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Telix and Kanazawa University Cleared to Commence Prostate Cancer 
Imaging Study in Japan 

 
Melbourne (Australia) and Kyoto (Japan) – 22nd February 2021. Telix Pharmaceuticals Limited 
(ASX.TLX) (‘Telix’, the ‘Company') announces today its subsidiary, Telix Pharmaceuticals Japan KK 
(‘Telix Japan’), in collaboration with Kanazawa University, has received Clinical Trial Notification 
(CTN) clearance by the Japanese Pharmaceuticals and Medical Devices Agency (PMDA) to 
commence a Phase I trial of its prostate cancer imaging product TLX591-CDx (Kit for the preparation 
of 68Ga-PSMA-11 injection) in Japan. 
 
In December 2020, Telix Japan commenced a clinical collaboration with Kanazawa University to 
conduct a Phase I trial of TLX591-CDx enrolling 10 patients with advanced prostate cancer. The 
purpose of the trial is to obtain preliminary clinical data in a suitable patient population, confirming 
that the targeting and pharmacology of TLX591-CDx is equivalent to non-Japanese patients. Such 
clinical data will support future planning discussions with the objective of PMDA product approval in 
Japan, aligning with the marketing authorisations that Telix has already submitted in the US, EU, 
Canada and Australia. 
 
Prof. Seigo Kinuya, Professor of Nuclear Medicine at the Kanazawa University Hospital, Department 
of Nuclear Medicine, Chair of the Japanese Society of Nuclear Medicine, and Chair of the National 
Conference for Nuclear Medicine Theranostics stated, “68Ga-PSMA-11 has been studied widely and 
intensively across the globe outside of Japan. Clinical data have been accumulated and its 
diagnostic efficacy and clinical application have been well characterised in guidelines in nuclear 
medicine and urology, worldwide. This first clinical trial of 68Ga-PSMA-11 prostate imaging in Japan 
is a crucial milestone to pave the way to provide new diagnostics to Japanese prostate cancer 
patients.” 
 
Telix Pharmaceuticals Japan K.K. President Dr. Shintaro Nishimura added, “This study is the first 
formal clinical trial in Japan of a gallium labeled PET imaging agent, which many Japanese nuclear 
medicine and urology physicians have been waiting for. We would like to express our appreciation 
to our pioneering colleagues at Kanazawa University's Departments of Nuclear Medicine and 
Urology, the Innovative Clinical Research Center of Kanazawa University Hospital, the Kanazawa 
Advanced Medical Center, ATOX Co. Ltd and IRE ELiT (Belgium) for their exceptional support and 
collaboration in this project.” 
 
About Kanazawa University  
Kanazawa University is one of the leading national universities in Japan with approximately 10,000 
students in Ishikawa Prefecture. Kanazawa University aims to contribute to world peace and the 
sustainable growth and development of humankind. Kanazawa University is committed to the real-
world application of its research, and to contributing to local and international communities as the 
education and research focused university open to the region and the world. Kanazawa University 
established the first Department of Nuclear Medicine in Japan. For more information, please visit 
https://www.kanazawa-u.ac.jp/. 
 
About Telix Pharmaceuticals Limited  
Telix is a clinical-stage biopharmaceutical company focused on the development of diagnostic and 
therapeutic products using Molecularly Targeted Radiation (MTR). Telix is headquartered in 
Melbourne, Australia with international operations in Belgium, Japan, and the United States. Telix is 
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developing a portfolio of clinical-stage products that address significant unmet medical needs in 
oncology and rare diseases. Telix is listed on the Australian Securities Exchange (ASX: TLX). For 
more information visit www.telixpharma.com and follow us on Twitter (@TelixPharma) and LinkedIn. 
Telix’s lead product, Illuccix® (TLX591-CDx) for prostate cancer imaging, has been accepted for filing 
by the U.S. FDA 1 , and has been granted Priority Review status by the Therapeutic Goods 
Administration (TGA) in Australia.2 Telix is also progressing marketing authorisation applications for 
Illuccix® in the European Union3 and Canada.4 None of Telix’s products have currently received a 
marketing authorisation in any jurisdiction. 
 
Telix Corporate Contact    Telix Investor Relations 
Dr. Christian Behrenbruch    Dr. David N. Cade 
Telix Pharmaceuticals Limited   Telix Pharmaceuticals Limited 
Managing Director and CEO    CBO and Head of Investor Relations 
Email: Chris.Behrenbruch@Telixpharma.com      Email: David.Cade@Telixpharma.com 

 

 

 

 

 

 

 

 

 

 

 

Important Information 

This announcement does not constitute an offer to sell, or a solicitation of an offer to buy, securities in the United States, 
or in any other jurisdiction in which such an offer would be illegal. The securities referred to herein have not been and will 
not be registered under the United States Securities Act of 1933 (the “U.S. Securities Act”), or under the securities laws of 
any state or other jurisdiction of the United States and may not be offered or sold within the United States, unless the 
securities have been registered under the U.S. Securities Act or an exemption from the registration requirements of the U.S. 
Securities Act is available. None of the technologies or products described in this document have received a marketing 
authorisation in any jurisdiction. This announcement has been authorised for release by Dr Christian Behrenbruch, 
Managing Director and Chief Executive Officer.	

 
1 ASX disclosure 24/11/2020. 
2 ASX disclosure 7/12/2020. 
3 ASX disclosure 1/05/2020. 
4 ASX disclosure 16/12/2020. 


