








 
 

 

 

NS-87 is liposome formulation of cytarabine and daunorubicin in a 5:1 molar ratio with the highest antitumor 
efficacy. NS-87 is known to reach the bone marrow as liposome form and remain for a long time. 

After the drug is taken up into leukemic cells in the bone-marrow, cytarabine and daunorubicin are released 
to exert their antitumor effects. 



 
 

 

 

7+3 therapy requires continuous intravenous infusion for five to seven days, whereas NS-87 is effective after 
90 minutes of intravenous infusion over three or five days. 

NS-87 enables to reduce the burden of treatment for both patients and healthcare professionals. 



 
 

 

 

The results of the overseas Phase III study are shown here. 

The patients included 309 cases of untreated high-risk AML patients aged 60 to 75 years. 

Overall survival with NS-87 was 9.56 months, compared to 5.95 months with 7+3 therapy, significantly 
prolonging overall survival. 



 
 

 

 

A summary of the NS-87 domestic Phase I/ II study is shown here. 

The design was a single-arm, open-label study, and the objective of the trial was to investigate the 
pharmacokinetics, safety, and efficacy of NS-87 in patients with high-risk AML. 

Based on the results of the Phase I/II study in Japan and the overseas Phase III study conducted by Jazz 
Pharmaceuticals, we filed an application for manufacturing and marketing approval in June 2023. 

The drug has already been designated as an Orphan Drug and is expected to be approved in March 2024, 
based on a review period of approximately 9 months. 



 
 

 

 

Next, I would like to introduce NS-580. 

NS-580 is being developed for endometriosis and is currently undergoing a Phase IIb study in Japan. A 
microsomal prostaglandin E synthase-1 (mPGES-1) inhibitor is discovered and developed in-house. 



 
 

 

 

Endometriosis, for which NS-580 is indicated, is a chronic inflammatory disease in which endometrial tissue 
engrafts outside the uterus and continues to proliferate and bleed during the menstrual cycle. 

Pain and sterility are the primary symptoms and significantly reduce women’s quality of life. 



 
 

 

 

NS-580 inhibits only the production of inflammation- and pain-inducing PGE2 by blocking mPGES-1, the 
enzyme responsible for the final step in PGE2 production. It does not inhibit other prostaglandins and is 
expected to be highly safe and effective for endometriosis lesions. 



 
 

 

 

This slide shows the point of action of each drug on the pathogenesis of endometriosis. By selectively 
inhibiting PGE2, NS-580 is expected to have analgesic and anti-inflammatory effects as well as inhibit the 
growth of the endometriotic lesion. 

We expect it to act differently from existing hormonal treatment and NSAIDs. 



 
 

 

 

Phase IIa study was conducted in Japan. Pain associated with endometriosis was evaluated using VAS 
score. The target number of cases is 150, 60 cases in each of the two actual drug groups with different doses 
and 30 cases on placebo group. The results confirmed the analgesic effect of NS-580. 



 
 

 

 

Based on the results of the Phase IIa study, Phase IIb study is currently underway. 

As in the Phase IIa study, pain associated with endometriosis is evaluated by VAS score. 

NS-580 with three different doses and a placebo groups. 

The target number of cases is 372, and case inclusion has already been completed. 

We expect NS-580 to answer the needs of endometriosis patients by acting differently from existing hormonal 
treatment and NSAIDs. 



 
 

 

 

NS-580 is also being developed for chronic prostatitis/chronic pelvic pain syndrome. The domestic Phase IIa 
study is currently underway. 



 
 

 

 

Chronic prostatitis/chronic pelvic pain syndrome is defined as peripelvic and periurogenital pain that persists 
for three out of six months. It is associated with urinary and sexual dysfunction, with no clear etiology. 

The number of potential patients in Japan is approximately two million, and there are similar ratio of patients 
overseas. 



 
 

 

 

This slide shows the current status of CP/CPPS treatment and product concept of NS-580. 

Currently, drugs are selected for each symptom, with NSAIDs and antibacterial agents used for pain relief and 
alpha blockers and PDE5 inhibitors for urinary symptoms. In addition, the only approved drug, Cernilton, is a 
safe drug, but new drugs are needed. 

NS-580 is expected to become a new treatment option for CP/CPPS with a highly safe treatment and control 
pain in the long term. 



 
 

 

 

I would like to explain about NS-229. 

NS-229 will be developed for a disease called eosinophilic granulomatosis with polyangiitis, EGPA. 

First, I will continue with a description of EGPA. 

EGPA is a rare and intractable disease of unknown cause that was designated as an intractable disease in 
Japan in January 2015. 

The figure on the left shows the symptoms that develop in EGPA patients. Symptoms of asthma and allergic 
rhinitis precede the onset of the disease, followed by systemic eosinophilic inflammation and vasculitis. 

As of the end of FY2021, there were 5,839 EGPA patients receiving specific medical expenses in Japan. 
Considering that not all patients are receiving such expenses, we believe that there are probably more 
patients than this number in reality. 



 
 

 

 

The ANCA-related vasculitis practice guideline was published in 2023 for the treatment of EGPA. The figure 
shown here is the basis for the treatment plan. 

Treatment is divided into the remission induction phase and the remission maintenance phase. During 
remission induction, patients are treated with glucocorticoids alone or in combination with glucocorticoids 
and immunosuppressants or mepolizumab. 

Once remission is achieved, glucocorticoid monotherapy is used to prolong and maintain the remission period. 
Alternatively, glucocorticoids are used in combination with methotrexate, azathioprine, or mepolizumab. 

At this time, it is very important to keep glucocorticoid doses low in order to avoid the side effects caused by 
prolonged administration of glucocorticoids. NS-229 aims to be a drug that reduces glucocorticoid doses and 
controls disease activity while replacing its drug effects. 



 
 

 

 

Next, I will discuss the mechanism of action of NS-229. 

EGPA is an abbreviation for eosinophilic granulomatosis with polyangiitis, but its symptoms develop with the 
activation of not only eosinophils but also other inflammatory cells such as T cells and B cells, leading to 
various types of tissue injury. 

NS-229 has potent JAK1 inhibitory activity and suppresses activation of eosinophils, T cells, and B cells by 
inhibiting various cytokine signaling through JAK1 inhibition, leading to improvement of disease conditions. 
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17 I have a question about CAP-1002. Is the equivalence of products manufactured in Los Angeles and San Diego 

evaluated in accordance with the specifications? 

We understand that Los Angeles and San Diego sites can manufacture similar products. However, CAP-1002 is a 

biologic drug and the equivalence must be confirmed in clinical trials. Therefore, cohort B is underway in conjunction 

with cohort A. 

18 One of the secondary endpoints of the HOPE-3 study of CAP-1002 is change in cardiac muscle function and 

structure. Although the primary endpoint is important for approval, it is likely that cardiac muscle function and 

structure are also commercially important. What is the commercial impact of secondary endpoints? 

Because of the cardiosphere-derived exosomes, we expect an effect on cardiac muscle. If the change in cardiac muscle 

function and structure in the secondary endpoints can be proved, it is expected to have a positive effect on the factors 

that determine the lifespan of DMD patients because DMD patients tend to die due to the decline in cardiac function. 

19 In the Q&A section of IR meeting for the 2Q, we heard that one of the payers has a policy of reimbursement for 

Viltepso after using gene therapy. Have you confirmed the example of reimbursement after the IR meeting in 

November? 

We have told our U.S. subsidiaries to pay close attention, but we have not yet confirmed the actual examples. 

20 Although I don’t know whether it is related to NS-580, you have recently published a patent stating that 

prostaglandins are effective in combining tumor immunity. How committed are you to developing this? 

Chemotherapy other than hematologic cancer is not our target areas. We would like to develop it if we can collaborate 

effectively with other companies. 

21 What level of efficacy and safety was achieved in the P2a study of NS-580 for endometriosis? Based on the 

mechanism, I think that the short-term effect is weak, but the long-term effect becomes gradually stronger because 

it inhibits the growth of the endometriotic lesion. Although it is not a comparative study with other drugs, what 

sort of positioning is likely to be expected from the efficacy and safety data? Why is the number of administrations 

changed to twice-daily in the P2b study? 

It is hard to explain the details, but the analgesic effect of NS-580 was confirmed in P2a study. We will determine the 

potential of NS-580 by the twice-daily administration based on the results of the P2a study. There are patients who 

hesitate to use hormonal treatments due to the side effects and some people in Japan who are reluctant to use hormonal 

treatments themselves. Therefore, regarding to the position of NS-580, it is assumed that NS-580 will be used by those 

kind of patients. We would like to carefully review the positioning according to the results. 

22 Is NS-580 mechanistically available in combination with hormone therapy or NSAIDs? We assume that NS-580 will be used separately from them basically. 

23 Is NS-229 similar to Avacopan? In addition, are the target patient group and the positioning of NS-229 similar to 

those of Avacopan? 

Since the mechanism of action of NS-229 is different from that of Avacopan, we expect different effects. Avacopan is 

not indicated for EGPA but other ANCA-related diseases, so they are not in competition. 

 


