
Shareholder Update

Dr Alan Taylor, Executive Chairperson
Dr Colin Biggin, Chief Executive Officer
13 March 2023

Developing the next-generation of 
radiopharmaceuticals to improve 
treatment outcomes for children 
and adults with cancer



2

Introduction
This presentation has been prepared by Clarity Pharmaceuticals Ltd (ACN 143 005 341) (Clarity or the
Company) and contains summary information about Clarity and the business conducted by it as at
13 March 2023. The information in this presentation is for general informational purposes only, does not
purport to be complete or comprise all information which a shareholder or potential investor may require
in order to determine whether to deal in Clarity shares. It should be read in conjunction with the
Company’s IPO prospectus and other periodic and continuous disclosure announcements lodged with
the ASX.

This presentation is not a prospectus, product disclosure statement or other disclosure document for the
purposes of Chapter 6D or Part 7.9 of the Corporations Act 2001 (Cth) (Act) or other offer document
under Australian law or the law of any other jurisdiction, including the United States.

Although reasonable care has been taken to ensure that the facts stated in this presentation are
accurate and the opinions expressed are fair and reasonable, none of Clarity, nor its advisers (Advisers)
nor their respective affiliates, related bodies corporate (as defined in the Act) or securityholders and their
respective directors, officers, employees, partners, representatives, consultants, agents or advisers (each
a Limited Party and together, the Limited Parties) make any representation or warranty to, or takes
responsibility for, the content of this presentation, and nothing contained in this document is, or may be
relied upon as, a promise or representation, whether as to the past or future. To the maximum extent
permitted by law, the Limited Parties disclaim all liability and responsibility (including without limitation
any liability arising from fault or negligence) for any direct or indirect loss or damage which may arise or
be suffered through use or reliance on anything contained in, or omitted from, this presentation.

Forward looking statements
The information contained in this presentation is given for illustrative purposes only and should not be
relied upon as (and is not) an indication of Clarity’s views on future performance or condition. Past
performance cannot be relied upon as an indicator of future performance. This presentation contains
certain forward-looking statements. The words “forecast”, “estimate”, “like”, “anticipate”, “opinion”,
“believe”, “expect”, “project”, “predict”, “intend”, “propose”, “should”, “could”, “may” and other similar
expressions are intended to identify future earnings, financial position and performance of Clarity. You
are cautioned not to place undue reliance on these statements. These forward-looking statements are
based on estimates, projections and assumptions made by Clarity about circumstances and events that
have not yet taken place. Although due care and attention has been used in the preparation of these
statements, such forward-looking statements are based on numerous assumptions regarding Clarity’s
present and future business strategies and the political, regulatory and economic environment in which
Clarity will operate in the future, and are subject to change without notice. Statements about market
and industry trends, which are based on interpretations of current market conditions, may not be
reasonable, and are not guarantees or predictions of future performance. Actual results from any clinical
trial may vary from any result that is anticipated. Under no circumstances will anything in this
presentation create an implication that there has been no change in the affairs of the Company since
the date of this presentation.

The actual results or performance of Clarity may be materially different from the results or performance
expressed or implied by such forward-looking statements.

Disclaimer
No representation, warranty or assurance (express or implied) is given or made in relation to any forward-
looking statement by any person (including any of the Limited Parties). In particular, no representation,
warranty or assurance (express or implied) is given that the occurrence of the events expressed or implied
in any forward-looking statement in this presentation will actually occur. Subject to any continuing
obligations under applicable law, the Company expressly disclaims any obligation or undertaking to
provide any updates or revisions to any forward-looking statements in this presentation to reflect any
change in expectations in relation to any forward-looking statement or any change in events, conditions
or circumstances on which any statement is based.

Not an offer or financial product advice
The information contained in this presentation is for informational purposes only and should not be
considered, and does not contain or purport to contain, an offer, invitation, solicitation or
recommendation with respect the purchase or sale of any securities in Clarity (Securities) nor does it
constitute legal, taxation, financial product or investment advice. The general information in this
presentation has been prepared without taking into account the investment objectives, financial situation
or particular needs of any particular person. This presentation does not constitute an advertisement for an
offer or proposed offer of Securities. Investors must undertake their own independent investigations,
consideration and evaluation. Neither this presentation nor any of its contents will form the basis of any
contract or commitment and it is not intended to induce or solicit any person to engage in any transaction
nor is it intended to be used as the basis for making an investment decision. This document does not
constitute any part of any offer to sell, or the solicitation of an offer to buy, any securities in the United
States or to, or for the account or benefit of, any “US person” as defined in Regulation S under the US
Securities Act of 1993 (Securities Act).

Clarity recommends that potential investors consult their professional advisors as an investment in Clarity is
subject to investment and other known and unknown risks, some of which are beyond the control of Clarity
or its directors and therefore any investment is considered to be speculative in nature.

Market and industry data and other information
Certain market and industry data and other information used in this presentation may have been
obtained from research, surveys or studies conducted by third parties, including industry or general
publications. Neither the Company nor its representatives or its advisers have independently verified, or
can assure investors as to the accuracy of, any market or industry data or other information provided by
third parties or industry or general publications. Photographs and diagrams used in this presentation that
do not have descriptions are for illustration only and should not be interpreted to mean that any person
shown in them endorses this presentation or its contents or that the assets shown in them are owned by the
Company. Diagrams used in this presentation are illustrative only and may not be drawn to scale.

General
Statements made in this presentation are made only as at the date of this presentation. The information in
this presentation remains subject to change without notice. The Company may in its absolute discretion,
but without being under any obligation to do so, update or supplement this presentation. Any further
information will be provided subject to the terms and conditions contained in this Disclaimer.



Clarity in a nutshell (ASX:CU6)
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Clarity Pharmaceuticals is a clinical stage radiopharmaceutical company developing next-generation products to 
address the growing need for better diagnostics and treatments in oncology

ASX Code: CU6
• Share Price: $0.88 as at 10 Mar 2023
• Cash at bank: $75.9M as at 31 Dec 

2022
• R&D tax incentive for FY22: ~$6.7M
• ~$83M to fund the existing trials and 

provide cash runway into 2024
• Shares on issue: 260.3M
• Options on issue: 25.1M
• Market capitalisation: $229M 

(undiluted) as at 10 Mar 2023

Three best-in-class products in 
clinical development offering 
high accuracy and precision 
for both diagnosing and 
treating disease

Employs copper-64 for 
diagnosis and imaging and 
copper-67 for therapy

No reliance on nuclear fuel 
cycle. TCTs do not generate 
long-lived waste products

Diagnostic products will be 
the first to reach the market, 
generating revenue to fund 
late-stage therapeutic trials

Diverse and in-depth 
expertise spanning corporate 
finance, operations, 
commercialisation & industry

Mass production on 
cyclotrons and e-accelerators 
with finished products having 
an ideal product shelf life

Proprietary
SAR Technology: 
a true platform 

technology 

Global leader in 
Targeted Copper 

Theranostics
(TCTs)

Significant 
supply, logistical, 

dependability  
and scalability 

benefits

Environmental 
advantages over 
current isotopes

Targeted clinical 
development 

strategy

Highly 
experienced 

leadership team



Radiopharmaceuticals: Market overview
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Global Oncology

MEDraysintell Nuclear Medicine Report 2022

2021 2031

Global oncology market US$ 286 Billion US$ >600 Billion

Global radiopharmaceuticals US$ 6.3 Billion US$ 35 Billion

Radio-diagnostics US$ ~5 Billion US$ ~10 Billion

Radio-therapeutics US$ ~1.3 Billion US$ ~25 Billion

US$286 Bn

US$ ~5 Bn

US$~1.3 Bn

US$6.3 Bn

Global Oncology Market 2021

US$600 Bn

US$~10 Bn

US$~25 Bn

US$35 Bn

Global Oncology Market 2031

Radio-diagnostics Radio-therapeutics
Global radiopharmaceuticals



Growth drivers
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Radiopharmaceuticals have shown significant growth potential both diagnostically and therapeutically and 
companies similar to Clarity have proven to be very profitable

Positive changes have driven Big Pharma interest in the space

• Re-imbursement
• Pricing (Pluvicto >US$ 250k for 6 doses)
• Broader clinician uptake
• Positive Phase III results for Pluvicto

The Nuclear Medicine Market 1990-2031



Targeted radiopharmaceuticals are becoming a new 
pillar of oncology
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Radiopharmaceuticals are systemic agents that can be used to diagnose and treat different types of cancer

PET diagnostics Beta therapeutics
• Use positron emitting 

radionuclides to visualise the 
location of cancers in the 
body via PET imaging

• Provides information to 
clinicians on a broad range of 
areas including identifying 
disease, monitoring 
progression and response
to therapy

• Use powerful beta 
emitting radionuclides to 
damage/kill the cancer 
cells

• Where therapy is guided 
by a diagnostic 
radiopharmaceutical, 
the term “theranostics” 
can be used

Targeted radiopharmaceuticals use special targeting agents which go to specific receptors on specific 
cancers. Delivering radiation to the cancer and minimising the off-target effects.

Recent approved diagnostics: Recent approved therapy:
Pylarify: Q4 22 US sales ~USD160.6M Pluvicto: Q4* 22 US sales USD179M 

PET Imaging Therapy

*2nd full quarter of product launch



Current industry challenges
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Combined with a history of 
supply issues

Creates challenges 
for prescribers

Work to be done to 
convince oncologists 
that there is a safe, 
dependable and 
reliable source of 
radiopharmaceutical 
products.

Without this supply 
chain, radiopharma
may struggle to 
become a pillar of 
oncology when its 
competing with long 
shelf life oral 
oncolytics.

Reliance on ageing 
nuclear reactor fleet

Complex international 
supply chains

Inability to control 
the entire supply 
chain

Manufacturing 
outages

Additional demands 
on existing supply as 
industry grows

Time sensitive 
products with 
short shelf-lives



Current industry challenges
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TCTs employ copper-64 for diagnosis and imaging and copper-67 for therapy

Proprietary SAR Technology platform enables Targeted Copper Theranostics (TCTs)

Clarity’s TCTs address the current industry challenges
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Clarity Pharmaceuticals is a clinical stage radiopharmaceutical company with a mission to develop next-
generation products that improve treatment outcomes for children and adults with cancer

Decoupled diagnostic and theranostic development strategy

High accuracy and precision theranostics by using the chemically identical
product for both diagnosing and treating disease

Cu-64 and Cu-67 gives significant logistical benefits and a scalable, dependable 
supply

Environmental advantages over current isotopes with no reliance on nuclear fuel 
cycle or long-lived waste products

Multiple assets in US clinical development and R&D engine developing new leads 

Unique IP protection around platform and products



Proprietary SAR 
Technology platform
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• SAR Technology is a proprietary, 
highly specific and highly stable 
bifunctional cage (chelator) with 
a superior ability to retain copper 
isotopes within it and prevent their 
leakage into the body.

• Unlike the current generation of 
radiopharmaceuticals, SAR 
products do not require heating in 
order to bind copper to the cage.

Tumour specific 
receptors
Proteins expressed by 
cancer cells which the 
radiopharmaceuticals 
target

Tumour

Targeting 
molecule
Finds and binds cancer 
cells in the body

Linker
That connects the cage 
to the targeting molecule

Radioisotope
Copper isotopes used, for example, 
in Positron Emission Tomography (PET) 
imaging (64Cu) or therapy (67Cu)

Cage 
“Chelator” that 
securely holds 
radioisotopes

SAR Technology
Theranostic radiopharmaceuticals have four 
main elements: a radioisotope, cage, linker 
and targeting ligand and are administered 
intravenously



Cu

TCTs: A robust foundation for future growth
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Copper-64 (half-life = 12.7 hours) Copper-67 (half-life = 2.6 days)
• Mass produced on cyclotrons
• Every US zip code covered from 1 location
• Patient flexibility with product shelf-life of up

to 48 hours
• Operational flexibility with imaging timepoints

from 1 to 72 hours
• Delivered as a ready-to-use cGMP product
• 9-22 times lower exposure than

commonly used 18F products
• The ability to centralise capital investments

and supply entire continents
• Similar half-life to iodine-123 which is

routinely produced centrally

• Optimal half-life for peptide-based therapy
• Commercially available high powered rhodotron for 

mass production with a small footprint
• Scalable with relatively small investments

• Purpose-built supply in the markets of focus, including a 
US domestic supply

• Only inputs are electricity and Zinc 
• No long-lived impurities 

• Exclusive supply agreement with NorthStar Medical Isotopes
• A single rhodotron can produce commercial quantities of 67Cu
• Similar half-life to yttrium-90, used in SIR-spheres.

Clarity’s solution to radiopharmaceutical 
supply threats
• No time sensitive international supply chains
• No local production requirements (reduced costs and 

patient safety risk; universal availability)
• Economies of scale from the same manufacturing 

process
• Ability to quickly integrate new products

The environmental considerations*

• As the number of patient treatments increases, environmental
factors will impact the selection of theranostic radiopharmaceuticals

• Production of 64Cu and 67Cu has favorable environmental 
characteristics, significantly reducing the environmental impact 
compared to the current generation theranostics based on 68Ga or 177Lu

• This is highly relevant considering the forecasted growth of theranostics
over the next decade

*Norenberg J et al. Environmental Considerations Resulting from the Increased Use of Theranostics: Advantages of Targeted Copper 
Theranostics. Journal of Nuclear Medicine June 2022, 63 (supplement 2) 2655.19. https://jnm.snmjournals.org/ content/63/supplement_2/2655CONFIDENTIAL



Dual development strategy
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SAR Technology enables a synergistic development of 
stand-alone diagnostics as well as paired theranostics

Diagnostics based on 64Cu Theranostics based on 64Cu/67Cu
• Broad market opportunities
• Address the current supply

and logistical constraints on the industry
• Provide universal access to diagnostic agents
• Short time to market, provides revenue for later 

stage therapy development
• Low production and distribution costs shield 

potential revenues from lost of pass-through-status 
after 3 years in the US

• High precision, high accuracy
• Blockbuster potential for a range of assets
• Easy to scale up
• Domestic US supply
• No reliance on aging nuclear reactors 

Diagnostic imaging scan with copper-64

Positive for target Negative for target

Copper-67 therapy Conventional therapy

Dx revenue pays for 
late-stage Tx clinical 
development

Marketed Dx re-
enforces Tx position



Clinical & 
Regulatory 
Development



BOP

Three core product areas in clinical trials
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Clarity has an active clinical development program in multiple oncology indications with unmet needs 
through a range of products and their applications. The SAR platform is also used in our SAR-DISCOVERY 
program which has significant synergies with the existing clinical program.

SAR-bisPSMA
Cancers that express Prostate 
Specific Membrane Antigen 

(PSMA)

SAR-Bombesin
Cancers that express Gastrin Releasing Peptide

receptor (GRPr)

SARTATE
Cancers that express 

Somatostatin Receptor 2 
(SSTR2)

Prostate Cancer Breast 
Cancer

Neuro-
blastoma NETs

In
d

ic
a

tio
n

Pr
od

uc
t

Theranostic Diagnostic Theranostic Diagnostic

C
ur

re
nt

tri
a

ls Theranostic DiagnosticDiagnostic

CL04C-BOBCAT

DISCOVERY
Developing new 

products based on
Cu-64/Cu-67

Tr
ia

l
na

m
e/

p
ha

se

Phase I/IIa

Phase I/II

Phase I/IIa

Phase II

Phase I IIT Phase I/IIa Phase II
Phase I Phase II IIT



Clinical development in multiple cancers
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Clarity’s products are progressing through sponsored clinical trials in the US and Australia

Clinical development pipeline as of 13 March 2023

Note clinical development pipeline is indicative only, subject to review.

All US studies are conducted under IND



Regulatory Overview
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Strong focus on the US FDA and first approvals in the US

Two Orphan Drug Designations and two
Rare Paediatric Disease Designations 

RPDDs may potentially allow to access 2 Priority Review Vouchers, 
which are tradeable and have recently transacted at US$95M

All six clinical-stage products under IND 
in the US

Theranostic
64Cu/67Cu SARTATE 

product for patients 
with neuroblastoma 

CL04 trial8

Therapy
67Cu SAR-bisPSMA

product for prostate
cancer patients

SECuRE trial5

Therapy
67Cu SAR-Bombesin
product for prostate

cancer patients
COMBAT trial3

Diagnostic
64Cu SAR-bisPSMA

product for prostate
cancer patients

COBRA trial2

Diagnostic
64Cu SAR-Bombesin
product for prostate

cancer patients
SABRE trial6

Rare 
Paediatric 

Disease 
Designation

Orphan Drug 
Designation

US FDA Rare Paediatric Disease Designation (RPDD) for:
• 67Cu SARTATE granted (neuroblastoma therapy)
• 64Cu SARTATE granted (management of 

neuroblastoma)

US FDA Orphan Drug Designation (ODD) for:
• 67Cu SARTATE granted (neuroblastoma therapy)
• 64Cu SARTATE granted (management of 

neuroblastoma)



SAR Therapy
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SARTATE in neuroblastoma
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SARTATE CL04: 67Cu-SARTATE Peptide Receptor Radionuclide Therapy Administered to Pediatric 
Patients With High-Risk, Relapsed, Refractory Neuroblastoma 

Trial Design Status
Multi-centre, dose-escalation/dose-expansion, open label, 
non-randomised, theranostic clinical trial

• Cohort 1 complete, no safety issues (3 patients) 75MBq/kg b.w.
• Cohort 2 complete, no safety issues (3 patients) 175MBq/kg b.w.
• Cohort 3 ongoing, no safety issues to date 275MBq/kg b.w.
• Recruiting at multiple sites in the US

CL04 ClinicalTrials.gov identifier: NCT04023331

CL04 patient dosed with 12.4GBq Cu-67 SARTATE in Feb 23

CL04: 64Cu/67Cu SARTATE Phase I/IIa trial in high-risk neuroblastoma in the US with up to 34 patients



SAR-bisPSMA in prostate cancer
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SECuRE: Systemic Copper theranostics in prostate cancer

• Phase I/IIa study of 64Cu/67Cu SAR-bisPSMA for identification 
and treatment of PSMA-expressing metastatic castrate 
resistant prostate cancer (mCRPC)

• Dose escalation phase aims to find the highest dose of 
67Cu SAR-bisPSMA that can be given safely and expand 
patient numbers at that dose in dose expansion

Trial design
Theranostic multi-centre, single arm, dose escalation study with a 
cohort expansion planned for up to 44 patients

Status
• Dosimetry phase with 64Cu SAR-bisPSMA in mCRPC

completed
• Dose escalation phase underway

Next milestone
• Advance to next dose cohort

SECuRE clinicaltrials.gov identifier: NCT04868604

Comparison of 64Cu SAR-bisPSMA and 67Cu SAR-bisPSMA in Patient 70-008

70 - 008

Dosimetry 
phase
(N=6)

Dose 
escalation 

phase
(N=~24)

Dose 
expansion 

phase
(N=14)



Images: Cohort 1 (4GBq dosage level)
70 - 009
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SAR-Bombesin in prostate cancer
GRPr is a receptor that is overexpressed in a number of cancers including prostate, breast, colon, gastric, 
glioma, pancreatic, small cell lung and non-small cell lung cancer, as well as renal cell cancer

• 75%-100% of prostate cancers 
express GRPr

• ~20% of prostate cancer patients 
do not express PSMA

• PSMA negative prostate cancer 
patients will not respond to PSMA 
imaging or therapy

• SAR-Bombesin is now under 
investigation as a theranostic as 
well as a stand-alone diagnostic 
imaging agent for PSMA-
negative prostate cancer

64Cu SAR-
Bombesin

68Ga PSMA-11 (top) images of a PSMA-negative patient with clinical 
signs of prostate cancer (a rising PSA score of 0.16 ng/mL) and 64Cu 
SAR-Bombesin PET/CT images of the same patient (bottom)

68Ga PSMA-11

64Cu SAR-
Bombesin

68Ga PSMA-11

68Ga PSMA-11 (top) image of a PSMA-negative patient with 
history of prostate cancer (a rising PSA score of 25 ng/mL)
and 64Cu SAR-Bombesin PET/CT image of the same patient 
(bottom)

SAR-Bombesin was able to locate tumours in PSMA-negative prostate cancers that are not visible with approved 
PSMA diagnostics

21



67Cu SAR-Bombesin in prostate cancer
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COMBAT: Copper-67 SAR Bombesin in metastatic 
castrate resistant prostate cancer
• A Phase I/IIa theranostic study of 64Cu-SAR-BBN and 

67Cu-SAR-BBN for identification and treatment of 
GRPR-expressing metastatic castrate resistant 
prostate cancer in patients who are ineligible for 
therapy with 177Lu-PSMA-617

Trial design
Theranostic multi-centre, single arm, dose escalation study 
with a cohort expansion planned for up to 38 patients

COMBAT ClinicalTrials.gov identifier: NCT05633160

64Cu SAR-BBN in C-BOBCAT study

67Cu-SAR-Bombesin 
treated group

Control group

67Cu SAR-Bombesin has demonstrated an anti-
tumour effect in preclinical models of prostate 
cancer, when compared to the control group

64Cu SAR-Bombesin is retained in the tumours while quickly clearing from the 
pancreas in hormone positive metastatic breast cancer

Efficacy of Cu SAR-Bombesin in a mouse model of prostate cancer

Status
• Currently on track for 1st patient in Q2 23

Dose 
escalation 

phase
(N=~24)

Dose 
expansion 

phase
(N=14)



SAR Diagnostics
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Challenges with approved Ga-68 
and F-18 based diagnostics Solutions provided by Cu-64 based diagnostics 

Cu-64 will become the isotope of choice for PET imaging by overcoming 
the clinical and operational challenges with Ga-68 and F-18 based 
diagnostics

• Optimal half-life of 12.7 hours and proprietary SAR chelator allows for delayed 
imaging and increased diagnostic utility

• Short positron range of Cu-64 leads to improved imaging resolution relative to 
Ga-68

• Commercial supply for North America from a single manufacturing site
• Longer shelf-life of Cu-64 allows for the development of production redundancies 

which are impossible with shorter lived agents like Ga-68 and F-18
• Fast launch trajectory as single production site can supply all imaging centres in the 

US at approval

• Immediate national availability and access makes Cu-64 ideal for the widely distributed 
community oncology setting which is where 80% of cancer patients currently receive 
their care in the US

• Delivered as a ready-to-use cGMP product with no need for sites to invest in expensive 
generators, radiopharmacies or specialised personnel

• Product shelf-life of up to 48 hours gives sites increased flexibility for scheduling patients
• Imaging timepoints from 1 to 72 hours gives sites operational flexibility in managing 

patient flow and PET scanner availability
• 9-22 times lower radiation exposure than commonly used F-18 diagnostics on a per 

patient level, leading to increased radiation safety for patients, clinicians and staff

The future leader of the PET radioisotope market must have supply that is dependable, scalable and customer focused

• Expensive network of 3rd party cyclotrons and/or 
radiopharmacies are required due to short half-lives of 
Ga-68 and F-18

• Extensive resources, investments and partnerships with 3rd

parties are needed to scale capacity and reach of Ga-68 
and F-18 diagnostic agents

• Short half-lives create logistical and patient care challenges 
for imaging centres as there is a limited timeframe to 
administer the diagnostic agent and image the patient

• Limited patient access in rural areas based on distribution 
range of F-18 and Ga-68 diagnostics

• As utilisation of diagnostics increases, it creates cumulative 
occupational safety constraints for safety for patients, 
clinicians and staff

• Short half-life of Ga-68 and F-18 does not allow for clinically 
relevant delayed imaging, which limits their diagnostic utility

• Long positron range of Ga-68 leads to lower image quality

Ideal physical 
characteristics 
for imaging 

Significant 
manufacturing 
& logistical 
advantages

User-friendly 
products for 
clinicians and 
patients



SAR-bisPSMA diagnostic development
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Pre-definitive treatment Biochemical recurrence

• Phase I multi-centre, blinded review, dose 
ranging, non-randomised study in 30 patients

• FIH study performed in Australia
• Results at ASCO GU

• Phase I/II multi-centre, single arm, non-
randomised study in up to 50 patient

• Performed under IND in the USA
• Recruitment complete, patients in 6M follow up

Two Phase III trials required for registration in prostate cancer: one in the pre-definitive treatment and one in 
the biochemical recurrence (BCR) setting. Clarity is expecting to commence registrational trials in 2023. 

• Initiating Phase III study in the US during 2023 • Anticipate Initiating Phase III study in the US 
during 2024

PSMA diagnostics are set to become a blockbuster market with >$1.6B in the US

PROPELLER clinicaltrials.gov identifier: NCT04839367 COBRA clinicaltrials.gov identifier: NCT05249127
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SAR-bisPSMA diagnostic in untreated, confirmed 
prostate cancer  
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68Ga PSMA-11 (~200MBq, left) vs. 64Cu SAR-bisPSMA (~200MBq, right) 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 is a measurement of product uptake in tissue 
normalised to a distribution volume

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

68Ga PSMA-11 (~200MBq) 64Cu SAR-bisPSMA (~200MBq)



SAR-bisPSMA diagnostic in untreated, confirmed 
prostate cancer  
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PET/CT demonstrated uptake of 64Cu-SAR-bisPSMA (F) in a left pelvic lymph node according to both readers and PC was confirmed via histopathology. Readers did not 
detect uptake in pelvic lymph nodes on the  68Ga-PSMA-11 PET/CT (E). Time between serial imaging was 7 days.

64Cu SAR-bisPSMA (~200MBq)



SAR-bisPSMA diagnostics
COBRA: Copper-64 SAR-bisPSMA in BCR prostate cancer
• Phase I/II multi-centre, single arm, non-randomised study in up 

to 50 patients across the US

• Investigates the safety and tolerability of 64Cu-SAR-bisPSMA as 
well as its ability to correctly detect recurrence of prostate 
cancer in participants with BCR of prostate cancer following 
definitive therapy

Trial design

COBRA clinicaltrials.gov identifier: NCT05249127

Status
• Recruitment complete 09 February 2023 

Next milestone
• 6 month follow up Topline results and data readout

Local assessment reported additional lesions on Day 1 compared to Day 0. 
Histopathology performed on one lesion returned a positive result for PC. 
Central review against Standard of Truth has not yet been carried out.

Suspected
BCR based on 
PSA, negative 

on 
conventional 

imaging

64Cu SAR-
bisPSMA

scan (@~1h 
& 24h)

Assessed 
against 

composite 
reference 
standard



SAR-Bombesin in PSMA-negative 
prostate cancer
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SABRE: Copper-64 SAR-BBN in Biochemical Recurrence 
of prostate cancer

• Phase II Positron Emission Tomography (PET) imaging trial of 
participants with PSMA-negative biochemical recurrence (BCR) of 
prostate cancer following definitive therapy.

• The primary objectives of the trial are to investigate the safety and 
tolerability of the product as well as its ability to correctly detect 
recurrence of PSMA-negative prostate cancer.

SABRE ClinicalTrials.gov identifier: NCT05407311

Single pelvic lymph node uptake seen on 64Cu SAR-BBN on both Day 0 and Day 1. Participant has 
been referred for biopsy, results pending. Participant has entered the follow-up period per protocol.

Trial design
• Multi-centre, single arm, non-randomised, open-label trial of 64Cu-

labelled SAR-Bombesin in 50 participants.

Status
• Recruitment ongoing in the US

Next Milestone
• 50% recruitment in Q2 2023



SAR-Bombesin in PSMA-negative 
prostate cancer
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BOP IIT: Copper-64 SAR Bombesin in Prostate Specific Membrane Antigen (PSMA) negative Prostate Cancer

• Assesses the safety of 64Cu-SAR-Bombesin and looks at the diagnostic potential across two different groups of men:

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

• Participants with metastatic castrate resistant prostate cancer (mCRPC) who are not eligible for PSMA therapy

Trial design
• Phase II investigator-initiated trial (IIT) led by Prof Louise Emmett at St Vincent’s Hospital, Sydney 

Status
• 50% recruited as of 02/11/22

Next Milestone
• 100% recruitment in Q3 2023

BOP ClinicalTrials.gov identifier: NCT05613842



SARTATE
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DISCO: Diagnostic Imaging Study of Copper-64 SARTATE using 
PET on patients with known or suspected NETs 

• Assesses the performance of imaging agent 64Cu SARTATE in 
participants with known or suspected gastroenteropancreatic NETs as 
a potential new way to help diagnose and manage NETs

• Aims to capture and highlight the significant advantages of the longer 
half-life (12.7 hours) of copper-64, related to imaging and product 
supply which are relevant to Clarity’s entire pipeline of products in 
development

Trial design
• Phase II multi-centre, single arm, non-randomised, blinded-review 

study in up to 63 participants

• Compares diagnostic performance of 64Cu SARTATE at 4 and 20 hours 
to the current standard of care, 68Ga DOTATATE, at 1 hour

Status
• Recruitment at 50% in Feb 2023

DISCO ClinicalTrials.gov identifier: NCT04438304

Local assessment has reported a higher number of 
lesions on 64Cu-SARTATE compared to 68Ga-DOTATATE. 
Interval between scans was 1 day.



Inflection points in the next 12 months
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BBN Tx US
COMBAT

Advance to 
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Robust IP driving the Discovery program
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Clarity’s proprietary SAR Technology platform can be used in conjunction with any number of targeting 
ligands to create new products and new IP

SAR Technology platform

Select high value cancer targets

Generate and radiolabel compounds
(peptides and/or antibodies)

64Cu imaging in tumour models

67Cu efficacy studies in tumour models

High value clinical candidates: 
SARTATE, SAR-bisPSMA,
SAR-Bombesin, etc.

Discovery Engine

• Granted and new chelator patents used in 
further developing lead and back-up products

Platform Protection

• Maintenance of pending applications for potential 
continuation or divisional filings on existing important 
patents

• New patents filed on lead and back-up compounds

Product Protection

• New chelator patents used in future discovery products
• New patents filed on novel treatment regimes for 

radiopharmaceutical applications

Pipeline Protection

• Manufacturing and formulation patents
• New patents filed on manufacturing processes

Manufacturing & Process Protection

Broad Patent Portfolio



Highly experienced team
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Clarity's management team has a diverse and in-depth 
level of expertise spanning corporate finance, 
management, operations, commercialisation and industry
• Development, approval and launch of 1st approved 

radiopharmaceutical therapy product for prostate cancer 
(Xofigo)

• Decades of experience spanning across science, nuclear 
medicine/PET, and pharmaceutical industries

• Investment banking experience focused on the life sciences 
sector

Dr Alan Taylor
Executive Chairman

Dr Colin Biggin
CEO

Michelle Parker
EVP – Global Clinical 
Operations

Shaemus Gleason
EVP - Operations

Dr Jennifer Rosenthal
Director of Quality & 
Regulatory Affairs 

Dr Matt Harris
Director of Technology

Dr Jeff Norenberg
Chief Scientific Officer

Robert Vickery
Company Secretary

David Green
Chief Financial Officer



Board of Directors
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Clarity’s board has extensive capital markets, radiopharmaceutical and broader life sciences experience

Dr Alan Taylor
Executive Chairman

Ms Robinson brings extensive 
experience in the nuclear field 

and a range of commercial 
expertise to the Company and 
has over 25 years of experience 

in both governance and 
management roles in public and 

private companies and 
government.

Dr Roberts has over 40 years of 
experience in the medical 

innovation space and has served 
on the boards of a number of 

ASX-listed companies during his 
career. 

Dr Ramdahl is a pharmaceutical 
executive with over 20 years of 

clinical and development 
experience. He was President 

and the first CEO of Algeta ASA, 
serving in several senior positions 

through to and post the 
acquisition of Algeta by Bayer AG 

in 2014 for US$2.9 billion.

Dr Colin Biggin
Managing Director

Dr Thomas Ramdahl
Non-Executive Director

Dr Chris Roberts
Non-Executive Director

Rosanne Robinson
Non-Executive Director

Mr Thomas has a strong 
background in financial services 

and capital markets including 
advising on the IPOs of the 

Commonwealth Bank of Australia 
and Qantas. 

Mr Robert Thomas
Non-Executive Director 

Ms Maley is an experienced 
senior leader with over 25 years 

of experience in the 
pharmaceutical industry. She 

has a strong strategic, 
commercial background with a 
proven track record in product 
launch excellence and timely 
patient access to innovative 

medicines.

Cheryl Maley
Non-Executive Director



Clarity’s Advisory Board 
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Clarity’s advisory board comprises global thought leaders with extensive capabilities, expertise and 
experience in developing radiopharmaceuticals

Prof Oliver Sartor
Medical oncologist and an internationally recognised expert in prostate 
cancer. He is the Laborde Professor for Cancer Research, Medical 
Director of the Tulane Cancer Center, and Assistant Dean for Oncology 
at Tulane University School of Medicine in New Orleans, Louisiana.

Prof Richard Wahl
The Elizabeth Mallinckrodt Professor, Chairman of the Department of 
Radiology and Director of the Mallinckrodt Institute of Radiology at 
Washington University School of Medicine in St Louis.

Prof Jason Lewis
The Emily Tow Jackson Chair in Oncology and serves as Vice Chair for 
Research in the Department of Radiology at Memorial Sloan Kettering 
Cancer Center (MSK), Chief of MSK’s Radiochemistry & Imaging 
Sciences Service, and Director of MSK’s Radiochemistry and Molecular 
Imaging Probe Core Facility. 

Prof Andreas Kjaer
A professor at the University of Copenhagen and a chief physician at the 
Department of Clinical Physiology, Nuclear Medicine & PET at 
Rigshospitalet, the National University Hospital of Denmark.

Dr Andrei Iagaru
An award-winning Professor of Radiology - Nuclear Medicine and 
the Chief of the Division of Nuclear Medicine and Molecular Imaging 
at Stanford University. His research focus includes PET/MRI and PET/CT 
imaging for early cancer detection as well as peptide-based 
diagnostic imaging and therapy.

Prof Paul Donnelly
The Clarity Group leader of the Donnelly Research Group, The University of 
Melbourne, based in the state-of-art laboratories of the Bio21 Institute of 
Molecular Science and Biotechnology.

Dr Neal Shore
CMO of Urology/Surgical Oncology at GenesisCare, US and the Medical Director 
of Carolina Urologic Research Centre. He has conducted more than 400 clinical 
trials with a particular focus on GU oncology indications and is an internationally 
recognised expert and researcher in systemic therapies for patients with 
advanced urologic cancers.

Prof Louise Emmett
Director of Theranostics and Nuclear Medicine at St Vincent’s Hospital Sydney, 
a conjoint professor of medicine at the University of New South Wales and 
clinical research leader at the Garvan Institute of Medical Research.

Jon Stoner
Director of the Idaho Accelerator Center at Idaho State University. He has 
been researching isotope production using linear accelerators for 14 years 
and pioneered a new process and mechanism for producing copper-67



Summary
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Global leader in Targeted Copper Theranostics (TCTs)

• Extensive pipeline of TCTs based on 64Cu for diagnosis and 
67Cu for therapy

• Seven clinical trials and an IIT in development with Phase III 
clinical trials commencing from 2023

• TCTs address the current manufacturing and logistical 
limitations in the growth of radiopharmaceuticals

• TCTs are scalable, sustainable and dependable
• Broad and defensible IP portfolio of patent families across 

the SAR Technology platform, pipeline and products
• Pipeline includes large and orphan indications, with focus on 

the US for first approvals
• Well funded with ~$83 million to fund the existing trials and 

provide cash runway into 2024
• Led by an experienced management team and Board with 

significant years of active involvement in the 
radiopharmaceutical industry

• Hot sector of the market with numerous recent acquisitions.



Thank you

Contact details
Dr Alan Taylor
Executive Chairperson
E: alan.taylor@claritypharm.com

Dr Colin Biggin
Managing Director
E: colin.biggin@claritypharm.com
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