
 

 
E: investor@claritypharmaceuticals.com 
W: www.claritypharmaceuticals.com  

ACN: 143 005 341  
T: +61 (0)2 9209 4037 

CLARITY 
PHARMACEUTICALS 
LIMITED 

ASX MEDIA RELEASE 

29 September 2023 

 
Annual Report - 30 June 2023 

 

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, in accordance with requirements of ASX Listing Rules, the release of its Annual Report 
for the year ending 30 June 2023.  

The Annual Report is attached to this release and has been authorised for release by the board of directors. 
 
 
For more information, please contact: 
 
Dr Alan Taylor   Catherine Strong 
Executive Chairman  Investor/Media Relations 
Clarity Pharmaceuticals  Citadel-MAGNUS 
ataylor@claritypharm.com cstrong@citadelmagnus.com 
    +61 406 759 268 
 
 
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/  
 
 
 
 

http://www.claritypharmaceuticals.com/
mailto:cstrong@citadelmagnus.com
http://www.claritypharmaceuticals.com/


CLARITY PHARMACEUTICALS ANNUAL REPORT 2023

1

ABN 36 143 005 341  

www.claritypharmaceuticals.com  

2023
ANNUAL REPORT



CLARITY PHARMACEUTICALS ANNUAL REPORT 2023

1

2	 About Clarity Pharmaceuticals

4	 Executive Chairperson’s Letter

6	 CEO’s Letter

8	 Corporate and Finance

9	 Clinical and Regulatory Development

11	 Clarity’s Clinical Milestones 

12	 Product Updates

27	 Manufacturing and Supply:  
	 The Game Changer in Radiopharmaceuticals 

32	 Intellectual Property 

33	 Discovery Program

34	 Team and Collaborators

36	 Reference List 

37	 Directors’ Report

74	 Financial Statements

103	 Directors’ Declaration

104	 Independent Auditor’s Report

107	 ASX Additional information

111	 Corporate Directory

CONTENTS



ABOUT CLARITY 
PHARMACEUTICALS
Clarity is a clinical stage radiopharmaceutical 
company with a mission to develop next-
generation products that improve treatment 
outcomes for children and adults with cancer.

Clarity is a global leader in next-generation 
radiopharmaceuticals with its Targeted Copper Theranostic 
(TCT) platform of products. Clarity’s products use the “perfect 
pairing” of copper isotopes, copper-64 (Cu-64 or 64Cu) for 
imaging and copper-67 (Cu-67 or 67Cu) for therapy, which 
deliver a compelling combination of high accuracy and high 
precision in the treatment of a range of cancers.

Clarity has used its Proprietary SAR Technology, a true 
platform technology, to develop three products with the 
potential for best-in-class performance. The Company has a 
targeted clinical development strategy with the goal of 
commercialising diagnostic products in the United States (US) 
with the Food an Drug Administration (FDA) first, generating 
revenue to fund late-stage therapeutic trials.

Targeting agent agent

Targeted Copper 
Theranostics offer 
significant supply, 
logistical and 
environmental advantages 
over the current generation 
of radiopharmaceutical 
products.

2

CLARITY PHARMACEUTICALS LTD | ANNUAL REPORT 2023



Clarity’s three core products, SAR-bisPSMA, SAR-Bombesin and 
SARTATE, each contain a different targeting agent and bind to 
different receptors that are present on different cancer cells.

The three theranostic products are in clinical development for both diagnosis and treatment of various cancers 
and address unmet clinical needs. In addition to these core products, SAR Technology is used in Clarity’s 
Discovery Program, which explores new targeting agents, thereby creating new TCTs to expand the existing 
platform.

TCTs provide a scalable, 
dependable, cost-effective 
and environmentally 
friendly way to expand 
radiopharmaceuticals into 
the global oncology market.

SAR-Bombesin 
targets the gastrin releasing 
peptide receptor (GRPr), a 
receptor present across a range 
of cancers, including breast and 
prostate cancers.

SARTATE
targets the somatostatin receptor 
2 (SSTR2), which is present in 
an aggressive childhood cancer, 
neuroblastoma, as well as 
neuroendocrine tumours (NETs), 
among other cancers.

SAR-bisPSMA 
has been optimised with two 
targeting agents that bind to 
prostate specific membrane 
antigen (PSMA), which is present 
in the majority of prostate 
cancers.

3



EXECUTIVE  
CHAIRPERSON’S LETTER
Dear fellow Shareholders,

On behalf of the Directors of Clarity Pharmaceuticals 
Ltd (Clarity), I am delighted to present Clarity’s annual 
report for the financial year 2022-2023 (FY2022-2023).

Clarity has had an outstanding year as we made 
significant headway in progressing our pipeline of 
products through clinical development and strengthening 
the supply and manufacturing in preparation for 
registrational trials. We would like to thank our 
Shareholders for their support of the company as their 
investment has ensured we are well-funded to continue 
our endeavours and address the growing demand for 
radiopharmaceuticals in oncology. 

One of the most exciting developments over the last 12 
months has been the results we are generating with our 
SAR-bisPSMA product. SAR-bisPSMA was developed 
at the bench top of the University of Melbourne in 
collaboration with Professor Paul Donnelly with the 
intent of overcoming the shortfalls of the current 
generation of PSMA-targeting products. SAR-bisPSMA 
was optimised with two PSMA-targeting agents, which 
not only increased the amount of product in the lesions 
but also increased how long the product was retained 
in the lesions over time, making it an ideal candidate for 
diagnosis and therapy. We are now generating  
encouraging data in our therapy trial in real time and 
the development of this product is evolving into a great 
Australian science story. 

With still 15 years of patent life for this agent, and 
Phase III trials for the diagnostic commencing this year 
and the therapy currently at the highest dose cohort, 
we are really excited to see the development of this 
agent over the next 12 months and beyond.

Clarity is a leader in the development of 
radiopharmaceuticals and is focused solely on TCTs. 
As a pure play, with all of our products relating to our 
TCT platform, we are leading this space globally as we 
fully leverage our innovative platform technology and 
continue to build a strong intellectual property position 
over our entire asset portfolio. 

Clarity is further differentiated by our established supply 
chains for the production of TCTs in the US via electron 
accelerators and cyclotrons, rather than nuclear reactors 
and generators. Our technology lends itself to a scalable and 
dependable future for radiopharmaceuticals, unhindered by 
the quality and manufacturing issues currently plaguing the 
broader radiopharmaceuticals market.

Our TCT platform of products provides a reliable, scalable 
and cost-effective way to bolster radiopharmaceuticals in 
the global oncology market. With radiopharmaceuticals 
expanding into large oncology indications, such as 
prostate cancer, TCTs are ideally positioned to provide a 
sustainable future for our field with minimal supply and 
logistical interruptions, unlike the current generation of 
products, such as gallium-68 based diagnostics and 
lutetium-177 based therapies.
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Clarity currently has three core product areas. Our first 
product area, SAR-bisPSMA, is an optimised dual 
PSMA-targeting agent for prostate cancer. It has been 
progressing through clinical development as the 
stand-alone diagnostic in three clinical trials this year, 
including an upcoming registrational Phase III trial, 
CLARIFY, as well as a theranostic product in the 
SECuRE trial, which has been advancing well with very 
promising early data. The second product area, 
SAR-Bombesin, is a pan-cancer agent which is 
currently being developed for prostate cancer as a 
stand-alone diagnostic as well as a theranostic 
product in the COMBAT trial. Our third product area, 
SARTATE, is in clinical trials as a theranostic for 
neuroblastoma, an aggressive childhood cancer, and 
as a stand-alone diagnostic for neuroendocrine 
tumours (NETs). We are very excited and encouraged 
by the positive data so far generated by these trials 
and look forward to providing further updates to the 
market in the future.

I would like to extend my utmost thanks to our 
incredibly dedicated fellow teammates whose 
unwavering dedication to the task at hand has single 
handedly built Clarity’s success to date and changed 
the lives of a growing number of patients around the 
world. Thank you also to our Board of Directors, 
Advisory Board and collaborators, who are assisting 
us in skilfully implementing our strategic approach to 
advancing our diagnostic and therapy platform. 
Clarity welcomed Ms Cheryl Maley to our Board of 
Directors as a Non-Executive Director. Ms Maley is an 
experienced senior leader with over 25 years of 
experience in the pharmaceutical industry. We made 
a strong addition to our Scientific Advisory Board, 
welcoming Mr Jon Stoner, who is the director of the 
Idaho Accelerator Center (IAC), a research institute of 
Idaho State University (ISU), who pioneered a new 
process for therapeutic copper-67 production and 
has supplied all of our copper-67 until recently. We 
also welcomed a new VP of Regulatory Affairs and 
Quality, Ms Kathryn Williams-Day, Senior Medical 
Director, Dr Othon Gervasio, and Senior Director of 
Commercial Development, Mr Bryce Kanter, among 
other talented professionals who joined our team in 
the last financial year.

Clarity continues to progress our Environmental, 
Social and Governance (ESG) practices, driven by our 
desire to offer a more sustainable future for 
radiopharmaceuticals for the benefit of patients. 

We believe we will provide superior options for the 
diagnosis and treatment of cancer which are 
environmentally preferrable as they are non-uranium 
sourced and do not have long-lived radioactive waste 
products. Our products also avoid the inefficiencies 
of diagnostic products which utilise shorter half-life 
isotopes. All TCTs can be centrally manufactured and 
distributed in the US.

Clarity’s mission is to improve treatment outcomes 
for children and adults with cancer. We are actively 
working with Neuroblastoma Australia, an Australian 
charity focused on raising awareness of this 
aggressive childhood cancer and funding leading 
research projects for the development of better, safer 
treatments for children with this insidious disease, as 
well as with EVAN Foundation, a US-based charity that 
is making a difference every day in the fight against 
neuroblastoma and other childhood cancers, whether 
in the laboratory, the clinic or the hospital room. We 
are also supporting Story Factory, a not-for-profit 
creative writing centre for young people from under-
resourced communities in our local area, and through 
this assistance giving a voice to these young people.

On behalf of the entire team, I would like to thank all of 
our shareholders who have continued to support 
Clarity. It has been an exciting journey from the bench 
top of Australian science and we remain in a strong 
cash position  with sufficient funds to continue hitting 
crucial milestones in the development of the exciting 
pipeline of next-generation TCTs in a quickly 
developing radiopharmaceuticals market.

We remain highly optimistic about our technology, 
team and strategy as we enter FY2023-2024. We look 
forward to reporting our progress to you as we 
continue along this exciting phase of our journey.

Yours sincerely,

Alan Taylor  
Executive Chairperson, Clarity Pharmaceuticals 

Executive Chairperson’s Letter
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CEO’S LETTER
Dear fellow Shareholders,

The financial year 2022-2023 (FY2022-2023) has been 
highly prolific for the Clarity team, with the Company 
achieving multiple major milestones in all active 
clinical trials and laying the foundations to commence 
registrational Phase III trials in the coming year. 

During the year, our team advanced the development 
of our three core products, SAR-bisPSMA, SAR-
Bombesin and SARTATE. We have achieved 
significant milestones in 9 clinical trials, with 2 of 
them now successfully completed, and are moving 
into Phase III clinical trials. On the theranostic front, 
Clarity has started its third theranostic trial with 
SAR-Bombesin for prostate cancer and rapidly 
progressed through 2 cohorts in the therapeutic 
phase of the SECuRE trial with SAR-bisPSMA in this 
reporting period. Furthermore, the first patient has 
already been dosed successfully at the highest dose 
level of 12GBq of 67Cu SAR-bisPSMA and we are 
actively recruiting into cohort 3. Our CL04 trial in 
children with neuroblastoma is also progressing well 
and the first participant in the highest dose 
escalation cohort has been treated. Recruitment into 
cohort 4 is ongoing.

The diagnostic trials have made significant progress 
as two prostate cancer trials, PROPELLER with 
SAR-bisPSMA and BOP with SAR-Bombesin, have 
been successfully completed with positive data being 
presented at some of the most prestigious 

conferences in the oncology and nuclear medicine 
fields. Clarity is now also initiating CLARIFY, a  
Phase III registrational trial with 64Cu SAR-bisPSMA. 
The CLARIFY trial follows on from the earlier 
PROPELLER trial data and the Phase III study design 
has received positive guidance from the US FDA. Our 
second diagnostic trial with SAR-bisPSMA, COBRA, 
reached its recruitment target in February 2023 and 
trial participants have been followed up for 6 months 
as per the protocol. We are currently awaiting full trial 
data analysis to inform a second Phase III 
registrational trial to expand the use of the SAR-
bisPSMA diagnostics to the broader patient 
population with prostate cancer. The SAR-Bombesin 
SABRE trial opened for recruitment in September 
2022 and surpassed the 50% recruitment milestone in 
July 2023. We aim to complete recruitment in this 
trial in the coming year.

To learn more about our exciting pipeline of TCTs and 
the progress we made this year on each product, 
please read the Clinical and Regulatory Development 
section (page 9). 

Clarity’s SAR Technology allows us to explore new, 
exciting products for cancer indications with high 
unmet need beyond the three key products. We can 
achieve this by linking our proprietary chelator 
(“cage”) that securely holds copper isotopes to 
various promising targeting agents to enable imaging 
and therapy. This ability constitutes the backbone of 
our Discovery Program. 
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Most recently, Clarity bolstered the Discovery 
Program by acquiring an exclusive worldwide license 
from Memorial Sloan Kettering Cancer Center (MSK) 
to intellectual property covering antibody pre-
targeting technology. Discover more about this 
exciting technology and the synergies of pre-
targeting with Clarity’s SAR Technology in the 
Discover Program section (page 33). 

To ensure a strong supply, manufacturing and 
logistical foundation for our clinical trials and to fully 
exploit the benefits of copper theranostics, we 
executed a number of supply and manufacturing 
agreements during and since the reporting period. 
Our commercial-scale copper-67 supplier, NorthStar 
Medical Radioisotopes (NorthStar), is now routinely 
producing the radioisotope using their large-scale, 
highly efficient, environmentally preferable electron 
accelerator technology. NorthStar has now supplied 
copper-67 for clinical trial participants, with the first 
participant of the highest dose escalation cohort in 
the CL04 theranostic trial in neuroblastoma, an 
aggressive childhood cancer, receiving Northstar’s 
copper-67. NorthStar complements our ongoing 
supply from the Idaho Accelerator Center, which has 
been supplying us copper-67 for all of our pre-clinical 
and clinical development over the last 8 years.

Clarity has also entered a Master Service Agreement 
and a Clinical Supply Agreement with PETNET 
Solutions Inc. to supply 64Cu SAR-bisPSMA for 
Clarity’s pivotal Phase III clinical trials. PETNET are a 
global positron emission tomography (PET) 
radiopharmaceutical network and the largest 
manufacturer of radiopharmaceuticals for PET 
imaging in the US. 

As Clarity commenced its third theranostic trial, 
COMBAT, in this financial year, we have also expanded 
our Targeted Copper Theranostic manufacturing 
agreement with Evergreen Theragnostics, Inc. to 
include 67Cu SAR-Bombesin manufacture.

As we look ahead to FY2023-2024, there are multiple 
exciting milestones on the horizon. We will continue to 
progress our pipeline of products in clinical 
development, strengthen our intellectual property, 
grow our team as well as expand our supply and 
manufacturing network throughout FY2023-2024, 
while also advancing our business development 
efforts. Importantly, Clarity is well-funded to progress 
our existing trial program into registrational Phase III 
trials with a strong cash position of $65.0 million that 
provides cash runway well into 2024.

I would like to thank the entire team for their hard work 
which has delivered considerable progress across our 
trials this year. I also thank the investigators, clinical 
trial participants and their families for their 
commitment to supporting our clinical trial programs 
in the pursuit of developing innovative and effective 
radiopharmaceutical therapies for better treating 
children and adults with cancer.

We look forward to reporting our progress to you as 
we enter this next exciting phase, driven by our 
ultimate goal of developing next-generation 
radiopharmaceuticals.

Yours sincerely,

Colin Biggin 
CEO, Clarity Pharmaceuticals 

We will continue to progress our pipeline of products in clinical 
development, strengthen our intellectual property, grow our team as 
well as expand our supply and manufacturing network throughout 
FY2023-2024.

CEO’s Letter
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CORPORATE AND 
FINANCE
Clarity’s cash position remains strong with a balance of $65.0 
million as at 30 June 2023. Inclusive of FY2022/2023 R&D Tax 
Incentive Refund of $6.7 million, received in the June quarter, 
this funding will provide cash runway into 2024 and take 
Clarity into registrational Phase III clinical trials.

ENVIRONMENTAL, SOCIAL 
AND GOVERNANCE

Clarity’s Targeted Copper Theranostics (TCTs) offer a 
more sustainable future for radiopharmaceuticals 
through a reliable and scalable supply chain, which is 
also environmentally preferrable. The therapeutic 
radioisotope copper-67 is produced on electricity-
powered electron accelerators, instead of nuclear 
reactors. Electron accelerator production is not fuelled by 
uranium, does not produce long-lived radioactive waste 
products and uses a readily available source material, 
unlike other nuclear reactor-based processes that are 
currently utilised to produce therapeutic radioisotopes, 
such as lutetium-177. The diagnostic radioisotope, 
copper-64, helps to avoid inefficiencies of current-
generation diagnostic products, such gallium-68, which 
utilise shorter half-life isotopes and require extensive 
and complex manufacturing and supply chains.

Clarity’s mission is to improve treatment outcomes for 
children and adults with cancer. While focusing on the 
development of next-generation radiopharmaceuticals 
to achieve this mission, Clarity is also actively working

During and since the reporting period, Clarity continued to progress its 
Environmental, Social and Governance (ESG) practices.

with Neuroblastoma Australia, a charity focused on 
raising awareness of this aggressive childhood cancer 
and funding leading research projects for the 
development of better, safer treatments for children with 
this insidious disease. In FY2022-2023, Clarity was the 
Platinum Sponsor for the Run2Cure fun run organised by 
Neuroblastoma Australia. In the US, Clarity is supporting 
the Treats and Treasures Carts program by EVAN 
Foundation, a charity that is making a difference every 
day in the fight against neuroblastoma and other 
childhood cancers, whether in the laboratory, the clinic or 
the hospital. The program brings smiles to over 1,300 
childhood cancer patients a week across 18 participating 
hospitals. Clarity is also supporting Story Factory, a 
not-for-profit creative writing centre for young people 
from under-resourced communities in Redfern, Clarity’s 
local suburb. The contributions to Story Factory funded a 
partial salary for an Indigenous Storyteller to support 
and give voice to the local young Aboriginal and Torres 
Strait Islander people.

CLARITY PHARMACEUTICALS LTD | ANNUAL REPORT 2023
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CLINICAL AND REGULATORY 
DEVELOPMENT
The FY2022/2023 has been momentous for Clarity’s 
clinical and regulatory development, resulting in a diverse 
range of products in clinical trials which address both large 
indications as well as rare and orphan indications of cancer.

During and since FY2022/2023 Clarity’s three key products, SAR-bisPSMA, SAR-Bombesin and SARTATE, have 
progressed in nine clinical trials, including three theranostic trials, five diagnostic trials and one investigator-
initiated trial (IIT). Five clinical trials are actively recruiting participants, with a Phase III registrational trial 
scheduled to open for recruitment in the current financial year. 

Theranostic Diagnostic

SAR-bisPSMA SECuRE – Phase I/IIa theranostic trial 
for identification and treatment of 
PSMA-expressing metastatic castrate-
resistant prostate cancer (mCRPC) 
using 64Cu/67Cu SAR-bisPSMA in the US 
(NCT04868604)¹

PROPELLER – Phase I Positron Emission Tomography 
(PET) imaging trial of participants with confirmed 
prostate cancer using 64Cu SAR-bisPSMA in Australia 
(NCT04839367)4

CLARIFY – Registrational Phase III PET imaging trial of 
participants with high-risk prostate cancer prior to 
radical prostatectomy using 64Cu SAR-bisPSMA in the 
US and Australia (NCT06056830)18

COBRA – Phase I/II PET imaging trial of participants 
with biochemical recurrence (BCR) of prostate cancer 
following definitive therapy using 64Cu SAR-bisPSMA 
in the US (NCT05249127)5

SAR-Bombesin COMBAT – Phase I/IIa theranostic trial 
for identification and treatment of 
mCRPC that is expressing the Gastrin-
Releasing Peptide receptor (GRPr), in 
participants who are ineligible for 
177Lu-PSMA-617, using 64Cu/67Cu 
SAR-Bombesin in the US 
(NCT05633160)²

SABRE – Phase II PET imaging trial of participants with 
PSMA-negative BCR of prostate cancer in the US 
(NCT05407311)6

BOP – Investigator Initiated Phase II PET imaging trial 
of participants with negative PSMA PET or low PSMA 
expression disease in patients with suspected BCR of 
their prostate cancer and patients with mCRPC using 
64Cu SAR-Bombesin led by Prof Louise Emmett at St 
Vincent’s Hospital Sydney (NCT05613842)7

SARTATE CL04 – Phase I/IIa theranostic trial in 
paediatric patients with high-risk 
neuroblastoma using 64Cu/67Cu 
SARTATE in the US (NCT04023331)³

DISCO – Phase II PET imaging trial of participants with 
known or suspected neuroendocrine tumours (NETs) 
using 64Cu SARTATE in Australia (NCT04438304)8
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CLINICAL AND REGULATORY 
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Diagnostic

DISCO

SAR-bisPSMA SAR-Bombesin SARTATE

Prostate cancer Neuroblastoma

Theranostic

CL04SECuRE PROPELLER COBRA COMBAT SABRE BOP

DiagnosticTheranosticDiagnosticTheranostic

CLARIFY

Clarity is conducting multiple clinical trials for each of its three key products in order to explore both diagnostic 
and therapeutic opportunities, as well as expand their potential applications in a range of cancers.

FIVE OPEN INVESTIGATIONAL NEW 
DRUG (IND) APPLICATIONS WITH  
THE US FDA
An open IND allows Clarity to progress clinical trials of products in the US. Clarity received FDA clearance to 
proceed with the following trials:

Theranostic  
64Cu/67Cu SARTATE

product for patients  
with neuroblastoma 

Therapy  
67Cu SAR-bisPSMA 

product for prostate  
cancer patients 

Therapy  
67Cu SAR-Bombesin 

product for prostate  
cancer patients 

Diagnostic  
64Cu SAR-bisPSMA

product for prostate  
cancer patients

Diagnostic  
64Cu SAR-Bombesin

product for prostate  
cancer patients 
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CLARITY’S CLINICAL 
MILESTONES 
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During and since FY2022-2023

Q2 FY2022-23Q1 FY2022-23 Q3 FY2022-23 Q4 FY2022-23 Q1 FY2023-24

1st participant 
treated in 
cohort 3

1st participant 
imaged

SECuRE  
SAR-bisPSMA 
US

COMBAT 
SAR-Bombesin  
US

CL04  
SARTATE 
US

PROPELLER/ 
CLARIFY 
SAR-bisPSMA 
US

COBRA  
SAR-bisPSMA 
US

SABRE  
SAR-Bombesin  
US

BOP  
SAR-Bombesin 
AU

DISCO  
SARTATE AU
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SAR-bisPSMA is a next  
generation, theranostic  
radiopharmaceutical with  
optimised dual PSMA-
targeting agents to 
improve uptake and 
retention of the product in 
tumours.

SAR-bisPSMA is being developed for 
diagnosing, staging and subsequently 
treating cancers that express PSMA. The 
product uses either copper-64 (64Cu) for 
imaging (64Cu SAR-bisPSMA) or copper-67 
(67Cu) for therapy (67Cu SAR-bisPSMA).

In addition to the therapy program in metastatic 
castrate resistant prostate cancer (mCRPC) with 
64Cu SAR-bisPSMA and 67Cu SAR-bisPSMA, Clarity 
is also running multiple diagnostic trials in line with 
advice received from the US FDA to address the two 
relevant patient populations for registration of 64Cu 
SAR-bisPSMA:

•	 pre-prostatectomy/pre-definitive treatment of 
patients with confirmed prostate cancer; and

•	 patients with biochemical recurrence (BCR) of 
prostate cancer.

SAR-bisPSMA –  
PROSTATE CANCER

PRODUCT UPDATES
Pr

od
uc

t
In

di
ca

tio
n

Ap
pl

ic
at

io
n

Tr
ia

l

SAR-bisPSMA

Prostate cancer

SECuRE COBRA

DiagnosticTheranostic

PROPELLER
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Clarity treated the first participant with 67Cu SAR-bisPSMA in the SECuRE trial 
(NCT04868604)1 in October 2022 and since then successfully completed cohorts 1 and 2 
of the dose escalation phase, progressing to cohort 3 and dosing the first participant at 
the highest dose level of 12GBq of 67Cu SAR-bisPSMA in August 2023.

SECuRE  – theranostic 64Cu/67Cu SAR-bisPSMA trial

SECuRE is a US-based Phase I/IIa theranostic trial for 
identification and treatment of an advanced form of 
prostate cancer, mCRPC. It is a multi-centre, single 
arm, dose escalation study with a cohort expansion 
planned for up to 44 participants. The aim of this trial 
is to determine the safety and tolerability of both 64Cu 
SAR-bisPSMA and 67Cu SAR-bisPSMA as well as the 
efficacy of 67Cu SAR-bisPSMA as a therapy.

In this theranostic trial, Clarity first uses its imaging 
product, 64Cu SAR-bisPSMA, to visualise PSMA 
expressing lesions and select participants who are 
most likely to respond well to subsequent therapy 
with 67Cu SAR-bisPSMA.

In the dose escalation phase of this study, each 
subsequent cohort of participants receive an 
increased dose of the therapeutic drug until the 
optimal dose is determined (Maximum Tolerated 
Dose, MTD). In cohort 1, each participant received a 
single administration of 4GBq of 67Cu SAR-bisPSMA 
and in cohort 2 the dose was increased to 8GBq. No 
dose limiting toxicities have been reported in any of 

the participants to date. Cohort 3 is the last to assess 
single doses of 67Cu SAR-bisPSMA at the highest dose 
level of 12GBq and will be followed by a multi-dose 
cohort, pending safety evaluation.

The 3 participants in the recently completed cohort 2 
have been monitored by their physicians for safety 
and treatment response as per the trial protocol. All 3 
participants have demonstrated a prostate specific 
antigen (PSA) reduction. PSA levels fell in all 
participants, with the first 2 showing reductions of 
greater than 95% and the last participant showing a 
drop of approximately 70%. A PSA decline of 50% or 
greater is one of the primary endpoints of the SECuRE 
trial and a commonly used surrogate endpoint for 
efficacy in this patient population. 

PET/CT images collected before and after a single 
8GBq therapy cycle of 67Cu SAR-bisPSMA 
demonstrated a reduction in the intensity of the 
diagnostic product at the lesion sites (Figure 1).

Figure 1. 64Cu SAR-bisPSMA PET/CT imaging before and after a single cycle of 8GBq 67Cu SAR-bisPSMA (cohort 2). 
White arrows show increased uptake of 64Cu SAR-bisPSMA before therapy with 67Cu SAR-bisPSMA (top images) with 
considerable reduction in 64Cu SAR-bisPSMA uptake post-therapy (bottom images).
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Figure 2. SPECT/CT imaging at 48 hrs following cycle 1 (Oct 2022) and cycle 4 (Jun 2023) of 4GBq 67Cu SAR-bisPSMA

Expanded Access Program Patient Case Study: Multiple 4GBq Cycles of 67Cu SAR-bisPSMA

Outside  of the trial, additional therapy cycles of 67Cu 
SAR-bisPSMA have also been requested by clinicians 
under the US Food and Drug Administration (FDA) 
Expanded Access Program (EAP) for participants in 
cohorts 1 and 2. 67Cu SAR-bisPSMA SPECT/CT images 
depicted on Figure 2 were collected 48 hours after the 
first and fourth administrations of 4GBq of 67Cu SAR-
bisPSMA in a patient from cohort 1 who received 
additional cycles under the EAP.

Images collected following the fourth therapy cycle 
demonstrate a reduction in the intensity of the 
therapeutic 67Cu SAR-bisPSMA product uptake at the 
lesion sites outlined in the images. A reduction of 
greater than 50% in PSA levels was observed in this 
participant following the first administration of 4GBq 
of therapeutic 67Cu-SAR-bisPSMA and a drop of 
greater than 90% in PSA was observed after the fourth 
cycle of 4GBq of 67Cu-SAR-bisPSMA.

14
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PROPELLER – diagnostic 64Cu SAR-bisPSMA trial

PROPELLER was the first-in-human trial administering Clarity’s 
optimised PSMA agent, 64Cu SAR-bisPSMA, to 30 participants 
with confirmed prostate cancer prior to undergoing radical 
prostatectomy. The trial also compared the diagnostic properties 
of 64Cu SAR-bisPSMA against 68Ga PSMA-11, which is approved 
for prostate cancer imaging in Australia and the US.

Clarity was awarded First Place in the Oncology, Clinical Therapy & 
Diagnosis category for the poster presentation detailing the results 
from the completed PROPELLER diagnostic trial at the SNMMI 
Annual Meeting 2023, the world’s premier educational, scientific and 
research meeting in nuclear medicine and molecular imaging.

To view the full poster from ASCO 2023 online, click here. 
To view the full poster from SNMMI 2023 online, click here.

The PROPELLER data further validates 64Cu SAR-bisPSMA as a potential 
best-in-class PSMA agent for the diagnosis of prostate cancer. 

Clarity reached full recruitment in the PROPELLER trial (NCT04839367)4 in July 2022 and 
since then presented positive results as 64Cu SAR-bisPSMA was found to be safe, well 
tolerated and efficacious in detecting prostate cancer. The results have been presented at 
three prestigious conferences, the American Society of Clinical Oncology Genitourinary 
Cancers Symposium (ASCO GU), American Society of Clinical Oncology (ASCO) and the 
Society of Nuclear Medicine and Molecular Imaging (SNMMI) Annual Meeting in 2023. 

The PROPELLER trial 
achieved its primary 
objectives and showed that 
64Cu SAR-bisPSMA was 
safe, well tolerated and 
efficacious in detecting 
primary prostate cancer. 
64Cu SAR-bisPSMA 
demonstrated brighter 
uptake and detected more 
lesions than the standard of 
care 68Ga PSMA-11 product.

All Cohorts Parameter

Reader 1

Reader 2

SUVmax
64Cu
68Ga
64Cu
68Ga

SUVmean

TBR

SUVmax

SUVmean

TBR

14.23

9.26

27.94

27.99

18.78

46.93

p < 0.001

p < 0.001

p < 0.001

p < 0.001

p < 0.001

p < 0.001

Imaging N Median IQR Min Max
Median 

Difference p-value

64Cu
68Ga

64Cu
68Ga

64Cu
68Ga

64Cu
68Ga

28

28

28

28 9.12
28

28

16

16

16

16

16

16

30.26

13.53

21.2

53.55

24.29

28.4

9.94

41.66

14.93

78.37

24.69

8.71

46.9

12.79

32.23

84.45

36

37.92

11.56

58.77

17.16

98.97

52.14

1.8

8

2.7

5.4

10.3

9.6

4.4

1.8

6.1

2.7

6.7

5

37.6

100

55.1

69.9

294.1

134.4

69.9

37.6

100

55.1

243.9

112.4

Table 1. 64Cu SAR-bisPSMA showed statistically higher uptake than 68Ga PSMA-11 in lesions detected by both products*

64Cu SAR-bisPSMA detected more lesions and showed statistically higher uptake when 
compared to 68Ga PSMA-11.

*SUV: Standardised Uptake Value - measurement used to assess uptake of product in lesions or specific area 
 TBR: Tumor-to-Background Ratio 
 IQR: Interquartile Range
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Figure 3. PET/CT demonstrated uptake of 64Cu SAR-bisPSMA (B) in a left pelvic lymph node (white arrows) according to both 
readers and prostate cancer was confirmed via histopathology. Readers did not detect uptake in the pelvic lymph node on the 
68Ga PSMA-11 PET/CT (A). Time between serial imaging was 7 days.

*SUV: Standardised Uptake Value - measurement of product uptake in tissue normalised to a distribution volume

Figure 4. Comparison of 68Ga PSMA-11 (left image) to Clarity’s 64Cu SAR-bisPSMA (right image) in the same patient.

68Ga PSMA-11 (~200MBq, left image) vs. 64Cu SAR-bisPSMA (~200MBq, right image) in the same patient. Time between serial 
imaging was 8 days. Standardised Uptake Value (SUVmax)* of the lesions were 6.5 and 6.3 for 68Ga PSMA-11 and 16.5 and 
18.5 for 64Cu SAR-bisPSMA.

*SUV: Standardised Uptake Value - measurement of product uptake in tissue normalised to a distribution volume

A: 68Ga PSMA

B: 64Cu SAR-bisPSMA
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64Cu SAR bisPSMA

Clarity will be commencing the CLARIFY 
(NCT06056830)18 trial following a successful end-of-
phase meeting with the US FDA in July 2023 and is 
expecting to begin patient recruitment in late 2023. 
The FDA is supportive of the trial in 383 participants 
with untreated, histopathology-confirmed PC, with 
high-risk features, who are proceeding to radical 
prostatectomy with pelvic lymph node dissection.

The aim of the Phase III trial is to assess the 
diagnostic performance of 64Cu SAR-bisPSMA PET to 
detect prostate cancer within the pelvic lymph nodes. 
Evaluation will be across two imaging timepoints, day 
1 (day of administration) and day 2 (approximately 24 
hours post administration). Delayed imaging is not 
possible with current-generation 
radiopharmaceuticals due to the shorter half-life of 
the 68Ga and 18F radioisotopes. 64Cu has an optimal 
half-life that enables imaging up to 72 hours post 
administration. The CLARIFY study is investigating if 
delayed imaging allows for improved disease 
detection.

CLARIFY – diagnostic Phase III registrational 
64Cu SAR-bisPSMA trial 
Data generated from the PROPELLER trial was used to inform the study design of CLARIFY, 
a pivotal Phase III trial in patients with prostate cancer who are planned for prostatectomy.

The final study results from the CLARIFY 
trial are intended to provide sufficient 
evidence to support an application to the 
FDA for approval of 64Cu SAR-bisPSMA as 
a new diagnostic imaging agent for pre-
prostatectomy prostate cancer patients.

1.	 Patients with untreated, newly diagnosed prostate cancer who 
are proceeding to surgery

2.	 Manufacturing of 64Cu SAR-bisPSMA
3.	 64Cu SAR-bisPSMA administration followedby PET/CT scan
4.	 “Same day” and “next day” imaging (day 1 and day 2)
5.	 Surgical removal of the prostate and pelvic lymph nodes
6.	 Histopathology to confirm the results of the PET scan 

Currently approved diagnostic products have low 
sensitivity, meaning some lesions may remain 
undetected. Clarity’s SAR-bisPSMA product was 
developed in response to this issue. The dual PSMA-
targeting agent and delayed imaging feature have the 
potential to improve product uptake and retention in 
prostate cancer lesions.

Being able to accurately identify lesions outside of 
the prostate provides healthcare professionals with 
crucial information on disease progression and 
allows for better informed decisions in regards to the 
patients’ treatment plan.

Product Updates
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COBRA – diagnostic 64Cu SAR-bisPSMA trial

COBRA is a Phase I/II Positron Emission Tomography (PET) 
imaging trial of participants with BCR of prostate cancer following 
definitive therapy. In this study, participants have an increase of 
prostate specific antigen (PSA), a blood measurement indicating 
their prostate cancer has returned or spread following initial 
therapy, but the location of their cancer is unknown.

COBRA is a multi-centre, single arm, non-randomised, open-label 
trial of Clarity’s PSMA imaging product (64Cu SAR-bisPSMA) in 50 
participants. The primary objectives of the trial are to investigate 
the ability of 64Cu SAR-bisPSMA to correctly detect recurrence of 
prostate cancer as well as assess its safety and tolerability.

Clarity reached its recruitment target in the diagnostic 64Cu SAR-bisPSMA trial, COBRA 
(NCT05249127)5, in February 2023. All participants have completed the trial and the data 
is being prepared for analysis of results. Positive results from the COBRA trial will enable a 
Phase III trial in patients with BCR of their prostate cancer.

Figure 5. Serial Maximum Intensity Projection (MIP) PET scans over 24hrs showing areas of abnormal uptake in pelvic and 
abdominal lymph nodes.

The above image shows the PET scan from a patient with known recurrence of their disease from the COBRA trial after 
administration of 64Cu SAR-bisPSMA. The image on the right shows the PET scan from the same patient imaged ~24 hours 
later. The COBRA trial is investigating whether imaging at later time points is able to detect additional disease that is not 
visible when images are only collected shortly after administration of the product. As a diagnostic tool, this is highly relevant 
in patients with suspected BCR which is where these PSMA PET products have significant utility. Being able to detect disease 
only visible at later time points, something not possible with 18F- or 68Ga-based products, could lead to a significant change in 
treatment management of these patients.

In the COBRA trial, 
participants are imaged on 
the day of administration 
and 24 hours later. The 
study is investigating if 
delayed imaging allows for 
improved disease detection 
and the potential to change 
the treatment plan for these 
patients.
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SAR-Bombesin is being developed for 
identifying and selecting patients for 
subsequent treatment of cancers that 
express a specific receptor called the 
gastrin releasing peptide receptor (GRPr), 
including prostate cancer and breast cancer. 
Like all Clarity products, the SAR-Bombesin 
product uses copper-64 (64Cu) for imaging 
(64Cu SAR-Bombesin) or copper-67 (67Cu) 
for therapy (67Cu SAR-Bombesin).

Approximately 20% of prostate cancers with BCR are 
PSMA-PET negative9-12 and approximately 25% of 
mCRPC patients have low or no uptake of a PSMA-
targeting tracer13. These patients are unlikely to show 
meaningful uptake of PSMA-targeted products, such 
as 68Ga-PSMA-11 for imaging, and therefore may not be 
eligible for a PSMA-targeted treatment, such as 177Lu 
PSMA-617. Currently these patients have few therapy 
options available to treat their cancer.

SAR-Bombesin is currently being investigated in two 
clinical trials in prostate cancer indications:

•	 theranostic Phase I/IIa trial in the US (COMBAT)2 in 
patients with mCRPC;

•	 diagnostic Phase II trial in the US (SABRE)6 in 
patients with BCR of prostate cancer.

While the clinical development path for SAR-Bombesin 
is focused on prostate cancer with negative or low 
PSMA expression, there is a significant opportunity to 
expand its use into the broader group of prostate 
cancer patients who have both GRPr and PSMA 
expression on their cancers, as well as into other 
cancers that express GRPr.

SAR-BOMBESIN –  
PROSTATE CANCER

SAR-Bombesin is a  
highly targeted pan-
cancer theranostic  
radiopharmaceutical.

SAR-Bombesin

Prostate cancer

COMBAT SABRE BOP

DiagnosticTheranostic
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Clarity commenced its theranostic 64Cu/67Cu SAR-Bombesin Phase I/IIa trial in mCRPC 
with the opening of the first site at BAMF Health, Inc. in Michigan in June 2023, 
following IND approval from the US FDA in November 2022.

COMBAT – 
theranostic 67Cu SAR-Bombesin prostate cancer trial

COMBAT (NCT05633160)2 is a dose escalation and 
cohort expansion trial for up to 38 participants. The 
aim for the trial is to determine the safety and 
efficacy of 67Cu SAR-Bombesin as well as the safety 
of 64Cu SAR-Bombesin in participants with GRPr 
expressing mCRPC in patients who are ineligible for 
therapy with 177Lu PSMA-617.

SAR-Bombesin is a pan-cancer 
product and the open IND 
offers exciting opportunities 
for exploring new theranostic 
indications with this versatile 
product.
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SABRE –  
diagnostic 64Cu SAR-Bombesin prostate cancer trial
Clarity is actively recruiting in its US-based diagnostic 64Cu SAR-Bombesin trial for 
patients with PSMA-negative prostate cancer, SABRE (NCT05407311)6, under an open 
IND from the US FDA. Clarity hit the 50% recruitment milestone in July 2023. Recruitment 
into the trial opened in September 2022 with the first participant imaged shortly after. 

SABRE is a Phase II multi-center, single arm, non-
randomised, open-label trial in 50 participants with 
suspected recurrence of their prostate cancer and 
who have negative or equivocal findings of prostate 
cancer on standard of care imaging, including 
approved PSMA agents.

The primary objectives of the trial are to investigate 
the safety and tolerability of 64Cu SAR-Bombesin, as 
well as its ability to correctly detect the recurrence of 
prostate cancer.

In the SABRE trial, participants are imaged on the day 
of administration (same day imaging) and 24 hours 
later (next day imaging). The study is investigating if 
delayed imaging allows better identification of very 
early disease or patients with low GRPr expression.

Figure 6. 64Cu SAR-Bombesin detected a positive lymph node on both scans (same day and next day imaging scans). No 
uptake was observed using 18F DCFPyL PET/CT.  A subsequent biopsy, performed and assessed locally by the study site, 
has confirmed prostate cancer.

Subject to the outcome of the 
SABRE trial, Clarity is planning 
to launch a pivotal Phase III 
diagnostic trial with 
64Cu SAR-Bombesin for first 
product approvals in the US.

On Figure 6, the images in the cross hairs on day 
1 and day 2 following 64Cu SAR-Bombesin 
administration clearly identify a pelvic lymph 
node, while there was no uptake with 18F DCFPyL, 
an FDA-approved PSMA agent.

64Cu-SAR-Bombesin has the potential to identify areas of disease which have gone 
undetected with current standard of care modalities. Being able to visualise where 
the disease has reoccurred could lead to clinicians being able to better treat this 
group of patients with GRPr expression of BCR prostate cancer.

18F DCFPyL PET/CT 64Cu SAR-Bombesin Same Day 64Cu SAR-Bombesin Next Day
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The diagnostic BOP (NCT05613842)7 trial, evaluating 64Cu SAR-Bombesin, was completed 
in June 2023 with initial data presented at the European Association of Nuclear Medicine 
(EANM) 2023 Congress. The trial opened for recruitment in August 2022 and quickly 
progressed through recruitment milestones throughout the financial year.

BOP – diagnostic 64Cu SAR-Bombesin 
investigator-initiated trial (IIT) in prostate cancer

BOP is a Phase II IIT in 30 participants led by Prof 
Louise Emmett at St Vincent’s Hospital, Sydney. 
The IIT is assessing the safety of 64Cu SAR-
Bombesin as well as looking at the diagnostic 
potential across two different groups of men:

1.	 Participants with BCR of their prostate cancer 
who have negative PSMA PET imaging scans 
or low PSMA expressing disease; and

2.	 Participants with mCRPC who are not suitable 
for PSMA-targeted 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. 

64Cu SAR-Bombesin was found to be safe and able 
to detect prostate cancer lesions in over 30% of 
participants with negative or equivocal standard of 
care PSMA PET (8/25, 32% detection rate) in 
participants in the first cohort of the BOP trial.

“This could be 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,”

- Dr Alan Taylor

No adverse events from 64Cu-SAR-Bombesin 
administration were reported in participants in the 
first cohort of the BOP trial. They received the mean 
dose of 210 MBq of 64Cu SAR-Bombesin and imaged 
with PET at 1, 3 and 24 hours post-administration of 
the product. 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.
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Figure 7. 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.

Reproduced with permission from Prof Louise Emmett (St Vincent’s Hospital, Sydney – Australia). EANM 2023.

Figure 8. 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.

Reproduced with permission from Prof Louise Emmett (St Vincent’s Hospital, Sydney – Australia). EANM 2023.
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SARTATE is a next 
generation,  
highly targeted 
theranostic  
radiopharmaceutical.

SARTATE is being developed for diagnosing, 
staging and subsequently treating cancers 
that express somatostatin receptor 2 
(SSTR2), including neuroblastoma and 
neuroendocrine tumours (NETs). Like all 
Clarity products, the SARTATE product can 
be used with copper-64 (64Cu) for imaging 
(64Cu SARTATE) or copper-67 (67Cu) for 
therapy (67Cu SARTATE).

Clarity is progressing two trials with the SARTATE 
product, one theranostic trial in neuroblastoma and 
one diagnostic trial in neuroendocrine tumours (NETs):

•	 CL04 theranostic trial with an open IND in the US 
(NCT04023331)3

•	 DISCO diagnostic trial in Australia 
(NCT04438304)8.

In 2020, the US FDA awarded Clarity two Orphan Drug 
Designations (ODDs), one for 64Cu SARTATE as a 
diagnostic agent for the clinical management of 
neuroblastoma and one for 67Cu SARTATE as a therapy 
of neuroblastoma, as well as two Rare Paediatric 
Disease Designations (RPDDs) for these products. 
Should Clarity be successful in achieving marketing 
approval from the US FDA for these two products, 
RPDDs may allow the Company to access a total of 
two tradeable Priority Review Vouchers (PRVs) valued 
at ~$100M USD each.19

SARTATE -  
NEUROBLASTOMA AND NETs

NETs

Diagnostic

DISCO

SARTATE

Neuroblastoma

Theranostic

CL04
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CL04 – theranostic 64Cu/67Cu SARTATE 
neuroblastoma trial

CL04 is a multi-centre, dose-escalation, open label, 
non-randomised, theranostic clinical trial in paediatric 
patients with high-risk neuroblastoma. The trial is a 
Phase I/IIa with up to 34 participants where not only 
the safety and tolerability of both 64Cu SARTATE and 
67Cu SARTATE are being assessed, but also the 
effectiveness of 67Cu SARTATE as a treatment for 
neuroblastoma. Participants who show uptake of 
64Cu SARTATE in lesions will continue in the trial and 
will receive treatment with 67Cu SARTATE. 

In the dose escalation phase of the trial, each 
subsequent cohort will receive an increase in the 
therapeutic dose administered. Generally speaking, 
higher therapeutic dose is usually associated with 
greater therapeutic response, up to a certain threshold 
where toxicity may occur. The CL04 trial is designed to 
gradually increase the dose of 67Cu SARTATE 
administered to participants in each cohort, up to a 
maximum of 4 cohorts, until the Maximum Tolerated 
Dose (MTD) is reached.

Cohort 4 participants are being treated with a single 
dose of 375MBq of 67Cu SARTATE per kilogram body 
weight. This builds on the first 3 cohorts:

•	 Cohort 1 – 3 participants received an initial single 
dose of 75MBq/kg body weight 67Cu SARTATE

•	 Cohort 2 – 3 participants received an initial single 
dose of 175MBq/kg body weight 67Cu SARTATE

•	 Cohort 3 – 3 participants received an initial single 
dose of 275MBq/kg body weight 67Cu SARTATE

Once the MTD is established in the dose escalation 
phase, the trial will advance to the cohort expansion 
phase where an additional 10 participants will receive 
at least 2 therapy cycles of 67Cu SARTATE at the MTD, 
with up to 4 therapy cycles in total for those 
participants who demonstrate therapeutic benefit.

Some participants in the completed cohorts have 
received additional therapy cycles of 67Cu SARTATE in 
addition to the single therapy cycle administered 
under the CL04 trial. These subsequent therapy cycles 
are strictly contingent on the investigators’ 
assessment that the participant is demonstrating 
therapeutic benefit after the first dose.

Clarity looks forward to building upon the promising 
data reported to date and progressing recruitment to 
the dose-expansion phase of the trial.

Clarity successfully completed the first three cohorts of the CL04 theranostic trial 
(NCT04023331)3 in neuroblastoma patients. Final dose-escalation cohort opened for 
recruitment and the first participant was dosed at the highest dose level of 375MBq of 67Cu 
SARTATE per kilogram body weight in August 2023. Recruitment is ongoing at all clinical 
sites in the US.
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DISCO – diagnostic 64Cu SARTATE NETs trial

DISCO is assessing the performance of Clarity’s SARTATE imaging product as a potential new way to help 
diagnose and manage NETs. It is a Phase II trial in up to 63 participants across four sites in Australia comparing 
the diagnostic performance of 64Cu SARTATE at 4 and 20 hours post-administration to the current standard of 
care, 68Ga DOTATATE, at one hour. The study looks to build on earlier studies with SARTATE (Hicks, R. et al)14 
which demonstrated that delayed imaging may lead to better identification of disease.

Clarity’s diagnostic imaging study of 64Cu SARTATE in participants with known or 
suspected neuroendocrine tumours (NETs), DISCO (NCT04438304)8, continues 
to recruit participants in Australia following the 50% recruitment milestone 
achieved in February 2023.
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MANUFACTURING AND 
SUPPLY: THE GAME CHANGER 
IN RADIOPHARMACEUTICALS 

Targeted Copper Theranostics’ (TCTs) key 
differentiators are their logistical, manufacturing 
and environmental advantages associated 
with the perfect pairing of copper isotopes for 
diagnostic imaging (copper-64) and therapy 
(copper-67).

Combined with clinical benefits, which Clarity is actively 
exploring through its clinical program, these 
differentiators are the reason TCTs are considered the 
next generation of radiopharmaceuticals. They enable 
Clarity to employ the big pharma model of centralised 
manufacturing of both diagnostic and therapeutic 
products under current Good Manufacturing Practice 
(cGMP), something that the current generation of 
products is lacking.

Establishing dependable, scalable and sustainable 
manufacturing processes and supply chain is critical 
when considering the roll-out of radiopharmaceuticals 
into the large oncology market. Many 
radiopharmaceuticals have shown significant benefit to 
patients but failed at delivering these life-saving 
treatments to them and their healthcare providers due to 
supply chain and manufacturing constraints.

Clarity continued to expand its manufacturing and supply 
chain footprint, creating additional capacity and flexibility 
to supply products to any ZIP-code in the US with new 
agreements and investments made in the FY2022-2023.
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COPPER-67

In May 2021, Clarity entered into a Master Supply 
Agreement to produce the therapeutic radioisotope 
copper-67 with NorthStar Medical Radioisotopes 
(NorthStar), a global innovator in the development, 
production and commercialisation of 
radiopharmaceuticals used for therapeutic 
applications and medical imaging. Under the 
agreement, NorthStar will supply copper-67 
exclusively to Clarity to support Clarity’s TCT 
programs, with three active theranostic trials 
currently underway in the US.

NorthStar is now routinely producing Cu-67 at its 
state-of-the art production accelerator facility in 
Wisconsin, US. The Cu-67 from Northstar has been 
used as part of Clarity’s clinical programs in the US. 
It is the first operational commercial-scale supplier 
of this important therapeutic radioisotope. Their 
large-scale production of Cu-67 uses a highly 
efficient, environmentally preferable electron 
accelerator technology.

Copper-67 is a therapeutic isotope that is produced on electron accelerators, which are 
relatively inexpensive and infinitely scalable in all geographies of the world, including the 
US, Europe and Asia. Other commonly used therapeutic isotopes are produced on a small 
number of aging nuclear reactors. Outages at any of these reactors often cause shortages 
of therapeutic isotopes worldwide.
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COPPER-64

Copper-64 is produced in large volumes on 
cyclotrons and, due to the longer half-life of the 
isotope, the finished products can be made centrally 
with a significantly longer shelf life compared to 
current-generation PET diagnostics.

In preparation for the upcoming Phase III programs, 
Clarity has entered into a Master Service Agreement 
and a Clinical Supply Agreement covering the 64Cu 
SAR-bisPSMA product with PETNET Solutions Inc, a 
Siemens Healthineers Company – a global PET 
radiopharmaceutical network and the largest 
manufacturer of radiopharmaceuticals for PET 
imaging in the US. Under the Clinical Supply 

Agreement, PETNET Solutions will provide a 
dependable and scalable supply of 
64Cu SAR-bisPSMA, allowing two stand-alone 
diagnostic Phase III clinical trials to proceed at a 
large number of clinical sites across the US.

The optimal shelf-life of 64Cu SAR-bisPSMA (up to 48 
hours) enables centralised manufacture and supply 
for Clarity’s both planned Phase III trials, as opposed 
to the first-generation PSMA PET diagnostics that 
require an expensive and extensive network of 
cyclotrons, radioisotope generators and 
radiopharmacies due to the shorter half-life of 
gallium-68 and fluorine-18.

Copper-64 is a diagnostic imaging isotope that facilitates a significantly longer product 
shelf-life than most commonly used radio-diagnostics on the market, allowing for central 
manufacture and direct distribution, potentially reaching more imaging centres and 
patients.

TCT MANUFACTURING

In August 2022, Clarity expanded its relationship with Evergreen Theranostics, Inc. (“Evergreen”), a 
radiopharmaceutical contract development and manufacturing organisation, to include manufacturing of 
67Cu SAR-Bombesin. Evergreen is now centrally manufacturing and distributing the following products from its 
state-of-the-art facility in Springfield, New Jersey, USA:

•	 67Cu and 64Cu SAR-Bombesin for Clarity’s theranostic trial in PSMA-negative GRPr-positive prostate 
cancer in the US;

•	 64Cu SAR-Bombesin for Clarity’s stand-alone diagnostic trial in PSMA-negative GRPr-positive prostate 
cancer in the US;

•	 67Cu SARTATE for Clarity’s theranostic neuroblastoma trial which is currently underway at multiple sites 
across the US.

TCTs can be produced on-demand in a centralised cGMP facility, thus allowing the finished 
radiopharmaceutical product to be delivered directly to hospitals and clinics for patient 
dose administration. All TCT products are manufactured at room temperature, significantly 
lowering the risk of batch failures, which historically has been a challenge for current-
generation radiopharmaceuticals that require heating the biological targeting agents to 
90°C during manufacture.

Manufacturing and Supply: The Game Changer in Radiopharmaceuticals 
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US CENTRE OF EXCELLENCE 
FOR TCTs

Clarity has worked with the IAC and its Director, 
Jon Stoner, for over 8 years and their role in bringing 
copper-67 based therapies to patients cannot be 
overstated.

The Centre of Excellence enables Clarity to efficiently 
execute several strategically important projects, 
supporting commercial readiness of products 
currently in clinical development and enabling the 
expansion of TCTs as a platform uniquely positioned 
to take the radiopharmaceutical sector into large 
global markets.

To advance research and development of TCTs close to a source of copper-67 
production, Clarity established a Centre of Excellence at the Idaho Accelerator Centre 
(IAC), a research facility operated by Idaho State University (ISU).

In a field with 
unforeseen product 
outages, Clarity is 
building a reliable supply 
network with additional 
capacity and flexibility to 
supply products to any 
zip-code in the US.  

CLARITY PHARMACEUTICALS LTD | ANNUAL REPORT 2023
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ENVIRONMENTAL BENEFITS OF TCTs

Copper-67

•	 67Cu production uses a readily available 
transition metal, zinc, as its source material, 
in comparison to 177Lu that uses rare earth 
elements, lutetium or ytterbium.

•	 67Cu production is driven by an electricity-
powered electron accelerator with no long-
lived radioactive waste products, unlike the 
uranium-powered nuclear reactors used to 
produce 177Lu and the significant long-lived 
radioactive waste associated with the 
production and the use of nuclear reactors.

•	 67Cu eliminates the reliance on an aging fleet 
of nuclear reactors, which are primarily 
located outside of the US and dependent upon 
subsidies from the governments to operate. 

•	 Regional production of 67Cu using electron 
accelerators will also greatly reduce the 
carbon footprint from an international supply 
chain and allow for start-to-finish production 
of 67Cu-based therapeutics to occur entirely in 
the US, the largest oncology market.

•	 67Cu-based products are manufactured at 
room temperature, significantly lowering the 
risk of batch failures, in contrast to current-
generation radiopharmaceuticals, including 
177Lu-based products, some of which require 
heating the biological targeting agents to 
90°C  during manufacture. Batch failures lead 
to an unnecessary environmental footprint, 
while creating additional waste that needs to 
be disposed of.

Production of 64Cu and 67Cu has favourable environmental characteristics in comparison to the current 
generation of theranostics. Some of the environmental aspects of TCTs in comparison to the current 
generation of radiopharmaceuticals potentially are16:

As the radiopharmaceutical industry is expected to grow exponentially over the next decade, the 
environmental impact of producing and commercially distributing these diagnostics and therapies 
is a critical element to consider. Inefficient supply chains, the use of short-lived radioisotopes as 
well as the production of waste, particularly radioactive waste, associated with current-generation 
radiopharmaceuticals, present significant environmental issues for the sector.

Copper-64

The shelf-life of 64Cu-based products means:

•	 The products can be centrally manufactured and 
shipped from a single cGMP facility, alleviating 
the need for cyclotrons, generators or nuclear 
pharmacies near the site of administration.

•	 There is less risk of product expiring before being 
administered to patients, reducing waste from 
unused, expired products.

•	 Broader geographical range that diagnostic 
products can be distributed to, which increases 
patient access and decreases patient travel time 
to the site of administration.

•	 The ability to provide patient doses in the 
morning, which are viable for administration all 
day, removes the need for couriers to travel 
between radiopharmacies throughout the day due 
to the limited shelf-life of current-generation PET 
diagnostics, reducing the carbon footprint of the 
supply chain.

•	 The ability to run a single cyclotron to produce a 
commercial quantity of 64Cu, as opposed to 50+ 
cyclotrons around the US. 

These factors will significantly reduce 
the environmental impact compared 
to first-generation theranostics. 
This is highly relevant considering 
the forecasted growth of theranostics 
over the next decades.

Manufacturing and Supply: The Game Changer in Radiopharmaceuticals 
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INTELLECTUAL PROPERTY 

The different patents and patent applications in Clarity’s IP portfolio span its products as well as manufacturing 
methods, formulations, and uses across the product range. Clarity’s patent applications and granted patents 
are generally filed and prosecuted across multiple jurisdictions including the US, major countries in Europe, 
China and Japan.

During and since the reporting period, Clarity strengthened patent protection of its optimised PSMA agent, 
SAR-bisPSMA. In August 2022, the patent application covering SAR-bisPSMA was granted in China. The 
patent had been previously granted in the US, Australia and Mexico. This enabled Clarity to enhance protection 
of SAR-bisPSMA which is one of Clarity’s key products and has been rapidly progressing through multiple 
clinical trials in prostate cancer during FY2022/2023.

Clarity continues to build its extensive patent portfolio covering the SAR Technology 
platform and its existing radiopharmaceutical products.
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DISCOVERY PROGRAM

In August 2023, Clarity added a worldwide exclusive 
license from Memorial Sloan Kettering Cancer Center 
(MSK) to its IP. The license is to intellectual property 
that covers cutting-edge technology that enables 
antibody “pre-targeting” for the diagnosis and 
treatment of cancer, US Patent No. 11,135,320 
(US16/203,513) Radioligands For Pretargeted PET 
Imaging And Methods Of Their Therapeutic Use 
(expiry 11 Oct 2035).

Pre-targeting is a radiopharmaceutical approach to 
diagnosing and treating cancer patients that 
harnesses the benefits of antibody targeting, 
amplifying uptake of radiopharmaceutical products in 
cancerous tissue, while reducing healthy tissue 
exposure to radiation that can arise due to the slow 
clearance of antibodies. This is achieved by tagging 
an antibody, designed specifically to target cancer 
cells, and then injecting it into the body. After several 
days, a chaser compound, which only attaches to the 

antibody tag, is injected. The chaser compound is 
initially radiolabelled with copper-64 to enable 
imaging with a Positron Emission Tomography (PET) 
camera which visualises the extent of cancer burden. 
Once the cancer is visualised, a second administration 
of the chaser is administered, this time radiolabelled 
with the therapeutic radionuclide copper-67, so that 
the cancer cells can be irradiated with the goal of 
killing the tumours.

A clinical trial using the MSK licensed technology is 
open for recruitment in patients with pancreatic 
cancer at MSK headed by Dr Pandit-Taskar 
(NCT05737615)17. The trial is titled: “PET Imaging 
Using 64Cu-Tz-SarAr and hu5B1-TCO in People With 
Pancreatic Cancer”. It is a first-in-human diagnostic 
trial, utilising copper-64 and a sarcophagine chelator, 
core to Clarity’s SAR Technology. The antibody 
(hu5B1-TCO) being used targets pancreatic cancer.

In addition to further progressing its key products that are already in clinical development, 
Clarity is expanding its product pipeline with a new generation of radiopharmaceuticals 
through its Discovery Program.

Figure 9. This pre-targeting therapy starts with an antibody ‘tagged’ with TCO. The antibody tagged-TCO is injected in the body 
and binds to cancer cells (1). The unbound antibody slowly clears the body (2) so that there is primarily binding to the cancer 
cells with limited background. After a few days, the radioligand (the chaser compound) is injected (3) in the body and via 
the “click” reaction, attaches to the TCO tag on the antibody. Unbound radioligand otherwise clears the body quickly (4). The 
bound antibodies, now radiolabeled, irradiate the cancer cells with a therapeutic dose (5).
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During and since the FY2022-2023, Clarity has 
continued its efforts to build a team with world-class 
expertise and knowledge in radiopharmaceutical 
development and commercialisation, supporting 
rapid growth of the Company and its pipeline of 
products in development.

A key addition to Clarity’s Board of Directors is 
Ms Cheryl Maley joining as a Non-Executive Director 
in February and replacing Dr Gillies O’Bryan-Tear who 
has resigned from the Board effective 15 May, 2023. 
Ms Maley is an experienced senior leader with over 
25 years in the pharmaceutical industry. Her most 
recent role was the General Manger, Novartis 
Oncology, Australia and New Zealand. She has a 
strong strategic, commercial background with a 
proven track record in product launch excellence and 
timely patient access to innovative medicines. She 
has worked in the US, Philippines and Australia with 
local, regional and global responsibilities.

Clarity’s Advisory Board has seen an addition of a 
world leading expert in copper-67 isotope production, 
Mr Jon Stoner. He is the director of the Idaho 
Accelerator Center (IAC), a research institute of Idaho 
State University (ISU) and has been researching 
isotope production using linear accelerators for 14 
years, pioneering a new process and mechanism for 
therapeutic copper-67 production that enables it to 
be manufactured in the quantities and quality 
required for clinical development.

Clarity’s Senior Executive Team welcomed 
Ms Kathryn Williams-Day as a VP of Regulatory 
Affairs and Quality. Dr Othon Gervasio also joined as 
a Senior Medical Director, and Bryce Kanter, as a 
Senior Director of Commercial Development.

The team is at the heart of Clarity’s success and is what drives the Company forward. Over 
the years, Clarity has assembled an exceptional team, including Board of Directors and 
Advisory Board, and continues to attract some of the best talent in the industry who deliver 
a unique range of skills and expertise together with extensive experience in the global 
radiopharmaceutical market. 

TEAM AND COLLABORATORS

The increased support of the Company from world class experts in the oncology and the nuclear medicine 
fields is reflective of the excitement about TCTs and their ability to deliver clinical, logistical and environmental 
benefits in comparison to the current generation of radiopharmaceuticals, a field that is rapidly growing in the 
large oncology market.
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INNOVATION THOUGHT 
LEADERSHIP

COLLABORATION RELIABILITY AND 
TRUST

HONESTY AND 
INTEGRITY

ENVIRONMENT

AT THE CORE OF CLARITY’S  
SUCCESS IS ITS PEOPLE

Clarity has succeeded in building an extraordinary team, united and driven by the goal of 
improving treatment outcomes for children and adults with cancer.

Despite its relatively small size of around 40 employees in the US and Australia, Clarity’s team is currently 
involved in progressing 7 clinical trials with its TCT products whilst continuing to expand the R&D pipeline and 
Discovery Program through the development of further novel modalities as well as to further develop a 
seamless supply chain to fully leverage the logistical and environmental benefits of the copper radioisotopes. 
This is an exceptional achievement in the industry for a company of Clarity’s size.

Clarity is committed to its Core Values shared by its directors, officers, employees, 
contractors and consultants:

Clarity hires staff based on talent, ability and commitment to the team effort and recognises that these 
attributes do not recognise ethnicity, gender identity, sex and sexual preference, family or carer responsibilities, 
or other identifiers. To support and promote the contribution of diverse skills and talent, the Company offers 
flexible work conditions and provides flexible return to work arrangements for staff who take parental or carer 
leave. Through this philosophy the team comprises people representing a broad range of backgrounds, 
recognising the positive outcomes that can be achieved through a diverse workforce.

Team and Collaborators
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The Group’s financial position compared to the prior year was as follows:

• 

• 

–

tee’s 

Directors’ Report
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• 

• 

–

the Company’s 

s led by Prof Louise Emmett at St Vincent’s Hospital Sydney. 
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–

™

™

’

Pharmaceuticals’

• 
Pharmaceuticals’ 

• 

• 
harmaceuticals’

• 

consistent with the “big pharma” model 

Directors’ Report
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. The trial is titled: “PET Imaging Using 
TCO in People with Pancreatic Cancer”. It is a first

’

• 

• y’s Scientific Advisory Board (SAB) was further strengthened with the appointment 

• ’
Dr Gervasio has over 20 years’ experience in medical affairs and research & development. Formerly with 

• Mr Bryce Kanter became Senior Director of Commercial Development with 10 years’ experience in 
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• 
• 
• 
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The Group’s activities include working with radiopharmaceutical products that use 

Dr Charles Gillies O’Bryan

Directors’ Report
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• the integrity of the Company’s financial reporting systems, internal and external finan

• the appointment, remuneration, independence and competence of the Company’s external auditors;
• 
• the effectiveness of the Company’s system of
• the Company’s systems and procedures for compliance with applicable legal and regulatory 

Dr Charles Gillies O’Bryan Tear

• 
• 
• 
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• 

• 
• 

• 

DIRECTORS’ QUALIFICATIONS AND EXPERIENCE
–

nd has been heavily involved in all areas of the Company’s business. 

Directors’ Report
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–

enhancing and designing the Company’s product development and clinical programs since he first joined the 

Wealth Management Ltd (ultimately IOOF Ltd), TAL (Australia’s 

and O’Connell Street Associates. He is a past non
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years. Ms Robinson’s in

Directors’ Report
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or

 

rategic advisor with over 25 years’ working in the 
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Dr Charles Gillies O’Bryan

Dr O’Bryan

Dr O’Bryan

ficer of Algeta ASA. Dr O’Bryan

Dr O’Bryan

Directors’ Report
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–

or the purposes of this report, the term ‘Director’ refers to Non Executive Directors (NEDs) only. ‘KMP’ refers to 

of this report are detailed below. Apart from Ms Maley and Dr O’Bryan

Dr Charles Gillies O’Bryan
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’

• Company’s 
• 
• 
• 

• 

ompany of the Group’s size.

 
 
 

retaining a stable team is critical given the duration of the Group’
will continue to refine the Group’s remuneration structure as the Group’s activities mature

ompany’s 

 –

 ’s shared Core Values
 
 
 
 
 
 

Directors’ Report
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 –

 –

 –
volunteering opportunities with selected organisations that share the Group’s values and goals, to ensure 

The Group’s Senior Executive Team promotes these principles and aspires to foster positive culture in the 

ompany’s written policies and are embedded into its performance management system.
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• 

• 
reasonable, market competitive and appropriate to the Company’s circumstances.

• 
• 

each employee’s performance was assessed against their pre

competitively remunerated based on market conditions, performance, and in recognition of the employees’ skills 

ompany’s 20

mpany’s remuneration report for the 2022 financial year, over 99% were in favour of the 
binding resolution. As part of the Group’s commitment to continuous improvement, the Nomination and 

Directors’ Report

55



The Group’s remuneration structure aims to:

• 

• 

• 

• 

To compete with better resourced global pharmaceutical companies, the Group’s remuneration framework 

• 
• 

• 
• 

• 

executive directors’ fees at a level which provides the group with the ability to attract 

executive directors’ fees and the aggregate fee pool are revi

recommendations put forward by the Nomination and Remuneration Committee. The Group’s constitution and the 
executive directors’ maximum aggregate fee
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executive directors’ fees consist of bas

The aggregate directors’ fees paid to non

ompany’s AGM.

ompany’s short
Group’s growth and the number of clinical trial programs in development, also being cognisant of the Group’s 

The Nomination and Remuneration Committee, together with the Board, reviews the Group’s rem

p’s ability to pay. 

Directors’ Report
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tions up to 4% of the employee’s base salary 

are essential to bring the Group’s products to regulatory approval and commercialisation. This pre

Group’s key performance indicators, which is used to measure performance.

lored and weighted to a participant’s role and assessed in respect of the 
Group’s financial year (or such other period as set by the Board). 
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 Achievements of the Group’s objectives for the year; 
 
 

entage of the employee’s base salary but can be 

ny’s Annual General Meeting.  

–

–

–

Directors’ Report
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’

of the Company’s Securities Trading Policy.

If a participant is considered a “good leaver”, a pro
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A “good leaver” includes a participant who ceases employment with the Group by 

other than as a “good leaver.” 

misstatement of the Company’s financial statements.

Directors’ Report

61



 

 Dr O’Bryan
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 Dr O’Bryan
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 Dr O’Bryan
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 Mr Green’s role was changed from 0.8FTE to 1.0FTE on 1 March 2023
 

 

ompany’s strategy presented to the market at t
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Dr C G O’Bryan
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 Dr O’Bryan

Directors’ Report
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A statement of independence has been provided by the Group’s auditor, Grant Thornton, and is attached to this 

During the year the Group’s auditor performed non
’

’

Investigating accountants’ report
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Grant Thornton Audit Pty Ltd 
Level 17 
383 Kent Street 
Sydney NSW 2000 
Locked Bag Q800 
Queen Victoria Building NSW 
1230 
 

T +61 2 8297 2400 
 

 

 

 

 

 

#10306909v3 

www.grantthornton.com.au 
ACN-130 913 594 
 

 

Grant Thornton Audit Pty Ltd ACN 130 913 594 a subsidiary or related entity of Grant Thornton Australia Limited ABN 41 127 556 389 ACN 127 556 389. 
‘Grant Thornton’ refers to the brand under which the Grant Thornton member firms provide assurance, tax and advisory services to their clients and/or 
refers to one or more member firms, as the context requires. Grant Thornton Australia Limited is a member firm of Grant Thornton International Ltd (GTIL). 
GTIL and the member firms are not a worldwide partnership. GTIL and each member firm is a separate legal entity. Services are delivered by the member 
firms. GTIL does not provide services to clients. GTIL and its member firms are not agents of, and do not obligate one another and are not liable for one 
another’s acts or omissions. In the Australian context only, the use of the term ‘Grant Thornton’ may refer to Grant Thornton Australia Limited ABN 41 127 
556 389 ACN 127 556 389 and its Australian subsidiaries and related entities. Liability limited by a scheme approved under Professional Standards 
Legislation. 
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Auditor’s Independence Declaration  
To the Directors of Clarity Pharmaceuticals Ltd  
In accordance with the requirements of section 307C of the Corporations Act 2001, as lead auditor for the audit 
of Clarity Pharmaceuticals Ltd for the year ended 30 June 2023, I declare that, to the best of my knowledge and 
belief, there have been: 

a no contraventions of the auditor independence requirements of the Corporations Act 2001 in relation to 
the audit; and 

b no contraventions of any applicable code of professional conduct in relation to the audit. 

Grant Thornton Audit Pty Ltd 
Chartered Accountants 

L M Worsley  
Partner – Audit & Assurance 

Sydney, 24 August 2023 
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with those followed in the preparation of the Group’s previous annual consolidated financial statements for 

the Group’s consolidated financial 
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–
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• 

• 

is immaterial. The Group’s cash and cash

Financial assets that are held within a different business model other than ‘hold to collect’ or ‘hold
and sell’ are categorised at fair value through profit and loss. Further, irrespective of
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Costs that are directly attributable to a project’s development phase are recognised as intangible assets, 

• 

• 

• 

• 

• 

 

None of the Group’s plans are cash

of employees’ services is determined indirectly by reference to the fair value of the equity instruments 

Financial Statements
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ctors (being the ‘Chief Operating Decision 
’) 

–

 

– –

– –

– –

– –
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in the issue of 200,000 shares; Dr O’Bryan

Directors receive a fixed director’s fee

Directors’ fees

 Directors’ fees for Ms Robinson and Mr Thomas includes superannuation
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dependent upon the success of the Group’s clinical research, as well as future decisio
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INDEPENDENT AUDITOR’S REPORT
 

 

    

 

Grant Thornton Audit Pty Ltd 
Level 17 
383 Kent Street 
Sydney NSW 2000 
Locked Bag Q800 
Queen Victoria Building NSW 
1230 
 

T +61 2 8297 2400 
 

 

 

 

 
 

#10306924v5w 

www.grantthornton.com.au 
ACN-130 913 594 
 

 

Grant Thornton Audit Pty Ltd ACN 130 913 594 a subsidiary or related entity of Grant Thornton Australia Limited ABN 41 127 556 389 ACN 127 556 389. 
‘Grant Thornton’ refers to the brand under which the Grant Thornton member firms provide assurance, tax and advisory services to their clients and/or 
refers to one or more member firms, as the context requires. Grant Thornton Australia Limited is a member firm of Grant Thornton International Ltd (GTIL). 
GTIL and the member firms are not a worldwide partnership. GTIL and each member firm is a separate legal entity. Services are delivered by the member 
firms. GTIL does not provide services to clients. GTIL and its member firms are not agents of, and do not obligate one another and are not liable for one 
another’s acts or omissions. In the Australian context only, the use of the term ‘Grant Thornton’ may refer to Grant Thornton Australia Limited ABN 41 127 
556 389 ACN 127 556 389 and its Australian subsidiaries and related entities. Liability limited by a scheme approved under Professional Standards 
Legislation. 69 

Independent Auditor’s Report 
To the Members of Clarity Pharmaceuticals Ltd 

Report on the audit of the financial report 

 

 

 

Key audit matters  

Key audit matters are those matters that, in our professional judgement, were of most significance in our audit of 
the financial report of the current period. These matters were addressed in the context of our audit of the financial 
report as a whole, and in forming our opinion thereon, and we do not provide a separate opinion on these 
matters.  

Opinion 

We have audited the financial report of Clarity Pharmaceuticals Ltd (the Company) and its subsidiaries (the 
Group), which comprises the consolidated statement of financial position as at 30 June 2023, the 
consolidated statement of profit or loss and other comprehensive income, consolidated statement of 
changes in equity and consolidated statement of cash flows for the year then ended, and notes to the 
consolidated financial statements, including a summary of significant accounting policies, and the Directors’ 
declaration.  

In our opinion, the accompanying financial report of the Group is in accordance with the Corporations Act 
2001, including: 

a giving a true and fair view of the Group’s financial position as at 30 June 2023 and of its performance 
for the year ended on that date; and  

b complying with Australian Accounting Standards and the Corporations Regulations 2001. 

Basis for opinion 

We conducted our audit in accordance with Australian Auditing Standards. Our responsibilities under those 
standards are further described in the Auditor’s Responsibilities for the Audit of the Financial Report section 
of our report. We are independent of the Group in accordance with the auditor independence requirements 
of the Corporations Act 2001 and the ethical requirements of the Accounting Professional and Ethical 
Standards Board’s APES 110 Code of Ethics for Professional Accountants (including Independence 
Standards) (the Code) that are relevant to our audit of the financial report in Australia. We have also fulfilled 
our other ethical responsibilities in accordance with the Code.  

We believe that the audit evidence we have obtained is sufficient and appropriate to provide a basis for our 
opinion. 
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Key audit matter How our audit addressed the key audit matter 

Research and Development Tax 
Incentive (Note 6 & Note 13) 

 

The Group receives a research and development 
(R&D) refundable tax offset from the Australian 
government, which represents the Group’s 
corporate tax rate (30%) plus 18.5 cents in each 
dollar of eligible annual R&D expenditure if its 
turnover is less than $20 million per annum. 
Registration of R&D Activities Application is filed 
with AusIndustry in the following financial year 
and, based on this filing, the Group receives the 
incentive in cash.  
 
Management reviewed the Group’s total R&D 
expenditure to estimate the refundable tax offset 
receivable under the R&D tax incentive legislation.  
 
This area is a key audit matter due to the degree 
of judgment and interpretation of the R&D tax 
legislation required by management to assess the 
eligibility of the R&D expenditure under the 
scheme.  
 

 

 

Our procedures included, amongst others: 

• Performing procedures to understand the design 
and implementation of controls;  

• Utilising an internal R&D tax specialist to: 

− review the expenditure methodology employed 
by management for consistency with the R&D 
tax offset rules; and  

− consider the nature of the expenses against the 
eligibility criteria of the R&D tax incentive 
scheme to form a view about whether the 
expenses included in the estimate were likely to 
meet the eligibility criteria;  

• selecting a sample of R&D expenditure and 
agreeing to supporting documentation to ensure the 
validity of the claimed amount and eligibility against 
the R&D tax incentive scheme criteria; and 

• assessing the appropriateness of the financial 
statement disclosures. 

Information other than the financial report and auditor’s report thereon 

The Directors are responsible for the other information. The other information comprises the information included 
in the Group’s annual report for the year ended 30 June 2023, but does not include the financial report and our 
auditor’s report thereon.  

Our opinion on the financial report does not cover the other information and we do not express any form of 
assurance conclusion thereon.  

In connection with our audit of the financial report, our responsibility is to read the other information and, in doing 
so, consider whether the other information is materially inconsistent with the financial report or our knowledge 
obtained in the audit or otherwise appears to be materially misstated.  

If, based on the work we have performed, we conclude that there is a material misstatement of this other 
information, we are required to report that fact. We have nothing to report in this regard. 

Responsibilities of the Directors for the financial report  

The Directors of the Company are responsible for the preparation of the financial report that gives a true and fair 
view in accordance with Australian Accounting Standards and the Corporations Act 2001 and for such internal 
control as the Directors determine is necessary to enable the preparation of the financial report that gives a true 
and fair view and is free from material misstatement, whether due to fraud or error.  

In preparing the financial report, the Directors are responsible for assessing the Group’s ability to continue as a 
going concern, disclosing, as applicable, matters related to going concern and using the going concern basis of 
accounting unless the Directors either intend to liquidate the Group or to cease operations, or have no realistic 
alternative but to do so.  

Independent Auditor’s Report
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Auditor’s responsibilities for the audit of the financial report  

Our objectives are to obtain reasonable assurance about whether the financial report as a whole is free from 
material misstatement, whether due to fraud or error, and to issue an auditor’s report that includes our opinion. 
Reasonable assurance is a high level of assurance but is not a guarantee that an audit conducted in accordance 
with the Australian Auditing Standards will always detect a material misstatement when it exists. Misstatements 
can arise from fraud or error and are considered material if, individually or in the aggregate, they could 
reasonably be expected to influence the economic decisions of users taken on the basis of this financial report.  

A further description of our responsibilities for the audit of the financial report is located at the Auditing and 
Assurance Standards Board website at:  http://www.auasb.gov.au/auditors_responsibilities/ar1_2020.pdf.This 
description forms part of our auditor’s report.  

Report on the remuneration report 

 

Responsibilities 

The Directors of the Company are responsible for the preparation and presentation of the Remuneration Report 
in accordance with section 300A of the Corporations Act 2001. Our responsibility is to express an opinion on the 
Remuneration Report, based on our audit conducted in accordance with Australian Auditing Standards.  

 

 

 

Grant Thornton Audit Pty Ltd 
Chartered Accountants 

 

L M Worsley 
Partner – Audit & Assurance 

Sydney, 24 August 2023 

 

 

 

Opinion on the remuneration report 

We have audited the Remuneration Report included in pages 17 to 36 of the Directors’ report for the year 
ended 30 June 2023.  

In our opinion, the Remuneration Report of Clarity Pharmaceutical Ltd, for the year ended 30 June 2023 
complies with section 300A of the Corporations Act 2001. 
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ASX ADDITIONAL INFORMATION 
Additional information required by the Australian Securities Exchange (ASX) and not disclosed elsewhere in the 
Annual Report is set out below. The shareholder information below is correct as at 20 September 2023. 

Substantial shareholders of ordinary shares (as reported to the ASX) 

Distribution of shareholders and shareholdings – ordinary shares 

There are 261,859,233 ordinary shares on issue held by 2,011 shareholders. 

Distribution of option holders and holdings – options (unlisted) 

There are 26,337,909 unlisted options on issue held by 56 option holders. Of these 25,419,689 were issued under 
an employee share plan to 55 option holders.  

Unmarketable parcels 

The number of shareholders holding less than a marketable parcel of ordinary shares is 90, based on the 
Company’s closing share price of $1.22 on 20 September 2023.  

Name Number of Shares Held % 

TM VENTURES PTY LTD  18,788,460 7.18 

CABBIT PTY LTD ATF ROBWILL TRUST 17,911,280 6.84 

A.C.N. 136 437 913 PTY LTD ATF THE TAYLOR FAMILY A/C 13,266,660 5.07 

Range Ordinary Shares % No. of holders % 

1 to 1,000 247,831 0.09 385 19.14 

1,001 to 5,000 1,622,444 0.62 594 29.54 

5,001 to 10,000 2,226,373 0.85 284 14.12 

10,001 to 100,000 19,105,778 7.30 550 27.35 

100,001 and Over 238,656,807 91.14 198 9.85 

Total 261,859,233 100.00 2,011 100.00 

Range Options % No. of holders % 

1 to 1,000 - - - - 

1,001 to 5,000 - - - - 

5,001 to 10,000 - - - - 

10,001 to 100,000  1,282,968 4.87  20  35.71 

100,001 and Over  25,054,941 95.13  36  64.29 

Total  26,337,909 100.00  56  100.00 
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Twenty largest shareholders 

  

Rank Name No. Shares % 

1 TM VENTURES PTY LTD  18,788,460 7.18 

2 CABBIT PTY LTD ATF ROBWILL TRUST 17,911,280 6.84 

3 NATIONAL NOMINEES LIMITED 16,737,583 6.39 

4 A.C.N. 136 437 913 PTY LTD ATF THE TAYLOR FAMILY A/C 13,266,660 5.07 

5 BNP PARIBAS NOMS PTY LTD 10,077,537 3.85 

6 ARGO INVESTMENTS LIMITED  9,247,447 3.53 

7 UBS NOMINEES PTY LTD   8,176,111 3.12 

8 YARRAWAH PTY LTD ATF PETER HENDERSON P/L S/F A/C 7,803,450 2.98 

9 VANTRES PTY LTD ATF ASTEN SUPERANNUATION FUND 7,487,340 2.86 

10 CHARLES WAITE MORGAN 6,900,041 2.64 

11 BOORRIS PTY LTD ATF BOORRIS TRUST 6,065,800 2.32 

12 MOORE FAMILY NOMINEE PTY LTD ATF MOORE FAMILY SUPER FUND 5,800,000 2.21 

13 CITICORP NOMINEES PTY LIMITED   5,725,451 2.19 

14 SMARTER CAPITAL PTY LTD  5,004,543 1.91 

15 KYLACO PTY LTD  3,896,280 1.49 

16 AUSTRALIAN NUCLEAR SCIENCE AND TECHNOLOGY ORGANISATION 3,599,920 1.37 

17 PACIFIC CUSTODIANS PTY LIMITED 3,201,408 1.22 

18 WYARGINE HOLDINGS PTY LTD ATF SHELLCOVE SUPER FUND 3,116,000 1.19 

19 UM COMMERCIALISATION PTY LTD  2,946,500 1.13 

20 EIGHT PAGODAS PTY LTD ATF EIGHT PAGODAS SUPERANNUATION 
FUND 

2,768,320 1.06 

 
Total 158,520,131 60.54  
Balance of register 103,339,102 39.46 

  Grand total 261,859,233 100.00 
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On-Market Buy Back 

There is no current on-market buy back. 

Voting rights  

The voting rights attached to ordinary shares are set out below: 

On a show of hands every member present at a meeting in person or by proxy shall have one vote, and upon a 
poll, one vote for each fully paid share held. 

Holders of options do not have voting rights on the options held by them. 

Escrow Securities 

The Company has no securities under escrow, following the release of 78,742,707 securities from escrow on 25 
August 2023. 

Stock Exchange Listing 

The Company’s securities are only listed on the ASX. 

Use of Funds Post Admission 

Clarity has used the cash and assets in the form readily convertible to cash at admission in a manner consistent 
with its business activities between the time of admission and the end of the reporting period. 

CORPORATE GOVERNANCE STATEMENT 
The board of directors is responsible for the overall corporate governance of the Company, including adopting 
appropriate policies and procedures designed to ensure that the Clarity Pharmaceuticals is properly managed to 
protect and enhance shareholder interests. 

Details of the Company’s key governance policies and the charters for the board and each of its committees are 
available on the Company’s website at https://www.claritypharmaceuticals.com/investor-center/. 

The Corporate Governance Statement reports against the 4th edition of the ASX Corporate Governance Council’s 
Principles and Recommendations (ASX Principles) and the practices detailed in the Corporate Governance 
Statement are current as at 29 September 2023.  It has been approved by the board and is available on the 
Company’s website under Investors at https://www.claritypharmaceuticals.com/investor-center/. 
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CORPORATE DIRECTORY

Directors

Dr Alan Taylor 
Executive Chairman

Dr Colin Biggin 
Managing Director and 
Chief Executive Officer

Mr Robert Thomas 
Lead Independent Director 
Non-Executive Director

Ms Rosanne Robinson 
Non-Executive Director

Dr Chris Roberts 
Non-Executive Director

Dr Thomas Ramdahl 
Non-Executive Director

Ms Cheryl Maley 
Non-Executive Director

Company Secretary

Mr Robert Vickery

Chief Financial Officer

Mr David Green

Principal Place of Business

National Innovation Centre  
4 Cornwallis Street  
Eveleigh NSW 2015 
Australia

Independent Auditor

Grant Thornton Audit Pty Ltd 
Level 17, 383 Kent Street 
Sydney NSW 2000

Share Registry

Link Market Services Limited 
Level 12, 680 George Street 
Sydney NSW 2000 
1300 554 474 
registrars@linkmarketservices.com.au

Registered Office

Clarity Pharmaceuticals Ltd  
C/- Company Matters Pty Limited  
Level 12, 680 George Street Sydney 
NSW 2000 Australia

ABN  36 143 005 341

Contact Information

+61 (0)2 9209 4037 
investor@claritypharmaceuticals.com

Website  
www.claritypharmaceuticals.com

Securities Exchange Listing

Australian Securities Exchange 
ASX: CU6
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