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Chordia is a small-molecule anti-cancer drug discovery company 

 

 

Hiroshi Miyake (hereafter, Miyake): My name is Hiroshi Miyake, Chief Executive Officer of 

Chordia Therapeutics Inc. Thank you very much for taking the time to join us today. 

 

Let's get started with the presentation of the second quarter financial results for the fiscal year 

ending August 31, 2025. 

 

First, I would like to give you an overview of our company. Chordia Therapeutics was spun off 

from Takeda Pharmaceutical Company Limited and founded in October 2017. 

 

We currently have 21 employees, half of whom hold doctoral degrees, forming a small but 

highly specialized group. 

 

In June of last year, we were listed on the Tokyo Stock Exchange Growth Market. Our securities 

code is 190A. 

 

Our largest shareholder is Takeda Pharmaceutical Company Limited, with a share of 

approximately 15%. 

 

  



Chordia’s business model is based on a high-value pipeline with an established clinical POC 

 

 

We are committed to discovering new small-molecule anti-cancer drugs. The development of 

new drugs requires a very long time and a large amount of upfront investments. 

 

The slide shows an overview of the process of creating new drugs. It begins with basic 

research, which is mainly scientific research conducted at universities, followed by discovery 

and pre-clinical research. Up to this point, the research is conducted in laboratories, i.e., in test 

tubes and on animals. After that, clinical trials begin, in which investigational drugs are actually 

administered to patients. 

 

We conduct clinical trials in three phases: Phase 1, Phase 2, and Phase 3, in which many 

patients take the investigational drug to assess its safety and efficacy. After that, the drug must 

be approved by regulatory authorities before it can finally be sold on the market. For this 

reason, developing new drugs is said to take about 10 to 20 years. 

 

We, Chordia Therapeutics, intend to conduct the middle stages of this long process of new 

drug research and development, namely from discovery research to Phase 2 clinical trials, in-

house. 

 

We are focusing our development efforts on rare cancers, which account for a relatively small 

number of cancer patients. When developing new drugs for rare cancers, conditional fast-track 



approval is often granted by regulatory authorities based on the results of Phase 2 clinical 

trials, so we plan to conduct up to Phase 2 clinical trials in-house for rare cancers. 

 

In this way, we aim to maximize the value of our development pipelines and grow our 

company. 

 

When we enter the sales stage, we plan to lead manufacturing and sales in-house, at least in 

Japan. Our vision is to grow into a pharmaceutical company that handles everything from 

research and development to manufacturing and sales in-house. 

 

However, we do not intend to handle all manufacturing and sales with our own resources. 

Instead, we intend to work in collaboration with our strategic business partners, such as 

Medipal Holdings and Shionogi Pharma, while maintaining our leadership role. 

 

We plan to license overseas sales rights to a global pharmaceutical company. 

  



Investor shareholder was appointed as an outside director 

 

 

In November last year, we held our first general shareholders' meeting since becoming a listed 

company. At that meeting, investor and shareholder Manabu Nakamura was appointed as an 

outside director. Mr. Nakamura, who heads Shinsei Capital Partners, is a crossover investor who 

invested in our company pre-IPO and at the time of its listing. 

 

We believe that the participation of such investors in our management team and board of 

directors will enable us to further advance management that takes into consideration the 

interests of our shareholders. 

 

  



2nd quarter FY 8/2025 Financial results (balance sheet) 

 

 

Here are the results for the second quarter of the fiscal year ending August 31, 2025. First, the 

balance sheet. 

 

Total assets as of the end of February were ¥3,451 million. This represents a decrease of 

¥1,181 million compared to the total assets of ¥4,632 million at the end of the previous fiscal 

year. This decrease is mainly due to a decrease in cash and deposits. 

 

Cash and deposits at the end of the interim period amounted to ¥3,276 million. This represents 

a decrease of ¥1,053 million compared to ¥4,329 million at the end of the previous fiscal year. 

 

This decrease was mainly due to research and development expenses. These cash and deposits 

will be used as a source of research and development for the next year and a half. 

 

Liabilities decreased to ¥204 million at the end of the interim period. Compared to the end of 

the previous fiscal year, this represents a decrease of ¥267 million, which was mainly due to a 

decrease in accounts payable-other. 

 

The expenses for manufacturing the investigational drug for our lead pipeline, rogocekib, were 

paid from this account, resulting in a decrease in current liabilities. 

 



Total net assets at the end of the interim period were ¥3,246 million. This represents a 

decrease of ¥914 million compared to ¥4,161 million at the end of the previous fiscal year. 

 

  



2nd quarter FY 8/2025 Financial results (profit and loss) 

 

 

Now, I would like to move on to the profit and loss statement. There is no business revenue. 

Research and development expenses totaled ¥799 million at the end of the interim period, an 

increase of ¥128 million compared to the same period of the previous fiscal year. 

 

The breakdown shows that we are currently focusing on research and development expenses 

for our lead pipeline, rogocekib. Although research and development expenses for other 

pipelines have decreased, total research and development expenses have increased. 

 

Research and development expenses for rogocekib amounted to ¥624 million at the end of the 

interim period, resulting in a net loss of ¥976 million for the current fiscal year. 

 

  



Of the five pipelines, two are in the clinical stage 

 

 

Now, I would like to talk about the progress of our pipelines. We have five pipelines of small 

molecule compounds. Two of them are in clinical trials, making us a clinical stage biotech 

company. 

 

Our lead pipeline, rogocekib, is an international nonproprietary name, and its use has been 

approved by the WHO. I will explain the origin of the name later. 

 

We have strategically retained all global rights to rogocekib and are conducting clinical trials 

ourselves. 

 

We have completed Phase 1 clinical trials in Japan and are currently conducting Phase 1/2 

clinical trials in the United States for patients with relapsed or refractory acute myeloid 

leukemia. 

 

Meanwhile, we licensed all global rights for Pipeline 2 to Ono Pharmaceutical Co., Ltd. in 

December 2020 at the pre-clinical stage. Ono Pharmaceutical is currently conducting Phase 1 

clinical trials in the United States for relapsed and refractory lymphoma. 

 

Pipelines 3, 4, and 5 are all in the pre-clinical stages. We are strategically focusing our current 

internal resources on Pipeline 1, rogocekib. 



 

However, although Pipelines 3 and 4 are still in the pre-clinical stage, we plan to continue 

research and development with the help of external partners. Therefore, we are currently 

actively engaged in business development activities. 

 

We have not had many opportunities to introduce Pipelines 3 and 4, so we would like to do so 

at the end of this briefing. 

 

  



RNA generation process and pipeline modes of action 

 

 

I would like to briefly explain the mechanism of action for Pipeline 1, as well as Pipelines 3 and 

4. 

 

The diagram in the slide illustrates the process used to generate the RNA, which is our focus. 

Part of this process of generating this RNA is disrupted in cancer cells, thereby causing stress. 

 

We often explain that increasing RNA deregulation stress leads to the death of cancer cells, but 

please understand that this RNA deregulation stress is caused by abnormalities in the process 

of generating the RNA shown here. 

 

The process of RNA generation can be broadly divided into several stages. The first stage is 

transcription, followed by splicing, transportation, and degradation. Genetic information is 

recorded in a substance called DNA, and based on that information, proteins are ultimately 

produced. This is an extremely important process because the functioning of these proteins is 

responsible for almost all life-sustaining functions in humans. 

 

The genetic information on DNA is first transcribed into RNA before becoming proteins, and 

within RNA, it is transcribed into a substance called messenger RNA. This reaction is called 

transcription. 

 



Messenger RNA, which transcribes genetic information at the transcription stage, must 

undergo a maturation process. Messenger RNA that transcribes genetic information from DNA 

is initially called precursor messenger RNA and contains parts that will become proteins and 

parts that will not. 

 

The reaction that selectively recognizes and cuts out the areas that will not become proteins is 

called splicing. 

 

Our lead pipeline increases RNA deregulation stress by altering this splicing reaction, thereby 

killing cancer cells. 

 

Messenger RNA that has matured through the splicing reaction is transported to the site of 

protein translation, where proteins are produced. 

 

Messenger RNA that has completed its role is degraded and reused to form new RNA 

molecules. This completes the RNA life cycle. 

 

Our Pipeline 3, a CDK12 inhibitor CTX-439, increases RNA deregulation stress by altering the 

transcription reaction at the beginning of the RNA generation process. 

 

In addition, our Pipeline 4, a GCN2 inhibitor, is positioned to act on the transportation process. 

I will explain the specific mechanism in detail later. 

 

  



Concept of stressing out cancer to the point of no return 

 

 

By increasing this RNA deregulation stress, we can kill cancer cells. Although I have explained 

this several times, I will explain it again. 

 

Cells are under stress, but cancer cells are under particularly high stress. The reason for this 

high stress is that cancer cells have multiple genetic changes, which enable them to proliferate 

faster and more unrestrictedly than normal cells. 

 

From an evolutionary perspective, this is why cancer cells are superior to normal cells, and this 

is why they harm our bodies and cause serious diseases like cancer. 

 

However, because cancer cells have such multiple genetic changes, they are struggling to 

survive and are under significant stress. By adding additional stress through our pipelines, the 

cancer cells can no longer withstand the stress and are eliminated. 

 

The size of the balloons in the illustration represents the amount of stress on the cells. Cancer 

cells are like large balloons that cannot withstand additional stress and eventually burst and 

die. 

 

On the other hand, our pipeline also acts on normal cells, but normal cells are typically in a 

state where they are not under significant stress. Additionally, they possess stress-coping 



abilities, so even when exposed to additional stress, they quickly return to their original size, 

resulting in the selective elimination of cancer cells. 

  



Comparison with the recent FDA approved and submitted drugs 

 

 

The results of Phase 1 clinical trials conducted in Japan have already been announced, but I will 

explain them again here. 

 

In Japan, sixty cancer patients who had failed standard treatment were given rogocekib. Of the 

sixty patients, fourteen had AML, a type of hematological tumor. AML is short for acute 

myeloid leukemia. Fourteen of the patients had leukemia, and the other fourteen had ovarian 

cancer. 

 

Among these fourteen patients, rogocekib demonstrated efficacy in 5 cases of leukemia and 4 

cases of ovarian cancer. The response rate was 36% for leukemia and 29% for ovarian cancer. 

Regarding the response rate for leukemia, there are several criteria, and the response rate 

varies depending on where the cutoff point is set. 

 

The over-40% figure we mentioned previously includes patients who showed a different 

response. Here, we have changed the response rate threshold from our previous 

announcement in order to compare the results with those of clinical trials of drugs recently 

approved by the US Food and Drug Administration (FDA). 

 

For example, please look at the center of the upper section of the slide. Syndax, a US biotech 

company listed on the NASDAQ, received approval from the FDA at the end of last year for its 



AML drug based on the results of Phase 2 clinical trials. These are the results at that time. 

 

We understand that the 44% response rate is roughly equivalent to the results achieved by our 

rogocekib in Phase 1 clinical trials in Japan. 

 

KURA Oncology is currently conducting Phase 2 clinical trials for AML. Kyowa Kirin Co., Ltd. 

currently holds the global rights to this drug, and the contract is a large one worth 

approximately ¥50 billion yen. 

 

KURA Oncology is a company that is one to two years ahead of us, but if the results of Phase 2 

clinical trials are good, this is a good example of how much value can be achieved. 

 

By the way, Syndax and KURA are developing Menin inhibitors, and our rogocekib is a CLK 

inhibitor that blocks the function of the CLK protein, so we don't think it's a direct competitor. 

However, we just wanted to let you know that there are companies that have received 

approval for AML drugs and achieved big business deals. 

 

Regarding ovarian cancer, ImmunoGen, a U.S. company recently acquired by AbbVie for over 

¥1 trillion, has obtained full approval from the FDA in 2024 based on Phase 3 trial results. 

 

Prior to full approval, the drug received conditional early approval based on the results of 

Phase 2 clinical trials, with a response rate of 42%, which we believe is favorable compared to 

the 29% response rate demonstrated by rogocekib in Japanese trials. 

 

We believe that Phase 1 clinical trials conducted in Japan have shown promising results. 

 

In particular, we have analyzed that the response rate is high in acute myeloid leukemia, and 

we are currently conducting Phase 1/2 clinical trials in the United States, mainly in patients 

with relapsed or refractory acute myeloid leukemia. 

 

The progress of this trial is outlined in our quarterly and semi-annual reports. Over the past 

three months, four additional patients have been enrolled, bringing the total number of 

patients treated to date to twenty-nine. 

 

  



INN for CTX-712 is rogocekib 

 

 

Let me explain the origin of the international nonproprietary name for our lead pipeline, 

rogocekib. The international nonproprietary name is translated as INN (International 

Nonproprietary Name) in English. In order to assign an international nonproprietary name to a 

drug, permission must be obtained from the WHO. This procedure may not be well known, but 

it takes a long time, about two years. 

 

Therefore, we began the process as soon as the results of Phase 1 clinical trials in Japan 

showed promising results and finally obtained the International Nonproprietary Name at the 

end of last year. 

 

The “R” at the beginning of rogocekib stands for RNA. It comes from “RNA deregulation stress,” 

which is our company's focus. The letter “C” in cekib stands for CLK. We understand that cekib 

will be used as a suffix for CLK inhibitors and small-molecular CLK kinase inhibitors in the 

future. 

 

In addition, the word “rogo” consists of R and G with O in between, representing the 

alternating appearance of parts that become proteins and parts that do not. This is how we 

came up with the name “rogocekib.” 

 

  



Received orphan drug designation in US 

 

 

Next, I would like to report that at the beginning of this year, we received orphan drug 

designation from the US Food and Drug Administration (FDA). 

 

The benefits of orphan drug designation are summarized in the slide. These include exemption 

from fees at the time of application for approval and data protection for up to seven years after 

approval. This allows us to sell the drug exclusively. 

 

There are also tax incentives for development costs incurred. The rights to rogocekib are 

intended to be licensed to overseas manufacturers, and we believe that orphan drug 

designation will be a valuable asset if we license the drug to a US company in the future. We 

expect that orphan drug designation will contribute significantly to maximizing the value of 

rogocekib. 

 

  



(Reference) Overview of FDA Guidance: Project Optimus 

 

 

We are currently conducting Phase 1/2 clinical trials in the United States, but the protocol for 

these trials is being revised. As a result, we explained that the development timeline is slightly 

behind schedule at the financial results briefing at the end of the previous fiscal year. 

 

We explained that the protocol was being revised in accordance with the FDA's Project 

Optimus guidance, but since we have not explained what Project Optimus is, we will do so 

briefly here. 

 

Project Optimus is the FDA's recommendation to conduct Phase 1 clinical trials to further 

explore the dosage and schedule.” 

 

The background to this is that, although several molecular targeted drugs have been approved 

in the field of anticancer drugs, there have been many cases where the approved dosage and 

schedule could not be fully utilized in actual clinical practice after approval. 

 

Therefore, there were some doubts as to whether the approved dosage and schedule of drugs 

had been thoroughly examined and determined to be optimal. Based on this, the FDA 

suggested that dosage and schedule be examined more broadly from the early stages of clinical 

trials. 

 



However, Project Optimus is guidance, not guidelines. Guidelines specify exactly what to do, 

but guidance simply indicates the general direction to consider. 

 

For this reason, although the Project Optimus guidance was issued several years ago, it is still 

unclear how companies developing anticancer drugs in the United States and around the world 

will incorporate this guidance into actual clinical trials, and only recently have examples begun 

to emerge. 

 

In response, we have hired a consultant in the United States and are revising our protocols in 

accordance with Project Optimus, based on the information and advice they have gathered. 

 

As shown on the left side of the slide, the main focus of Project Optimus is on the importance 

to determine optimal dosage and schedule through scientific and integrated analysis. The 

project states that a wide range of dosage and schedule should be investigated in clinical trials, 

and that PK (pharmacokinetics), PD (pharmacodynamics), and dose-response analysis should 

be utilized. 

 

It also states that dosage and schedule should be considered in an integrated manner, utilizing 

not only clinical trial results but also non-clinical data. For this reason, it is recommended to 

communicate with the FDA from the early stages of development. 

 

In response, we have amended the protocol and are currently considering twice a week dose 

schedule in addition to once-a-week schedule. We are also considering multiple doses and plan 

to move on to Phase 2 clinical trials after thoroughly comparing the safety and efficacy of 

multiple dosages and schedules. 

 

As I mentioned earlier, we are engaging a US consulting company to determine our policy 

regarding these actions. 

 

In addition, we plan to proceed with Phase 2 clinical trials after communicating closely with the 

FDA and obtaining its approval based on the results of the Phase 1 clinical trials. 

 

  



Achievements and future milestones for rogocekib 

 

 

These are the planned development milestones for rogocekib. First, we are aiming to report 

the interim results of the Phase 1 part of the Phase 1/2 clinical trial currently underway in the 

US at the annual meeting of the American Society of Hematology (ASH) at the end of this year. 

However, due to protocol revisions in response to Project Optimus, the patient enrollment is 

currently slightly delayed. 

 

As a result, there is currently some concern regarding whether we will be able to meet the 

December 2025 deadline for the announcement. To deliver the presentation at the December 

2025 academic conference, we must submit the abstract and presentation outline to the 

conference by early August 2025, undergo review, and obtain approval before the presentation 

can be delivered. 

 

We are currently working hard as a company to submit the summary by August 2025, although 

it will be very tight. 

 

In addition, our major plan is to start Phase 2 clinical trials after the completion of Phase 1 

clinical trials and submit an NDA submission in Japan between the end of 2026 and 2028. 

 

However, considering the response to Project Optimus, submitting the NDA by the end of 2026 

is highly challenging, and we believe that submitting the NDA between 2027 and 2028 is a 



more realistic timeline. 

 

This concludes our overview of “rogocekib,” our lead pipeline. 

 

  



CDK12 inhibitor CTX-439 

 

 

Next, I will introduce our pipeline 3 and 4. Pipeline 3 is CTX-439, a CDK12 inhibitor. All pre-

clinical research required to commence clinical trials have been completed. 

 

The active ingredient for the investigational drug has already been manufactured, and only the 

formulation remains to be determined. However, as we are currently focusing on the research 

and development of rogocekib, we are looking for an external partner to start clinical trials. 

 

CTX-439, a CDK12 inhibitor, is an orally available small-molecular kinase inhibitor. Although it is 

referred to as a CDK12 inhibitor, it actually inhibits the functions of two proteins, CDK12 and 

CDK13. 

 

There are many CDK proteins, but among them, CDK12 and CDK13 are considered to be 

extremely similar in both structure and function. This compound inhibits these two kinases. 

 

Let's look at what happens when the kinase activity of CDK12 and CDK13 is inhibited. As 

mentioned earlier, genetic information in DNA is transcribed into RNA. This transcription 

reaction can be further divided into the initiation, elongation, and termination reactions. 

 

CDK12 and CDK13 kinases are mainly involved in the termination of RNA transcription reaction. 

Therefore, inhibition of these kinases by CTX-439 causes premature termination and the 



generation of short-stranded RNA. 

 

Short-stranded RNA is not commonly found in normal cells, and its presence causes RNA 

deregulation stress, which leads to the death of cancer cells. CTX-439 has shown anticancer 

activity against a wide range of cancer types in pre-clinical animal models. 

 

CTX-439 has been confirmed to exhibit anticancer activity when used as a single agent or in 

combination with already approved anticancer drugs. We expect that CTX-439 will demonstrate 

anticancer activity in patients in clinical trials as a single agent or in combination with other 

drugs.  



GCN2 inhibitor CRD-099 

 

 

Next, I would like to introduce a GCN2 inhibitor CRD-099 in our Pipeline 4. Discovery research 

has just been completed, and we are currently in the stage prior to the start of pre-clinical 

trials. We have completed research on the compound optimization, and we believe that it 

would be reasonable to conduct pre-clinical trials with CRD-099. 

 

As we are currently focusing on the development of rogocekib, we are also looking for an 

external partner to conduct pre-clinical trials of CRD-099 at this time. 

 

CRD-099 is also an orally available small-molecular GCN2 kinase inhibitor. GCN2 kinase is a 

protein that monitors the concentration of amino acids within cells. 

 

Cancer cells may experience a decrease in amino acid concentration within the cell for various 

reasons. GCN2 kinase is a protein that senses this condition and increases amino acid 

concentration by taking amino acids from the extracellular environment or promoting the 

synthesis of new amino acids. 

 

By inhibiting the function of GCN2 kinase, amino acid concentration is maintained at a low 

level, ultimately leading to the death of cancer cells. 

 

CRD-099 has been confirmed to exhibit anticancer activity in animal efficacy studies when used 



in combination with an approved drug that reduces the concentration of amino acids in cells, 

such as asparaginase. 

 

We believe that this compound can proceed to clinical trials after further confirmation of its 

efficacy and safety in animal models. 

 

  



4 substance patents and multiple use and manufacturing method patents supporting them 

 

 

This slide shows the status of intellectual property supporting our Pipeline 1, 2, 3, and 4. We 

have mainly filed substance patents, which are currently being registered in countries around 

the world. 

 

The substance patent for rogocekib has already been registered in fifty-one countries 

worldwide. The substance patent for our Pipeline 2, which was licensed to Ono Pharmaceutical 

Co., Ltd., has been registered in fifteen countries worldwide. 

 

The substance patents for our Pipeline 3, CTX-439, and our Pipeline 4, a GCN2 inhibitor, which 

we discussed today, have been registered in forty-nine and twenty-five countries, respectively. 

Please be assured that we have secured strong patent protection. 

  



Management policies and 2030 vision 

 

 

Finally, I would like to reiterate our vision. As a biotech company based in Japan, we want to 

deliver new drugs that work differently from existing drugs to the world. 

 

By doing so, we are working hard to create a society where patients who have run out of 

effective anticancer drugs today can use new anticancer drugs tomorrow and have hope for the 

future. 

 

Our vision is to grow into a pharmaceutical company that handles everything from research 

and development to manufacturing and sales by obtaining marketing approval for our lead 

pipeline, rogocekib, by 2030. 

 

We still have some way to go before we reach that stage, but we kindly ask you for the 

continued support. This concludes our explanation of the interim results for the fiscal year 

ending August 2025. 

  



Q&A: Status of response to Project Optimus and impact of FDA staff reductions 

Participant: I have a question about rogocekib and CTX-712. Am I correct to understand that 

the response to Project Optimus has been completed? Please also provide information on the 

impact of FDA staff reductions. As you are communicating with the FDA in preparation for the 

end-of-Phase 1 meeting scheduled for the second half of this year, I would appreciate any 

comments you can provide on the impact of these developments. 

 

Miyake: First, it will be necessary to continue making changes to the protocol as appropriate. 

At this point, we have completed the protocol changes to consider administration twice a week 

and are awaiting approval from the hospital's institutional review board. 

 

Once all approvals have been obtained, we will publish an overview of the revised protocol on 

websites such as ClinicalTrials.gov. We plan to make an appropriate announcement to you from 

our company at the time of publication. 

 

Next, I will address the impact of FDA staff reductions. Since President Trump took office in the 

United States, I have also seen news reports that FDA staff will be reduced by 3,000. However, 

it is still unclear what kind of impact this will have on biotech companies in the development 

stage, like our company. 

 

At this point, we understand that communication with the FDA regarding protocol changes is 

proceeding smoothly, but we are unable to fully predict what issues may arise in the future. 

  



Q&A: Schedule for reports at international conferences 

 

Participant: You mentioned that recruitment is behind schedule due to Project Optimus. If you 

are unable to report at the annual meeting of the American Society of Hematology (ASH) in 

December 2025, will you report at the American Society of Clinical Oncology (ASCO) meeting in 

2026? Please let us know if you have any plans following the conference presentation. 

 

Miyake: We would still like to present the results of our clinical trials at a prestigious 

international conference. If it becomes difficult to present at the annual meeting of the 

American Society of Hematology (ASH) at the end of this year, our next candidates would be 

the American Association for Cancer Research (AACR) in April 2026 or the American Society of 

Clinical Oncology (ASCO) in late May to June 2026. 

 

At this point, we are working together as a company to submit an abstract by August of this 

year. However, if we decide to increase the number of cases before presenting, we anticipate 

being able to present by the first half of next year. 

 

  



Q&A: Timeline for the licensing of Pipeline 3 and Pipeline 4 

 

Participant: Regarding the licensing timeline for the CDK12 inhibitor CTX-439 and the GCN2 

inhibitor CRD-099, do you have any current inquiries or insights? If so, I would like to hear 

about them within the scope of what is possible. 

 

Miyake: The timing of the licensing of Pipeline 3 and Pipeline 4 is, in fact, a difficult question to 

answer at this stage. 

 

This is a matter involving other parties, and we believe it is important for our shareholders that 

we negotiate to secure sufficient economic terms. While we are currently unable to comment 

on the timing of the licensing, we will continue to negotiate diligently, and we kindly ask for 

your understanding. 

 


