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Notice of Completion of Clinical Trial Notification Submission  

of NIB103 Phase I Clinical Trial 

 

Noile-Immune Biotech Inc. (hereinafter referred to as “Noile-Immune”) hereby announces that Noile-

Immune submitted a Clinical Trial Notification (CTN) of NIB103 phase I clinical trial for solid cancers 

in Japan which Noile-Immune newly launched (hereinafter referred to as the "Trial") to the 

Pharmaceuticals and Medical Devices Agency (PMDA) and that the required investigation by PMDA has 

been completed. 

 

As for NIB103, Takeda Pharmaceutical Company Limited (hereinafter referred to as "Takeda"), which 

was a licensee, had been conducting a clinical trial, but due to strategic reasons at Takeda, the rights for 

the development and commercialization were returned to Noile-Immune. Subsequently, Noile-Immune 

selected NIB103 as its top-priority pipeline (Reference 1), and has been working toward the submission of a 

CTN along with repeated extensive discussions with the principal investigators regarding the conduction 

of the clinical trial which Noile-Immune newly launched. 

In addition, Noile-Immune entered into a business collaboration agreement with Takara Bio Inc. on co-

development of NIB103 in Japan in September 2024, and established a manufacturing system for NIB103 

in Japan. (Reference 2) 

 

The Trial which Noile-Immune newly launched is a phase I clinical trial targeting patients with 

mesothelin-expressing advanced or metastatic solid cancers who have no standard treatment with clinical 

benefit or who are intolerant to standard treatment, and is planned to evaluate the safety and tolerability 

of NIB103 as the primary objectives, and the antitumor effect and cellular dynamics as secondary 

objectives in 12 to 30 cases. Based on the results of the Trial, Noile-Immune plans to conduct subsequent 

necessary clinical trials. 

 

At this time, Noile-Immune does not anticipate any impact on the company’s performance for the fiscal 

year ending December 31, 2025 in relation to this matter. However, should any matters arise that require 

disclosure, Noile-Immune will provide updates promptly. 

 

(Reference 1) “Notice of Re-prioritization of In-house Drug Discovery Pipelines and Change in Use of Funds Raised at the 

Time of Listing” as of June 28, 2024 

(Reference 2) “Notice of Business Collaboration with Takara Bio in the Development of NIB103” as of September 25, 2024 
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【NIB103】  

 

【Noile-Immune Biotech Inc.】 

Noile-Immune Biotech Inc. (TSE: 4893) is a biotech company, an academia start-up, and is committed to the 

practical application of next-generation immunotherapy for solid cancers by utilizing PRIME CAR-T cells 

which incorporate Noile-Immune's proprietary PRIME technology, an innovative approach to enhance the 

therapeutic effects of immune cell therapy. As PRIME technology can be combined with various chimeric 

antigen receptors (CARs) to create novel drugs and applied to a broad range of modalities, it is expected to 

develop many anti-cancer therapeutic approaches in combination with other technologies in the future. 

Through our business activities, Noile-Immune aims to contribute to the creation of a society that can overcome 

cancer. 

For more information, please visit https://www.noile-immune.com/en.html. 
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