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Presentation 

 

Moderator: Thank you very much for your patience. We will now begin the meeting on FY2022 results and 
new midterm business plan of JCR Pharmaceuticals Co., Ltd.  

First, we'd like to explain the language settings for those who are attending through the web. Please select 
off or Japanese or English, from the interpreting icon at the bottom of your Zoom window.  

Before we begin, we'd like to remind you of a few important points. In this presentation, we may make 
forward-looking statements based on our current expectations, all of which are subject to risks and 
uncertainties. However, investors should be aware that actual results may differ materially from those 
discussed in the forward-looking statements.  

The presentation and the materials here today are intended to provide shareholders, investors, and the press 
with information about our business. The information of our products on the market and in the pipeline is not 
intended for the purpose of advertising or medical advice. This meeting is being recorded for the purpose of 
posting on our website. Please note that some of the presenters may speak while wearing a mask during 
presentation. 

First of all, I would like to introduce today's speakers.  

From the right, Shin Ashida, Representative Director, Chairman, President, and CEO; Toru Ashida, Senior Vice 
President, Executive Director, Sales Division; Mathias Schmidt, Vice President, Clinical Development, he is 
joining remotely from the US; Hiroyuki Sonoda, Vice President, Executive Director, Research Division.  

In the back row from the left, Yoh Ito, Senior Corporate Officer, Executive Director, Corporate Strategy 
Division; Yutaka Honda, Senior Corporate Officer, Executive Director Administration Division; and Yoshihiro 
Ohta, Director, Accounting Development, Management Division.  

Next, I'd like to explain the materials we will use today. The materials have been posted on our website at 
16:00 on May 11. If you need the materials at hand, please refer to them. The materials will also be distributed 
at the venue. Please raise your hand if you don't have one.  

Let me explain the flow of today's briefing. Today's meeting will last two hours, including the Q&A session. 
Questions will be taken after all the presentations have been completed. The Q&A session is expected to last 
approximately one hour.  

Now, Mr. Shin Ashida, President and the CEO, would like to make a few remarks. 

Shin Ashida: Good afternoon, ladies and gentlemen. Thank you for your attendance. My name is Ashida of 
JCR Pharma. I would like to take this opportunity to thank you for your continued understanding and support 
for our company.  

In today's financial results briefing session, each of our officers in charge will report on the financial results 
for the fiscal year ending March 31, 2023, as well as our research and development activities, and also explain 
our new midterm business plan, Reach Beyond Together, which we have newly formulated.  

During the past midterm plan period, we have achieved stable growth and produced many positive results. In 
particular, the world's first successful commercialization of J-Brain Cargo was a major achievement for us. This 
achievement was made possible entirely because of our strength in R&D and manufacturing. We are one of 
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the few companies in Japan that can handle the entire process of pharmaceuticals, from research to 
manufacturing, in an integrated fashion. We are using this modality of J-Brain Cargo to further promote 
research and development for rare diseases centered on lysosomal storage diseases. We will also use this 
modality to further promote research and development for rare diseases with respect to innovative protein 
products and gene therapies.  

We are committed to providing as many patients and families as possible with medicines with features that 
only JCR can offer, which we believe is our mission. In a new five-year midterm business plan, we will 
strengthen various initiatives to secure a stable management foundation and maximize our corporate value.  

In the previous fiscal year, the production of AstraZeneca's vaccine bulk drug substance was completed as 
planned, which combined with the decrease in revenue from the contract, led to a decline in both revenue 
and earnings. On the other hand, we initiated negotiations for a global alliance for lysosomal disease drug and 
sought to expand our modality licensing, amongst others. We have been engaging in a number of negotiations 
for a variety of agreements.  

As a result, in October, we signed an agreement with MEDIPAL for the global commercialization of ultra-rare 
disease. In March, we signed a global research collaboration agreement with Alexion, the rare disease division 
of AstraZeneca for the treatment of neurodegenerative diseases. In addition, as we put out a press release 
yesterday, we signed an agreement with Angelini for the development of an epilepsy drug utilizing our J-Brain 
Cargo technology. We will continue to invest actively in research and development, which replace the core of 
our company in the current fiscal year and beyond.  

We are also working on a new drug for the treatment of Sanfilippo Syndrome type A, a JR-41, which is 
expected to enter the clinical stage as soon. Preparations for the clinical stage of JR-446 next year are also 
steadily progressing. In addition, as with Alexion and Angelini, we will continue to proactively pursue 
opportunities to license out the J-Brain Cargo technology to other companies.  

In what we call our company's second founding phase that we're in right now, as an attempt to nurture the 
next generation of global leaders, we have started a training program called the JCR Academy. We will 
continue to be more proactive than ever in our efforts to develop talents for the Company, so we will continue 
to constantly challenge ourselves to create new value. We look forward to your continued understanding and 
support. Thank you very much for your attention.  

Moderator: Now, Mr. Ohta will now give an overview of the financial results.  

Ohta: My name is Ohta from the accounting department. I would like to give you the overview of the financial 
results of FY2022.  
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As Ashida mentioned earlier, there was the completion of the contract revenue. Because of the bulk solution 
manufacturers, there was the YoY decrease in sales profit. Net sales was JPY34,343 billion. That was 32.8% 
minus from the previous year. Operating income was JPY4,975 billion, minus 75%. The operating income was 
JPY5,418 billion. That was minus 73.6% YoY. Net profit was JPY3,772 billion. That was minus 74% from the 
previous year. We made some revisions of the forecast in March, and these numbers are consistent with those 
mostly.  

As for the major products, regarding IZCARGO, there was an increase YoY, but GROWJECT, as well as the renal 
anemia drug sales showed a decrease YoY because of the NHI price reduction. C&A showed a decrease YoY 
thanks to the various cost reduction measures, although there was the decline in the personnel cost due to 
the decline of the increase of the number of employees. The R&D expenses increased from previous year due 
to steady progress.  
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Next page shows details about those numbers. On the right hand, there are the reasons of changes. Mostly, I 
have already given the explanation, but regarding the R&D, around the middle, there was the JPY8.8 billion. 
That was the 27% increase from the previous year. At the bottom and regarding the R&D, it was before the 
deduction of the share of the joint development partner. This year, it was JPY9.4 billion, that was increased 
by 23% this year. We have been making active investments on R&D.  

 

Now, regarding the sales breakdown for each product. GROWJECT, minus 5.3% from the previous year and 
the reasons of changes are shown on the right. There was the NHI price revision of minus 8.1%. That resulted 
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in the negative 5.3% growth of the project. Then, for the IZCARGO, 70 cases started the prescription. Because 
of that, there was an increase of JPY1.424 billion. That was the 47% increase over previous year.  

 

Regarding the renal anemia drugs, for the Darbepoetin, there was the reduction of the NHI price by 12.3%, 
and that resulted in the negative growth. Also, regarding the contract revenue, and there was a negotiation 
delay and that resulted in the negative JPY4 billion. Also, there was a termination of batch solution production 
of AZD1222 as planned, and there was a major impact from that.  
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Now, let me show you the sales of different products for your reference. The orange shows the total of sales 
of products, and the blue shows the contract money. The orange part, the sales of products are increasing 
steadily as you see.  
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Next page, please. Next, I would like to explain the fiscal status.  

Assets totaled JPY94,937 billion, down JPY2.196 billion YoY. For current assets, reduction by JPY14.385 billion. 
Cash and cash equivalents were down by JPY17.454 billion. We will take a look at cash flow statements, and I 
will provide the details further on this. Regarding fixed assets, it was up by JPY12.188 billion YoY. The main 
reasons are as follows: first tangible fixed assets were up by JPY5.8 billion YoY. Kobe Science Park, a new plant 
was inaugurated, and that was the main reason. Equities of affiliates were up by JPY6.71 billion. Last year, a 
Taiwanese company, Mycenax, we made an equity investment in that company last year. That's the main 
reason behind this. Because of this, assets total were down by JPY2.196 billion YoY.  

Regarding liabilities, JPY42.054 billion YoY, reduction by JPY35.762 billion. The main reasons for decrease are 
unpaid corporate taxes, down by JPY5.8 billion. That is the main reason. Now, for this last fiscal year, profit 
was posted. At the end of last fiscal year, unpaid corporate taxes were posted, and they were paid this year. 
Thus, it was shut down. On the other hand, borrowings, we took out borrowings. As a result, borrowings 
increased by JPY4.7 billion YoY. Equity capital, JPY51.089 billion, up by JPY1.324 billion YoY. Profit was posted 
at JPY3.772 billion and dividend payment of JPY2.74 billion, as a result, increase of JPY1.324 billion. Now as to 
the equity ratio, 54.2%. It's up by 2.4% YoY.  
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Next, let us take a look at consolidated cash flow.  

As I said earlier, cash and cash equivalents, it was down by JPY17 billion, and that's because operating cash 
flow was down by JPY5.5 billion YoY. The main factors behind that include corporate tax payment JPY8.27 
billion, that is the biggest factor behind the reduction in operating cash flow. Cash flow from investment 
activities, expenditure of JPY15 billion. For that, as I said, affiliates equities, acquisition of share of Mycenax 
in Taiwan, a cash out of JPY6.7 billion, and CapEx, JPY8.56 billion cash expenditure. Because of that, a total 
expenditure of JPY15 billion from investment cash flow.  

Now, as for cash flow finances, borrowings of JPY4.7 billion were taken, a total of positive JPY1.98 billion. As 
a result, the total came to JPY13.2 billion, and depreciation and CapEx numbers are also given as a reference. 
For depreciation, it was JPY1.95 billion, on par with last fiscal year and CapEx, after subtracting subsidies, it is 
flat YoY, JPY4.33 billion. Depreciation correction was 1.997, almost the same as last fiscal year.  
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Next, let me give you the forecast highlight for the year ending March 2024.  

As for sales revenue, we are expecting a 7.4% increase YoY at JPY36.9 billion. For operating income, we are 
expecting 12.5 percentage points increase YoY to be JPY5.6 billion, and recurring income or ordinary income, 
down 4% YoY at JPY5.2 billion. Net income of JPY3.8 billion, which is up 0.7% YoY. Now, sales of the main 
products are expected to be robust and in negotiating contracts, we would like to say that the chances of 
having successful closure of these contracts are quite high.  

Through that, we would like to seek to increase sales. Regarding IZCARGO, this fiscal year, we are starting a 
co-promotion with Sumitomo Pharma. Regarding GROWJECT, because of the declining birth rate, the market 
is shrinking and price revision of 5.1%, these factors are reflected. Renal anemia therapies, shipments are 
expected to increase, so we are forecasting an increase in revenue from that.  

We would like to proactively engage with our licensing businesses. Revenue from licensing contracts are 
expected to be JPY8.1 billion. Regarding SG&A, we are expecting it to decrease YoY. On the other hand, due 
to progress made in global clinical studies for R&D expenses, we are looking to invest more in R&D expenses. 
R&D expenses are expected to rise. These are the highlights in terms of numbers.  
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On the right-hand side, the impacts, the factors are noted. As I may be repeating, for revenue, up JPY2.5 billion. 
With the increase in revenue, the cost of sales will increase. For operating income, down JPY1.4 billion and 
R&D expenses will increase by JPY897 million YoY. Operating income altogether will increase by JPY624 million 
to be JPY5.6 billion. As to the impact on ordinary income, we acquired a share of Mycenax in Taiwan through 
third-party allotment. There is going to be a loss under equity law.  

Ordinary income is expected to go down by JPY218 million YoY. With that, net income of JPY3.8 billion. R&D, 
after subtracting the partner's share, JPY11.7 billion is the number that we are forecasting. YoY, that's an 
increase by JPY2.219 billion, up 23.4%. This is a reflection of our very proactive engagement in R&D and how 
we are being quite active in investing in R&D. 
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Let me give you the forecast for each of the products.  

GROWJECT. JPY10.9 billion of sales is expected. As I said earlier, we’re impacted by 5.1% reduction through 
price revision. That is the main factor. On the other hand, for IZCARGO, the revenue expected is JPY1.2 billion, 
an increase by JPY771 million YoY. For renal anemia therapies in total, revenue of JPY5.4 billion increased by 
JPY703 million YoY. TEMCELL, JPY3.1 billion sales, down by JPY304 million YoY. That is our forecast now. 
Agalsidase Beta, JPY1.6 billion, up by JPY635 million YoY. With these combined pharmaceutical products, 
JPY26.2 billion, increased by JPY444 million YoY.  

As for revenue from agreements, JPY8.1 billion, other revenue, JPY2.6 billion. Other revenue of JPY2.6 billion 
includes contract manufacturing. With all of others, total revenue expected is JPY36.9 billion. That's to be up 
by JPY2.556 billion YoY. These are our plans. 
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Next, I would like to explain IZCARGO prescription. Toru Ashida will explain that.  

Toru Ashida: Toru Ashida, Senior Vice President, Executive Director. I will explain IZCARGO and its status of 
prescriptions.  

Since its launch, market penetration has progressed faster than we had expected, mainly among patients with 
apparent needs for IZCARGO administration as simplified by severe cases, young cases, and new cases. By the 
end of March 2023, the cumulative number of cases reached 77, and the number of administered cases 64, 
reaching a patient share of nearly 50% of the estimated domestic market in less than two years after the 
launch. In order to further expand subscriptions and deliver this product to a broader patient population, we 
need to approach patients who have not yet received administration. We have come to that stage. 
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As will be explained in the following R&D report, there are patients with mild disease who are exhibiting 
cognitive development, functional decline, and JR-141 has been shown to provide benefits to these patients. 
Due to the characteristics of IZCARGO, it's for the patients with severe type or CNS symptoms of parent would 
benefit from the product. The current challenge is to get the message across to the patients who are 
categorized as mild cases with solid data to support this message.  

In MPS-II, there's no one-size-fit-all approach in providing the necessary information. That is because patient 
backgrounds are quite diverse. We have to look at them one by one. We're required to approach these 
patients' background and health care professionals who support the treatment with care. In order to do so, 
well, for TEMCELL, we have 1,000 MRs, for IZCARGO, GROWJECT, for each product, we have introduced a 
specific promotional structure. For MPS-II, IZCARGO 1,000 MRs will be assigned throughout Japan. By so doing, 
we will be able to better provide information in line with the needs of doctors and patients.  

From April 24 onwards, we are we have initiated co-promotion with Sumitomo Pharma. Since Sumitomo 
Pharma is well recognized in lysosomal diseases, they have made a great contribution as a partner. In addition, 
we have established a special relationship with Sumitomo Pharma for more than 20 years, including the co-
promotion of growth hormone therapies in the past and the recent transfer of sales of Agalsidase Beta BS.  

The synergy between our lysosomal products and Sumitomo Pharma sales force is supported by the previous 
year's sales of Agalsidase, so collaboration with Sumitomo Pharma works with our approach to clinicians and 
patients and provide more information on IZCARGO. We expect more prescriptions to be delivered as a result.  

That concludes my presentation. Thank you.  

Moderator: Now, Mr. Sonoda will report on R&D highlights. 

Sonoda: Hello, everybody. My name is Sonoda, I'm in charge of R&D. I'd like to talk about the highlights of 
research and development.  
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First, since last year, in October last year, these are the topics that we've seen. Because of the time limitation, 
I'd like to just explain the major ones later on. I will talk about the two things that is the progress of research 
and development and upcoming development schedule. The first, R&D products. There are three topics, the 
lysosome or the LSD therapeutics, other diseases, and also the application of various modalities.  

First, LSD and JR-141, IZCARGO. As you know, this is the first product that we applied the J-Brain Cargo. In 
Japan, we received the approval in 2021. Globally, this is in Phase III right now. In Japan and Brazil, there are 
many cases that received this product. The capacity or the features of the IZCARGO and the J-Brain Cargo is 
now getting apparent. I would like to talk about that.  

 

The graph shown here from the presentation that was made at the world symposium - that is the largest 
conference of LSD. This is the case of siblings. Both of them had LSD. The graph shows the development of 
these two siblings, the sibling one is the elder one. Green is the younger brother. Unfortunately, the older 
brother was not able to enjoy the benefit of IZCARGO because of the age and Sibling two received IZCARGO 
from some point. The red line shows the normal development. That means that when the child is two years 
old, and if the development age is two, that is on the red line. That means that the development below this 
red line shows the delay of the development. The blue one is the older one. Sibling one shows a similar 
development as the natural history data of this MPS II. Sibling two, that is the younger browser, the 
development shows normal development.  

In the past, usually for MPS II, there is a decline of development by age five. In this case, the older brother 
didn't have any delays shown. This means that IZCARGO and J-Brain Cargo is making a lot of benefit for the 
patients to receive the benefit of the drug. This shows that when the drug is administered at this early point, 
the patients can enjoy the benefit of the drug from the earlier point of view.  
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The second one are the milder cases. The horizontal axis is the chronological age, and the development is in 
the vertical axis. One line shows one patient. In this case, the mild cases also show some delay of development. 
If IZCARGO is used for such patients, there is a possibility that there will be the recovery of development for 
the patients. In the past, for the severe cases, they suffered from brain damage, and there is a delay of 
development. It was also said that for the milder cases, there is no such that damage or the delay of 
development. That was not the case. There are some cases, mild cases, that show the delay.  

Recently, there is a change in the way of thinking that mild cases will develop some severe symptoms at some 
point in the future. There will be some damage of the brain or there is a damage of the development at some 
point. It's important to administer the drug before such patients show such the delay of development. The 
drug that crosses BBB would be very important to be administered at an earlier point.  
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The next topic is about the JR-171. This is MPS-I or the Halo syndrome.  

 

The Phase I/II study is under the data analysis space. The administration has been completed. In this case, 
there is a Part One and Part Two. Part One is a 4-week dosing and Part Two is a 12-week dosing with the high 
and low doses. The results are shown here. This is the CSF; the concentration shows the heparan sulfate in 
the CSF. All patients showed the decline of the heparan sulfate consultation in CSF. For the JR-171, again, this 
is not a brain that the peripheral tissues, there is an effect on peripheral tissues.  



 
 

 

Support 
Japan 050.5212.7790    North America  1.800.674.8375  

Tollfree  0120.966.744 Email Support     support@scriptsasia.com 
19 

 

 

On the top one, the serum, the bottom two graphs show the urine consideration. On the left side is the 
heparan sulfate and on the right side, the dermatan sulfate. Those are the major, the serum and urine.  

Please take a look at the cases where the patients are switched from the traditional cases or the treatment 
naïve cases. In both cases, there is a very good decline of the concentration of these compounds in terms of 
the biomarker level.  

 

In addition to the biomarkers, there are improvements reported, such as the language, the motor skills, the 
concentration, and the focus, the conversation, as well as the communication capacity, and attention.  
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Now, let me talk about the JR-441. This is in the nonclinical stage product, this is the Sanfilippo A or the MPS 
IIIA treatment. For this product, we have the results of the PK in mouth, as well as the monkey data for the 
brain penetration. In the first month, the results. On the left side is the brain on the right side is the serum. In 
the graph from the left, wild type, so the normal mouse. There is no accumulation of the heparan sulfate. The 
graph shows the level of the heparan sulfate.  

 

The second one from the left knockout control. That is the disease model. Against such disease models, the 
pink bar shows the JR-441, and also far right is the normal enzyme which do not penetrate into the brain. In 
the case of serum on the right side, with any type, there is a decline of the substrate, the heparan sulfate. On 
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the left side on the brain only, JR-441 penetrated BBB shows the decline of the results. This is the data from 
the Cynomolgus Monkey.  

On the left side, after the administration, the brain was taken out, and the drug concentration was measured. 
On the far right, the red side is the section was made of the brain and the immunostaining was done to see 
the location of the drug. The pink shows the JR-441, and the green is the normal enzyme. On the left graph, 
the higher bar, longer bar shows the higher concentration or that's better. For 8 hours and 24 hours later after 
the dosing, good concentration of the JR-441 is observed. The efficacy can be expected. As for the normal 
enzyme, a very little level.  

On the right side, immunostaining data, on the top is the JR-441, the monkey, and the bottom is the monkey 
received a normal enzyme. The red arrow shows the Purkinje cells in the cerebellum. On the top, you see the 
outline of the cells in brown, and the brown part means that JR-441 is present. In the case of the normal 
enzyme, there is no such staining. That means that there is no such enzyme. We were able to confirm the 
data in mouse, as well as Cynomolgus monkey, that JR-441 penetrates the brain and is located it in the brain. 
The clinical trial will start shortly for the JR-441, and we have high hopes for this drug.  

 

Now, so far, I have talked about the three products. Those are the rare disease therapies. The number of 
patients is only about several thousand. Among the LSD, there are some ultra-rare diseases. The number of 
patients is much lower than that. The number of patients is so low, such as the several hundred in the world, 
in such cases, well, there are some researchers in that academia. However, for the pharmaceutical companies, 
it may be difficult to work on those. We want to develop drugs for such diseases, and we have been working 
on that. We have been thinking of doing something for that. 
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In October last year, we made an announcement with MEDIPAL HOLDINGS. We decided to work on the global 
development of other rare diseases. This is a very good contractor for us. More than that, this is quite good 
news for patients of such diseases. MEDIPAL HOLDINGS has the distribution know-how, and we have the elite 
expertise. Using those, we would like to deliver the drug for the other rare disease patients.  

 

Second is the other diseases other than LSD. In March, we made the announcement. First is the contract with 
Alexion. Our J-Brain Cargo technology is to be used for the treatment of the neurodegenerative diseases, and 
we made some license agreements. We do not disclose the actual content, but we have the technology to 
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penetrate the BBB. Alexion has the know-how about the neurodegenerative diseases. We would like to take 
advantage of those.  

 

Another one, yesterday, we made an announcement that this is an agreement with Angelini Line, which we 
announced yesterday. This is the development of the anti-epilepsy drug. As you know, epilepsy is a very 
serious disease. If we can have the development of the treatment of epilepsy, which is refractory, that will be 
quite the epoch-making things. We would like to deliver the meaningful significant therapy for that. 
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Lastly, that you talk about the modalities other than enzymes. In March 2022, we had the R&D explanation 
meeting, and the left diagram is the same one as that. We have Pentagon, and there are five things. For this 
year, we have the POC in animal, all of those five modalities. On the bottom, it says the gene cell therapy. For 
the gene therapy, we started the collaboration with Takeda in March 2022, and we have achieved the 
nonclinical POC in March this year. In LSD, we do the development ourselves and take the clinical POC and 
prove that. For other modalities and other disease areas, we don't have enough resource to cover both. Going 
forward, also, we would like to work on the different modalities in collaboration with other partners.  
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Now, let me talk about the development schedule. This shows the LSD pipeline using the J-Brain Cargo, and 
there are 17 programs. On the bottom is the basic research and going up later in the R&D stages. As you see, 
there are so many pipeline products. For those within our company, we are working on research and 
development. For some of these products, we also do joint work with others. For the LSD, we will continue to 
focus on that going forward. Therefore, the global development, we will collaborate with companies which 
have the capability to do that, so that a clinical study can start as soon as possible.  

 

This is the last slide. This shows the whole pipeline of the R&D. The next milestone column is the next 
important actions in the schedule. This shows when the clinical stage will start. As I mentioned, the JR-441, 
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we'll start the Phase I/II study shortly. That is the third product for us. Just like 141 and 171, we would like to 
show the usefulness of the J-Brain Cargo, as well as the efficacy of 441.  

That is all from me. Thank you very much.  

Moderator: Let’s discuss the new mid-term business plan. Over to you to, Ito-san. 

Ito: My name is Ito. I'm responsible for corporate strategy. Let me discuss Reach Beyond Together, our new 
midterm business plan. There may be some overlaps with the presentations already made, but I look forward 
to your attention.  

 

The first slide is the message from our President or Chairman. I would like to read it.  

We have provided society with pharmaceuticals featuring new mechanisms available for the first time 
anywhere in the world, such as TEMCELL and IZCARGO, our J-Brain Cargo technology, which we have 
established and focused on developing further. It will enable us to provide patients around the world with 
drugs that can be expected to have significant benefits for diseases that were previously untreatable. JCR is 
now one of the few companies in Japan that can operate the entire process of biopharmaceuticals from 
research through manufacturing and is focusing on further accelerating R&D for rare diseases, particularly 
LSDs.  

We will also greatly expand to the scope of R&D while cooperating with partners through development of 
products, such as innovative protein drugs and gene therapies. We will deliver medicines that can only be 
made by JCR for as many patients as possible on their families. During the upcoming second foundation, SAGE, 
we will make aggressive investments in R&D in order to continue generating new value with pharmaceuticals 
that have been developed in Japan for the first time in the world. This is the content that I would like to cover.  
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Next slide, please. Our credo or our vision, let me convey this to you. The picture on the left-hand side is the 
LSD patient and their family. We have our own unique R&D capability and manufacturing capabilities; we 
would like to combine them. Even if the disease is very rare or ultra-rare for the patient and their family, we 
would like to provide what only JCR can make and provide. That's what we're going to continue to pursue.  

 

Next, I would like to explain the position of our new midterm business plan, contributing to people's health 
care through pharmaceutical products. That's our corporate philosophy and Reach Beyond Together, with this 
plan, well, before we had HIYAKU and REVOLUTION, the strength that we have developed through past 
midterm business plans, we will strengthen them and try to achieve the vision.  
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Now, before I get into the new midterm business plan, I would like to provide a recap or summary of the 
midterm business plan for FY2020 to FY2022 revolution. To look at the numbers first. The final year of this 
plan, FY2022, second from the right, revenue, JPY34.3 billion; operating income, JPY4.9 billion; R&D 
expenditure, JPY 8.8 billion.  

Now, prior to that, there was HIYAKU. If you could look at the final year of HIYAKU FY2019, net sales JPY24.7 
billion; operating income, JPY3.2 billion, R&D expenditure, JPY5.9 billion. You can see how we have grown 
from HIYAKU revolution. On the far right, the guidance as of FY2022 is given. As for net sales, we have achieved 
our guidance. Unfortunately, for the operating income, we have fallen short.  

However, have a look at R&D expenditure, it's 25.6% of the sales. It has far exceeded the guidance of 20%. 
R&D expenditure, if it's added on to the income, JPY13.7 billion in FY2022. Our final year of HIYAKU prior to 
REVOLUTION, it was JPY9.1 billion. The first year of [Hinkaku], JPY13 billion, so we overachieved the numbers. 
For the past three years, what have been the topics in year two, FY2021, AstraZeneca vaccine was 
commissioned, and there was sales of JPY14.4 billion, JPY51 billion of sales, and operating income of JPY19.1 
billion, which were record highs.  
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Under REVOLUTION, there were six management imperatives. One, qualitative, quantitative reorganization 
of quality assurance system for this within the R&D group. Analytical R&D center was newly established. From 
research to commercialization, we have remodeled our Q&A system. Regarding sustainable growth, 
GROWJECT was firmly established. In growth hormone therapy, we became number two, we solidified our 
position. Melon Nikki application software and new devices were also developed. In terms of the exciting 
basic research activities, J-Brain Cargo was applied to broader applications, and we have had a number of 
agreements, which I will touch upon later.  

Capital investment, manufacturing research, and capacity increase was our challenge. Kobe Science Park 
Center, the DS Center, was newly built, and we also have collaboration with CDO in Taiwan, Mycenax Biotech, 
it's now an equity law affiliate. Regarding product strategy planning, including evidence generation, we have 
accumulated evidence with respect to J-Brain Cargo, and we have transferred marketing rights for Agalsidase 
Beta BS to Sumitomo Pharma to derive greater efficiencies in our sales activities. Transformation of operations 
and organizations for human resource development, we have established JCR Academy to foster a new 
generation of leaders with global perspectives.  
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Next slide, please. What are the achievements under REVOLUTION?  

A commercialization of brain cargo technology, we launched this cargo. For JR141, we have an agreement 
with Takeda for joint development and business development. With Takeda as well, we now have agreement 
for joint R&D and licensing of gene therapy, milestone achievement for gene therapy. In March, the nonclinical 
milestone was met. With MEDIPAL HOLDINGS, we have an agreement for Ultra Four project for ultra-rare 
LSDs.  

For licensing out of J-Brain Cargo, we have agreements with Alexion, AstraZeneca, rare disease, Angelini, and 
Sumitomo Pharma. Strategic CapEx and demonstration of permanent bio manufacturing capabilities, we have 
been commissioned by AstraZeneca for vaccine production, and we have completed that highly evaluated by 
AstraZeneca. In terms of founding global expansion, JCR USA, JCR Brazil, and JCR Europe were established. As 
a distribution hub in Luxembourg, we have set up a center. As to the future significance of these activities, 
they are noted on the right-hand side of the slide.  

Next, please. To continue, our new midterm business plan between FY2027, Reach Beyond Together. Under 
this new plan, we're going to address five initiatives, mainly.  
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First one, creation of innovative core technologies. Next, please.  

 

Our own unique technology, J-Brain Cargo, it penetrates BBB to deliver a drug to the brain. This J-Brain Cargo, 
not just one time, there are a number of variations. Lower left, please have a look at the chart. The blue part 
is the drug. The top part of that could be varied. There are variations to the top part of this. Depending on the 
type of drug, we can choose the J-Brain Cargo variation so that we can best deliver the drug to the brain.  
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What is the potential of J-Brain Cargo? Let me show you a case report. This is about a case of siblings with 
MPS type two with identical genetic mutation. On the horizon axis, chronological age, on the vertical axis 
development age. On the left-hand side, blue is the older sibling if alfa [inaudible] was given. Green is the 
younger sibling. JR-141 was administered as part of therapy. Normal development up to month 72 was 
observed, and J-Brain Cargo, therefore, is a technology that can be applied to a broader range of diseases.  

 

Based on the basic concept of J-Brain Cargo, we would like to come out with innovative drugs. Enzymes, 
antibodies, gene therapies for different modalities, this technology can be applied. Other than J-Brain Cargo 
next-generation cargoes, it says that JXX, JYY is on the right-hand side, targeting a variety of organs. For 
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example, brain, eye, skeletal muscle, cartilage, and others. With these targets in mind, we are continuing with 
developments of new platform technologies.  

For diseases other than LSDs, we will be able to target different diseases in the future. With respect to gene 
therapy, we have an agreement with Takeda and for neurodegenerative diseases, we have a collaboration 
with AstraZeneca. We have agreement with Angelini in that regard.  

 

Next, please. The second and the third of the five initiatives, the demonstration of global stranded production 
capacity, and expansion of global QA system in terms of quality and quantity, let me go on to explain that.  
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Next slide, please. One of our strengths is our manufacturing MONOZUKURI capability. As is on the left-hand 
side, as you can see from the pictures, we have five plants, and all sites are operating at full capacity. More 
than 15 years manufacturing experience we have for QA and QC, we have integrated process from research 
to manufacturing and quality assurance system that we have is dedicated to pharmaceuticals. In terms of 
human resource development, we have 400 highly skilled employees who share the same mission and 
philosophy. We have closed cross-sectoral collaboration between physically adjacent research and production 
facilities in the Kobe area. That is our strength.  
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Next, in view of the global supply, what initiatives are we representing? Let me explain that.  

In the last few years, well during the current midterm business plan, we are going to invest JPY40 billion, and 
we're trying to increase our supply capacity. There are going to be pandemic and natural disasters, even under 
those circumstances, we would like to provide a global supply chain that can provide stable supply. For DS, 
we have Kobe Science Park Center, single-use line was newly added. It will be fully operational. 2000L x 8 SUT 
line will be available for preparation. A new fill/finish plant with lyophilisation machine is going to be 
completed during this period.  
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Next, our initiatives regarding MONOZUKURI. Existing drugs, mainly targeted for the domestic market. We're 
going to continue to work on stable supply. There's going to be price revisions every year. The question is, 
how can we secure a sufficient profit or income? That's the challenge. For rare disease therapies, we have 
both domestic and global markets on our minds. GMP audit by regulatory authorities overseas. Because these 
are rare diseases, the production is going to be very small. Those are some of the challenges we have to 
address.  

 

Number four, early launch of products for rare diseases. Next slide, please.  
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Here's the slide regarding brain cargo applied candidates for LSDs. As you can see, prior to nonclinical, we 
have 15 compounds in the pipeline. Five are to enter the clinical stage in this period.  

 

Number five, human resource development to support growth. Next slide, please.  
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Human capital management is often touted these days. We will continue with our investment in human 
capital so that our talents can contribute to enhancing our corporate value. There are three pillars. Number 
one. Building of a dynamic human resource portfolio. Secondly, to promote diversity inclusion. Number three, 
activation of individuals and organizations and to improve engagement.  

 

Next, please. This is the second slide for our human resources strategy. Who do we want our people to be? 
We want our people to meet the vision, and we will create a framework of human resource development. To 
meet that mission, there are four parts. Valuation framework for contribution, human resources management 
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framework, human resources development framework, and contribution-based wage payment scheme. From 
this part onward, I would like to talk about our initiatives regarding sustainability.  

 

Next, since before, the RDESG has been the key phrase we've been using.  

RD stands for rare diseases. In terms of addressing sustainability issues, we are going to continue our focus 
on rare diseases. That’s what we're looking to do, developing therapies for rare and auto rare diseases, 
delivering them to the patient community. To provide access to medicines for patients, we have been working 
our name to patient supply as well.  
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Next, initiatives for rare diseases. On the left-hand side, the pipeline for LSD therapies we are addressing. We 
are delivering this to the patient communities around the world through our business activities. We will leave 
no one behind. That is what we are looking to achieve, no one left behind. Tackling the challenge of realizing 
a sustainable society, let me share with you some of our achievements. On the far left, realizing sustainable 
medical care, health care as initiatives, as is the top left, we have donated a share to Kyoto University’s fund 
for sustained support. Second from the bottom, this continued support for Momiji no Ie, a medical short-term 
admission facility. We're providing support for medical care for patients and their facilities.  
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Growth of people and organizations in the middle of diversity and inclusion is a key point, as is in the table 
below, FY2015 to FY2022, the ratio of female managers and female new graduates, you can see that they are 
rising. FY2022, percentage of female new graduates, 59.1%, percentage of childcare leave by male employees 
back in FY2015 was 0, FY2022, 66.7%. Two out of three male employees take up childcare leave.  

 

2027, the final year, beyond that, what's going to be our resolve? Since our foundation in 1975, JCR has 
continued to grow by developing its unique R&D and MONOZUKURI, the creation of J-Brain Cargo technology, 
which is one of its monumental achievements, can have the potential to be applied to not just rare diseases, 
but other diseases as well.  
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Additionally, we believe that it is JCR's mission to create innovative platform technologies, delivering cargo 
technology delivery, the drugs generated through their technologies to patients and their families around the 
world contribute to treatments. In order to achieve this mission, rather than establishing a quantitative 
guidance in this midterm business plan, we will solidify our result to invest in the opportunities for growth 
through advancements in R&D.  

We will aim to maximize value for patients under [inaudible] employees and shareholders through the 
creation of new innovation. The second phase of foundation will begin, and we will arise to the new challenge 
towards growth for patients and for their families, reach beyond and together.  

 

This is our last slide. This mosaic artwork is made of a picture of each of our employees, team JCR, with unity 
in mind, we will proceed forward for the sake of our patients and their families. Thank you.  
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Question & Answer 

 

Moderator [M]: Now, we would like to take questions from the audience. The method of asking questions is 
shown on the screen. When it is your time to ask a question, someone will name you. Please identify yourself 
before asking your question.  

From the Zoom participants, Mr. Yamaguchi, Citigroup, please? 

Yamaguchi [Q]: This is Yamaguchi from Citi. Sorry, I was not able to attend in person. First, regarding the 
contract money from the previous year and this year. I understand that you cannot disclose the details, but 
in the previous year and at the beginning of the period, it was JPY15 billion. Actually, it was like JPY8 billion 
less, like JPY6.5 billion. This year, it's JPY8 billion. Am I correct to assume that the gap from the previous year 
was delayed into this period? I would like to understand how to interpret this year's contractor money.  

Honda [A]: Thank you very much. This is Honda. The JPY15 billion forecast from the previous year, it was 
actually including some challenging projects that was the challenging target. Unfortunately, there was a 
downward revision. The contract, the revenue itself, was not achieved. For this year, this period, the target, 
the number is quite a certain level. We are assuming quite certain ones, not very challenging. Of course, there 
are some contracts that failed last year, and not all of them were delayed into this fiscal year. Some of those 
projects didn't go through. Also, there are new projects starting or included in this fiscal year's the forecast.  

Yamaguchi [Q]: Thank you. The second question and regarding the contract manufacturing, from this year, is 
it from the company that you invested in, or your company suffered? I believe that there are some sales from 
the CDMO, the functions.  

Honda [A]: Thus, for the contract manufacturing. Well, there is indeed a partner. I'm not able to disclose the 
details. We do not intend to enter the CDMO business from the JCR. Some other company evaluates our 
technology quite highly, and they actually wanted us to do some contract manufacturing. That is included in 
this period forecast.  

Yamaguchi [Q]: Does it mean that it's the domestic one from the Kobe facility?  

Honda [A]: That's right. Yes, using our manufacturing facility.  

Yamaguchi [Q]: Regarding the 171, Phase I/II is going to start shortly. I understand that you will do the Phase 
III globally, but domestically, just like IZCARGO, is it possible that you make a filing after the Phase I/II in Japan?  

Honda [M]: Sonoda will answer that. 

Sonoda [A]: I cannot tell you definite things, but our policy is to conduct a Phase III. Then, based on that, we 
will do the global filing.  

Yamaguchi [Q]: Lastly, and regarding the Angelini, the deal amount is quite a large one. You haven't made the 
data, so I don't think that is included in this fiscal year forecast, but the amount is very high. As a milestone, 
do you expect that you will get some money every year? Or will it take some more time before you receive 
the milestone?  

Sonoda [A]: Also, this is due to the contract with a partner. Including the timeline, I am not able to discuss the 
details. In terms of the amount, it is different from the JCR traditional policy, but we make it more transparent. 
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As for the policy of the disclosure, both companies will talk about that. The partner company wants to disclose 
the investment, and so we decided to disclose the amount.  

Yamaguchi [Q]: Lastly, the midterm plan. So, you do not disclose any the numbers at all in this midterm plan. 
You don't have those numbers at all, or depending upon the timing, you may be able to disclose some 
numbers? Please make a comment.  

Ito [A]: This is Ito, and I'd like to respond. We have a history of 48 years, and we are now in the second phase 
of creation. We are in the growing phase globally. Globally, we have the nature of biotech venture. In that 
sense, rather than having the numerical target, we want to focus on the investment in the R&D to have good 
results or outcomes of the R&D. For that, we want to make as much investment in R&D as possible.  

On the other hand, our profit is from domestic sales and making some investments in R&D and also having 
the contract money. Depending upon the contract money, some profit level may fluctuate quite significantly. 
It is difficult to set such a numerical target in the future. It’s quite difficult. By setting our target, we want to 
eliminate any possibility of losing concentration on the project. For this midterm plan, we are not disclosing 
any numbers. Thank you.  

Moderator [M]: Thank you very much. Allow us to limit the number of questions per person to two. You can 
raise your hand as many times as the wish, but we look forward to your cooperation. Hashiguchi-san from 
Daiwa Securities. Please ask your questions.  

Hashiguchi [Q]: Hashiguchi speaking. My first question, JR-141 is cargo Phase III, what the progress is. Page 
31 of the business presentation, you are preparing to start clinical studies in new locations. Is this something 
that was originally planned? Or given the current circumstances, have you come out with a new plan to do 
clinical studies in new locations. If you could explain the background.  

In relation to that, page 22. Next, the milestone, that's up to FY2027. At the current pace, if you are able to 
collect cases successfully at the earliest stage, when will you be able to achieve that? Of course, there may be 
a range. If you could shed light on that.  

Moderator [M]: Matthias-san, please, if you could comment on the questions.  

Schmidt [A]*: Thank you so much, Hashiguchi-san, for your question. Why did we add new locations for the 
clinical study? Because we want to accelerate patient enrollment. Initially, the involvement was a little bit 
slow because of the COVID-19 downfall and clinical sites allocated resources to anything but clinical trials. We 
have been able to catch up pretty well. In order to further accelerate, we added additional geographies where 
we believe we can find patients relatively easily. It is very difficult to forecast how our overall enrollment will 
go, and therefore, we rather want to stay with our initial communication that it is going to be FY2027. I hope 
that answers your question.  

Hashiguchi [Q]: I have another question. Gene therapy joint research agreement with Takeda. Well, Takeda 
pharmaceutical and the vector drugs, they're not going to develop them any longer, they announced 
yesterday. AV vector is it what you are working on together with Takeda or something else? Or are you 
pursuing both with Takeda? What are you doing with Takeda? What are the circumstances? Takeda 
announced a decision yesterday, will that impact the project that you're doing with the Takeda going forward? 

Company Representative [A]: Well, personally, I would love to share a number of things, but because we have 
the partner, Takeda, we're not in a position to share with you. I hope you will understand.  

Hashiguchi [M]: Well, thank you. That's all for my questions.  
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Moderator [M]: Thank you very much. Next from Morgan Stanley, Muraoka-san please. 

Muraoka [Q]: This is Muraoka from Morgan Stanley. For the contract manufacturing, it's like JPY2.56 billion. 
I understand that you cannot disclose the details, but I would like to know the direction. This year, this is the 
number. From the next year, can we assume the similar level? Or is it only a one-time income just like 
AstraZeneca or will it lead to your profit? We have to make some expectation or the forecast about the profit, 
so please give me some hints.  

Honda [A]: Thank you for your question. This is Honda again. For the contract manufacturing, the contract, 
this is one contract for that amount, for this period. The partner, the relationship with the partner going 
forward is not decided yet. From the next year, I cannot give you any specific idea whether we will have the 
continuous income for next year. Since we do some contract manufacturers, we are expecting a certain profit. 
Otherwise, we wouldn't do that. It's a meaningful significant deal for us. We can secure a certain profit from 
that.  

Muraoka [Q]: The second question. This is the midterm plan. Today, there is a decline of the drop of the share, 
the stock price, like JPY20 billion down the market capitalization. We hope that you can provide good 
information for us.  

Ito [A]: Thank you for your question. This is Ito. This time, we are not giving you any guidance. But on the 
other hand, from our side, we believe that it's important for us to provide various information. We say that 
we invest in R&D. With the results of the R&D, we want to contribute to the patients, families, as well as 
investors. At the proper time, we will give you information and disclose the information at the appropriate 
time. Thank you for your understanding.  

Moderator [M]: Let’s take the next question. Mitsubishi MUFG Morgan Stanley Securities, Kumagai-san 
please go ahead.  

Kumagai [Q]: Kumagai from Mitsubishi MUFG Morgan Stanley Securities. So, you’re not going to provide 
quantitative targets under the new midterm business plan, but what's going to be the rough number for R&D 
expenses? Five products are going to enter a clinical stage. Perhaps, on a qualitative basis, if you can offer 
something, if not quantitative?  

Company Representative [A]: Not that we can share much, but clinical research will proceed for these 
compounds. In terms of the direction, R&D expense will rise.  

Kumagai [Q]: So, IZCARGO 171 will be ready, but 441 will not be. Is that correct?  

Company Representative [A]: That is correct.  

Kumagai [Q]: It could be put on the normal development scheme; I think what you said is going to be the case. 
Domestic market sales for IZCARGO, JPY5.2 billion this year, rather soft. Through co-promotion, would there 
not be more sales?  

Company Representative [A]: This fiscal term for IZCARGO, depending on the age of the patient, depending 
on the weight of the patient, when translated into sales, there could be a variance from the forecast. With 
respect to sales forecast, you will have to look at the number from that perspective.  

As you said, with co-promotion with Sumitomo Pharma, there would be synergies generated as you suggested. 
More so than the forecast that we have come out with, perhaps we may be able to increase the number of 
prescriptions speedier than we initially thought. In April and into May, for the first month into the new fiscal 
year, inclusive of switches, we are seeing a larger number of prescriptions than we initially expected.  
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Moderator [M]: Next question, Kawamura-san from SBI Securities.  

Kawamura [Q]: This is Kawamura from SBI. Regarding the 141 global study, you are increasing the number of 
sites. The timing of the enrollment and also the interim result announcement timing, could you discuss that?  

Moderator [M]: Matthias, please.  

Schmidt [A]*: Yes. Thank you so much for your question. We would like to refrain from any comments about 
our interim analysis. We don't want to disclose too much on our strategy. Right now, we are basically well on 
track with our patient enrollment. Basically, it is calculated on a potential approval date, and that is based on 
2027. If you back calculate the treatment period in the first cohort is two years, and therefore, you can easily 
conclude by when we will have finished the overall enrollment of our patients. Cohort B is not on the critical 
path, Cohort B involvement period, a treatment time is only one year as compared to Cohort A. For your 
calculation, use Cohort A. Last patient in plus two years plus the submission time, and then we will come to 
2027 as a potential approval date. 

Kawamura [Q]: Thank you very much understood. The second question is ultra-rare disease collaboration 
with MEDIPAL. In this area, so you were looking for the deal partners from before. MEDIPAL is a big distributor. 
Regarding the development, why did you decide to partner with MEDIPAL? Many of us must have expected 
one of the major domestic or the global companies. Please discuss why you decided to partner with MEDIPAL.  

Company Representative [A]: We have been working on ultra-rare for a long time. Because this is ultra-rare, 
it's too small a region. In Japan, the patient number may be zero or one or two. We needed to look for a 
partner. It’s not the money, but the mindset is important. We needed to do the partnership with some 
companies, which have the same understanding with us. Also, the potential of drug candidates. The partner 
needs to understand that potential very well. Also, the partner needs to be willing to make a big challenge for 
the patients.  

We were looking for such companies, and we were not able to do that for a long time. Then, MEDIPAL and us 
working together for a long time, they have a good understanding of idea. Although MEDIPAL only has the 
wholesale capacity in Japan, they also want to go abroad. When it is about the ultra-rare disease, both 
companies thought that it's possible to deliver the therapy to each of the patients of the ultra-rare disease. 
Thank you for your understanding.  

Moderator [M]: Thank you very much. Let's continue. Credit Suisse Securities, [Harida-san] please go ahead. 

Participant [Q]: From Credit Suisse Securities, my name is [Harida]. Here's my first question. This time, J-Brain 
Cargo for degenerative disease, you have struck an agreement. Theoretically, J-Brain Cargo is a technology 
that penetrates BBB. Other than LSDs, it can be applied to other kinds of diseases. As you struck this 
agreement, in the nonclinical stage, have you accumulated data suggesting that this technology can work not 
just for LSDs but others? As you look to have more technical agreements with others? After the lump-sum 
payment, I think the partner will develop, and you will be responsible for the milestones. Is that the kind of 
arrangement that you will have with technical agreements?  

Company Representative [A]: The first part of your question is whether data is available. Yes, we do have 
data. Regarding LSDs, because we have focused on that, we have data. Other than that, at the basic research 
level, we do have data regarding other diseases. Is the partner going to take the lead in development? Basically, 
yes, but it depends on the contract. It has to do with the specifics of the contract. I cannot disclose that.  

Participant [Q]: That is understood. You will provide the technology. As you do so, how will that work? I 
wonder. The business model will be such that you will wait for the lump sum payment. Will you expand such 
arrangements?  
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Company Representative [A]: Well, JCR is the one with the technology. Our partner, of course, has the 
expertise in the disease of focus. But we're not just waiting. The technology and know-how that we have that 
we can offer, there's this process of creating candidate compounds. We proceed with that rather than just 
waiting.  

Participant [Q]: After that is done, who's going to do clinical development?  

Company Representative [A]: It depends on the case, it's hard to generalize. If the partner is responsible for 
clinical development, of course, we will have to wait until they clinically develop the compound.  

Participant [Q]: That is understood. My second question, Mycenax. Through third-party allotment, you have 
acquired their share last year. This year, equity loss is expected, but you said that there will be more results 
to come from this partnership. That is in the market. Does that mean that there is no important impairment 
in terms of corporate value in that regard?  

Moderator [M]: Thank you for the question. Ito is responding.  

Ito [A]: Mycenax, we have appreciated their technology. That is why we have decided to have an agreement 
and made an investment. We have commissioned Mycenax for production of investigational drugs so far. For 
a number of things, we have collaboration. We're asking Mycenax to produce. We're thinking of doing more 
of that, so we appreciate their technological prowess, strength. That remains unchanged. Equity and loss, 
because of the accounting treatment, that is what we have to accept. It's an investment loss in accounting 
terms that we have to accept.  

Moderator [M]: Next from Nomura Securities, Matsubara-san please.  

Matsubara [Q]: Thank you for your presentation. I have two questions regarding the contract manufacturing. 
How many contracts can you get in terms of the capacity, your capacity? Second point. Is it possible for you 
to get the deal with multiple companies, not only one company?  

Sonoda [A]: Sonoda here, this is the contract manufacturing, we receive. We have the eight reactors of the 
2,000 liters. If we have the full capacity operating, we have more capacity. We are not the contract 
manufacturing company. For Mycenax, we collaborated with Mycenax to have the flexibility of manufacturing. 
We want to promote the LSD drugs. The first priority for us to move forward, LSD, the projects. If we have the 
extra capacity, we will do the contract manufacturing. If there are good conditions, we may do that, but that's 
not the first priority.  

Matsubara [Q]: Am I correct to assume that if the clinical studies move forward, you may not have enough 
capacity to receive the contract manufacturing deals, right?  

Sonoda [A]: Yes, that may be the case, but it depends. If the contract manufacturing deal is quite a large one, 
income may be very large, so we may take that and have other products manufactured at Mycenax. That may 
be the possibility, but it depends.  

Moderator [M]: Tsuzuki-san from Mizuho Securities, please go ahead.  

Tsuzuki [Q]: This is Tsuzuki speaking, Mizuho Securities. I have one question regarding the revenue from 
agreements. Second, about technology investment. Our first revenue from contracts and agreements. In the 
last earnings announcement, I think you came up with numbers that are stretched. This time, I believe you 
said that the numbers are based on the concept that these are numbers that are firmly attainable. Well, I 
think most is to be derived from H1. In terms of contractual revenue, is that correct to understand that there 
could potentially be upward revision in the forecast number or the planned numbers?  
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Company Representative [A]: Well, thank you for the question. Contractual revenue, when it will be posted, 
of course, there are partners that we have to think about. At this moment, definitively, in which quarter are 
we going to post the number? We cannot say. I do hope that that is understood. Of course, other than the 
contractual revenue that we are expecting, there could be progress in the negotiations that we're having. If 
there is any more to be posted, we would like to disclose that to the investor community as soon as we can.  

Tsuzuki [Q]: That is understood. Now, my second question is about the licensing out of technology. I would 
like you to elaborate. In FY2022, R&D VHH antibody was mentioned, it's easy to process. Perhaps, it's for 
technology investment for FY2023, VHH antibody investment. So, JXXX Cargo, JYYY Cargo, what is the 
progress? Will we be able to see tangible progress by the end of FY2023? [inaudible] for different receptors. 
It's not J-Brain Cargo, but they're making publications and various academic conferences that was mentioned 
before. If you could answer that.  

Moderator [M]: Sonoda to answer the VHH.  

Sonoda [A]: Yes, March FY2022, we made an announcement. It was almost complete, and we are brushing 
up on it actually, as we speak. We are very confident about VHH. The beauty is we already have data in 
comparison with the human in terms of validation. We are very close to where we can actually put VHH to 
actual use. XXX and YYY, what's happening on that front? We're still at the basic research level. We are 
proceeding with 17 LSDs pipeline.  

Where is going to be the focus? What's going to be the focus? That's what we're thinking hard. It's very 
important to come out with basic platform technology, but we need to translate that into actual drugs so that 
they can deliver to the patient community. 17 items were very much focused on developing them right now. 
In parallel with that, XXX, YYY are being worked on. When will we be able to disclose the progress? We cannot 
say when at this moment definitively. There are strong needs to deliver drugs, not just to the brain, but to 
other organs, but we would like to raise priority to work on such technologies going forward.  

Moderator [M]: Next, Mizuno-san from the Tokyo Marine Asset Management. 

Mizuno [Q]: This is Mizuno. Thank you for your presentation. Two questions. First Alexion and the other, 
Angelini, alliance with other areas other than LSDs, when did you start to market your technology for areas 
other than LSD? 

Sonoda [A]: Sonoda here, let me clarify my understanding. You are asking about the timing of when we started 
the negotiation or when we announced our technology?  

Mizuno [Q]: For the Alexion and Angelini, if you can give us the specific timing of your negotiation, that will 
great, but the timing is very similar. I want to know the timing that you started announcing your technology. 
I believe that after that, there was some due diligence. I just wanted to have some image of what will happen 
in the future. I want to know the timing that you started offering your technology.  

Sonoda [A]: I understand. Well, for each case, I'm not able to give you the timing of the start of the negotiation. 
We are always looking for the possibility, it depends on each case. I cannot give you any average. For the 
Alexion and Angelini, the timing was very close.  

Mizuno [Q]: Is it just coincidence? Not based upon your corporate strategy?  

Sonoda [A]: Right. It was just a coincidence. Going forward, also similar partnership contracts could be made, 
if possible.  
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Mizuno [Q]: Regarding the midterm plan, this is kind of a question and opinion. There is no quantitative target 
as some people asked. I understand that it's difficult for you to come up with some numbers. On the other 
hand, I have been covering your Company for more than a decade. Looking at that, I have some kind of 
expectation of what will be happening in five years or 10 years, but if the investor looks at your presentation 
for the first time, they will not have any image of your Company in five or 10 years. If you bring that 
information to the financial institution and ask for the loan, probably they will decline. Your midterm plan, 
you say no one left behind, but the stock market is left behind totally.  

Sonoda [A]: All right. Thank you for your opinion. Yes, I listened to your opinion, and I accept that, and so we 
will consider that going forward. For the financing, we have a good relationship with the financial institutions 
that we have been dealing with. Thank you for your precious opinion. We will work on that. Thank you.  

Mizuno [Q]: Sorry, I'm not concerned about your getting some financing at all. From the point of view of the 
stock market, your presentation should be the material for us to consider the future. Your material failed to 
do that. What I'm saying is that if you ask for some new investments, probably nobody will accept that. That's 
my understanding about your presentation. Regarding the quantitative target for like FY2028, we can 
calculate. For the first year, there are no specific numbers. That was not very good.  

Moderator [M]: We are taking questions from the floor at this venue in person. Any questions from those of 
you attending in person? There seems to be none from the floor. We would like to continue to take questions 
from those of you on Zoom. SBI Securities, Kawamura-san, please go ahead.  

Kawamura [Q]: Kawamura from SBI. This is a detailed question, but about GROWJECT and TEMCELL, I have a 
question. GROWJECT, because of price revision of 5% YoY, the revenue is down by 11%. Because of declining 
birth rate, it's going to go down. So far, it's been flat. This time, you are announcing an 11% decline. Why? For 
TEMCELL, there was no price revision. Why is it going to decline? What are the assumptions behind this? 

Toru Ashida [A]: First of all, thank you for the question. Regarding GROWJECT, I would like to respond, Ashida 
speaking. Price revision impact is there, of course. A decline in birth rate is also a factor, but growth therapy 
patients, that patient population as a growth hormone therapy manufacturer, teachers and nurses at schools, 
we are continuously conducting advocacy and outreach to such people. New patients, we are always 
developing and cultivating. The number of patients that we're going to acquire will rise gradually. In fact, in 
the last five years, here in Japan, growth hormone therapy market, our market share, has been rising over the 
past five years. We now have a market share of 24% in growth hormone therapies in Japan. As such, even in 
the face of price revision, we would like to continue to develop the market for us.  

Regarding revenue or sales, why negative impact? To touch upon that in the past, patients who have started 
growth hormone therapy, they usually initiate therapy at age two or three. In 10 or so years ago, the number 
of children or pediatric patients used to be relatively large compared to now. There are those patients about 
10 years ago, they terminate therapy every year with increasing weight. One patient, once they are done with 
growth therapy, growth hormone therapy, a new patient is two or three or four of them will have to be 
acquired when one patient terminates. Otherwise, the performance cannot be maintained. There are patients 
who are terminating, and that is also considered.  

Ohta [A]: From the accounting division, let me supplement. Regarding GROWJECT, and last year versus this 
year, wholesale versus retail, that has been an impact. There has been an impact on accounting reasons. 
Thank you. 

Kawamura [Q]: Regarding TEMCELL, what about the situation regarding TEMCELL?  

Company Representative [A]: With respect to TEMCELL, after launch, the acute GvHD treatment area, I think 
branding has progressed for our product. On the other hand, on the clinical scene, GvHD, prophylactic 
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treatment to suppress GvHD is proceeding. Inclusive of the number of transplants, it's very hard to forecast 
and predict. We're being rather conservative in our forecast. 

Moderator [M]: Time is running out. There are two more people who have raised their hands, so that will be 
end. Muraoka-san from Morgan Stanley.  

Muraoka [Q]: I have only one question. 171, the Phase III will be necessary as you said, and I understand that. 
Still, in Japan, maybe it's possible to file with the results of the Phase I/II, you already have that track record 
of the 141. I'm looking for some kind of a good event that makes the stock market happy. Is it difficult to file 
after Phase I/II in Japan?  

Company Representative [A]: Thank you for your question. Currently, I would not say that’s 100% impossible. 
For the 141 and 171, the dosing period is different. Our plan or the design of the Phase I/II study for 171 is 
based upon the possible Phase III studies going forward. It will be difficult to file after Phase I/II study, but it's 
not completely impossible. We will look at the different options. Thank you for your comments, questions.  

Muraoka [M]: Thank you. Please move forward the events that makes us happy.  

Moderator [M]: Well, thank you very much. We have come to a time to close. With that, we would like to 
conclude questions and answers. At this moment, with that, we would like to conclude JCR Pharma's earnings 
results briefing session for the year ending March 2023.  

Thank you very much for your attendance and participation. 

[END] 

______________ 
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