so it is difficult for 
us to comment on that. But at least in Japan, the US and Europe, where we will be talking initially, we are 
thinking of using Merck's initial assumption. 

Muraoka: Thank you very much. This may be linked to the partnering for S-217622. Of course, I think you 
need partners, and I understand the requirements for partners are the part of manufacturing. I'm not sure if 
there is really no capacity left in the world for small molecules, including for manufacturers, as the President 
mentioned. Does this mean that using a major CMO is not very practical? 

Teshirogi: No, I don't mean that. We have an arrangement with Roche for the same antiviral drug, Xofluza, 
but for COVID-19, we would like to make a new arrangement that will bring more profit to us. 

When we think about how we can provide products, including ethics, especially to low and middle income 
countries, John may disagree, but I think it is still difficult to say whether we can do everything on our own on 
a global scale. 

However, compared to Xofluza which we provide to Roche, we are thinking of a completely different 
arrangement so that we will gain great value.  

Muraoka: I understand. In this context, do you consider CMOs as the incidental second or third priority? First 
of all, profit is important. 

Teshirogi: We don't think that if we work with CMOs only and secure the volume, we will be able to solve this 
problem. 

Muraoka: Okay, thank you very much. That's all. 

Kyokawa: We have a little more time. Hyogo-san, please. 

Hyogo: I am Hyogo from Mitsubishi UFJ Trust and Banking Corporation. Let me ask you 1 question that is not 
related to COVID-19. In October, there was talk of collaboration with Hitachi. Hitachi is providing solutions in 



 
 

various industries in the Lumada business, and looking at their slides, I think it is recognized as a very growing 
business. In this context, what kind of value-added effects and positive effects on the DX strategy can be 
expected for your company as a pharmaceutical company by collaborating with Hitachi? 

Since the Lumada business is a major focus for Hitachi, it should be of benefit to your company, and I don't 
think you are thinking about simple outsourcing. Excuse me for not relating to COVID-19. 

Sawada: It is very difficult to give a proper answer. I am very sorry. At this point we have decided that we will 
only work together on the outsourcing of operation and maintenance and part of system development. 

However, we have been talking with Hitachi for a long time, so if there is a new business opportunity, not only 
with Hitachi, we would like to consider a new joint venture or a new collaboration. 

Hyogo: So now, you are saying that maintenance and operation and maintenance will contribute to efficiency, 
and that is the primary focus, and that you will think about additional things in the future, is that correct? 

Sawada: Yes. In that sense, I think we will have more opportunities to talk with them. 

Hyogo: I understand. If you could explain your company's DX strategy at some point, please do so separately.  

Kyokawa: We still have 2 minutes left. Akahane-san. 

Akahane: Thank you very much. Tokai Tokyo, Akahane. 2 brief questions. First, I think that Cymbalta is the 
one that is underpinning the earnings. You revised the amount of Cymbalta upward by JPY500 million in the 
first half, and I believe 17 generic manufacturers joined, but they are all lagging behind, aren't they? 

However, Towa and Sawai finally launched in August and September, respectively, and the forecast for the 
second half of the fiscal year was revised upward by JPY500 million. However, there are many hospitals that 
do not want to use them because of the quality problems of generic manufacturers. 

I've been asking this to the generic manufacturers, but they all say different things. Now, especially Cymbalta 
is the target products of the generic manufacturers. Please tell us what kind of image you have of the new 
generic drugs. This is the first point. 

Sawada: People are still quite wary of the products of certain generic manufacturers. However, there are 
some companies that provide a stable supply of generic products, and where such companies are entering, 
they are using generic products more and more. I think we will try our best to maintain our brand while 
assessing that. Therefore, we have still some opportunities than previously thought. 

Akahane: You are forecasting JPY5.6 billion for the second half of the fiscal year. Is this fairly firm, considering 
the confusion in generics? Is it safe to assume that there is a possibility of a little more growth? 

Sawada: No, this is neither firm nor very aggressive. In a way, I believe that we have drawn a medium baseline. 
The confusion is coming to an end, and the companies that are wanted to avoid have been limited. 

Akahane: I understand very well. Also, regarding S-217622, I heard that a certain medical network company 
is conducting a clinical trial of this, and they were very concerned about the number of patients. You 
mentioned you will conduct in Singapore and South Korea, but do you mean that you will outsource the clinical 
trials to other overseas CROs? 

Teshirogi: We are not in a position to disclose all the arrangements yet, I am sorry. However, we have some 
companies with whom we have relationships, so we have managed to secure cases through a combination of 
those companies and CROs. 



 
 

Akahane: I understand. Thank you very much. 

Kyokawa: Thank you. This concludes the first-half earnings presentation for the fiscal year ending March 31, 
2022 of SHIONOGI & CO., LTD. Thank you very much. 

[END] 

 


