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BOP preliminary trial results presented at EANM 2023 
conference 
Clarity Pharmaceuticals (ASX: CU6) (“Clarity”), a clinical stage radiopharmaceutical company with a mission to develop 
next-generation products that improve treatment outcomes for children and adults with cancer, is pleased to announce 
favourable imaging data from the Phase II diagnostic investigator-initiated trial (IIT) of 64Cu SAR-Bombesin in prostate 
cancer, BOP (NCT05613842)1.  

The BOP trial was led by Prof Louise Emmett at St Vincent’s Hospital, Sydney and it assessed the safety and diagnostic 
performance of 64Cu SAR-Bombesin across two different groups of men: 

1. Participants with biochemical recurrence (BCR) of their prostate cancer who have negative PSMA positron 
emission tomography (PET) imaging scans or low PSMA expression disease; and 

2. Participants with metastatic castrate resistant prostate cancer (mCRPC) who are not suitable for PSMA therapy. 

Study results from the first cohort (BCR) have been presented at the European Association of Nuclear Medicine (EANM) 
2023 Congress in Vienna, Austria, one of the most prestigious conferences in the nuclear medicine field.  

Demographics showed that most participants in the BCR cohort of the BOP trial had undergone radical prostatectomy 
(96%), a surgery to remove the entire prostate gland and surrounding lymph nodes, with Prostate Specific Antigen (PSA) 
doubling time of 4.2 months (range 2.8 – 7.5; PSA mean 0.69 ng/ml, range 0.28 – 2.45) prior to entering the study. PSA 
is a blood test where high levels of PSA may indicate the presence of prostate cancer. 

Participants in the BOP trial received the mean dose of 210 MBq of 64Cu SAR-Bombesin and imaged with Positron 
Emission Tomography (PET) at 1, 3 and 24 hours post-administration of the product. No adverse events from 64Cu-SAR-
Bombesin administration were reported. 64Cu SAR-Bombesin PET avid disease was identified in over 30% of patients 
with negative or equivocal standard of care (SOC) PSMA PET (8/25, 32% detection rate).  
 

 
Figure 1 – Fused, MIP (Maximum Intensity Projection) and CT (Computed Tomography) (left to right) images from 64Cu 
SAR-Bombesin (top) and PSMA (bottom) PET of a patient demonstrating a left subpleural lesion with 64Cu SAR-
Bombesin uptake (arrow) without SOC PSMA uptake. This patient underwent a lobectomy with histopathology 
demonstrating metastatic prostate cancer.  

http://www.claritypharmaceuticals.com/
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Figure 2 – Fused, MIP and CT (left to right) images from 64Cu SAR-Bombesin (top) and PSMA (bottom) PET of a patient 
demonstrating uptake at the right urethral anastomosis on 64Cu SAR-Bombesin alone (arrow). This patient was 
managed with local radiotherapy with improvement in PSA post-treatment. 

Clarity’s Executive Chairperson, Dr Alan Taylor, commented, “What is most exciting about this data is the identification 
of lesions in the most difficult to treat patient group, who are negative on all other SOC imaging. This information arms 
clinicians with accurate diagnostic information and helps them determine the best course of treatment for their patients. 
In essence, for the patients that have had a positive SAR-Bombesin scan, this is the difference between having an 
incorrect negative cancer diagnosis leading to cancer progression and now having an effective treatment plan that may 
lead to long term remission. This patient-centric approach, reinforced by the flexibility in the timing of the scan, 
centralised product manufacture and its broad distribution to any imaging centre with a PET camera, would be a true 
paradigm shift in the management of prostate cancer. We are continuing to work diligently on the development of the 
SAR-Bombesin product in the US, including our Phase II SABRE trial (NCT05407311) as well as the theranostic Phase 
I/IIa COMBAT trial (NCT05633160), in order to make this product available to the patients who need it most and might 
not have any other diagnostic and therapeutic options available to them.” 

Prof Louise Emmett (St Vincent’s Hospital Sydney), Principal Investigator in the BOP trial, commented, “We are pleased 
with the results we have generated in the BOP trial, which have shown that 64Cu SAR-Bombesin can detect lesions in 
men with biochemically recurrent prostate cancer that are negative or equivocal on PSMA PET. We believe SAR-
Bombesin has the potential to add value in biochemical recurrence of prostate cancer following definitive therapy. We 
look forward to continuing our collaboration with Clarity and also exploring the diagnostic and therapeutic benefits of 
SAR-Bombesin in not only prostate cancer which is PSMA negative, but also in other diseases such as breast cancer.” 

Overview of Clarity’s Prostate Cancer Clinical Trial Program  
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About SAR-Bombesin 

SAR-Bombesin is a highly targeted pan-cancer radiopharmaceutical with broad cancer application. It targets the gastrin-
releasing peptide receptor (GRPr) present on cells of a range of cancers, including but not limited to prostate, breast 
and ovarian cancers. GRPr is found in up to 100% of prostate cancers, including prostate cancers that don’t express 
PSMA (PSMA-negative)2-6. The product utilises Clarity’s proprietary sarcophagine (SAR) technology that securely holds 
copper isotopes inside a cage-like structure, called a chelator. Unlike other commercially available chelators, the SAR 
technology prevents copper leakage into the body. SAR-Bombesin is a Targeted Copper Theranostic (TCT) that can be 
used with isotopes of copper-64 (Cu-64 or 64Cu) for imaging and copper-67 (Cu-67 or 67Cu) for therapy. 

64Cu SAR-Bombesin is an unregistered product. Individual results may not represent the overall safety and efficacy of 
the product. The data outlined in this announcement has not been assessed by health authorities such as the US Food 
and Drug Administration (FDA). A clinical development program is currently underway to assess the efficacy and safety 
of these products. There is no guarantee that these products will become commercially available. 

About Prostate Cancer 

Prostate cancer is the second most common cancer diagnosed in men globally and the fifth leading cause of cancer 
death worldwide7. The American Cancer Institute estimates in 2023 there will be 288,300 new cases of prostate cancer 
in the US and around 34,700 deaths from the disease8. 

Approximately 20% of prostate cancers with BCR are PSMA-PET negative9-12. These patients are therefore unlikely to 
respond to therapeutic PSMA-targeted products and currently have few treatment options available to them. Given the 
prostate cancer indication is one of the largest in oncology, there is a significant unmet medical need in this segment. 
The SAR-Bombesin product could offer valuable imaging and therapeutic options for not only PSMA-negative patients, 
but also the large number of patients that have the target receptor on their cancers. 

About Clarity Pharmaceuticals 

Clarity is a clinical stage radiopharmaceutical company focused on the treatment of serious disease. The Company is 
a leader in innovative radiopharmaceuticals, developing targeted copper theranostics based on its SAR Technology 
Platform for the treatment of cancer in children and adults. 
 
www.claritypharmaceuticals.com 
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For more information, please contact: 
 
Clarity Pharmaceuticals 
Dr Alan Taylor    Catherine Strong 
Executive Chairman   Investor/Media Relations 
ataylor@claritypharm.com    cstrong@citadelmagnus.com 
     +61 406 759 268 
 

This announcement has been authorised for release by the Executive Chairman. 
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