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Company Information

Share price ($) as at 8 December  
2021 $0.34

Valuation ($ per share) $0.86

Issued capital:

Ordinary shares (M) 253.3

Options (M) 33.1

Fully diluted (M) 286.4

Market capitalisation ($M) 86.1

12-month Share Price Low/High ($) 0.29/0.60

Board and Management

Paul Hopper: Chairman (Executive)

Riccardo Canevari: Managing Director & CEO

Ian Turner: Director (Non-Executive)

Dr. Michael Baker: Director (Non-Executive)

Largest Shareholders                                     %

Kilinwata Investments Pty Ltd 35.5%

NanomabTechnologies Limited 8.3%

CS Third Nominees Pty Limited 3.9%

HSBC Custody Nominees 2.4%

TRIMIT GMBH 1.8%

Top 20 Shareholders 69.8%

Source: RAD

Radiopharm Theranostics Limited (ASX: RAD)
Initiating Coverage

DIVERSIFIED PORTFOLIO OF RADIOPHARMACEUTICAL        
THERANOSTICS 
Radiopharm Theranostics Limited (ASX:RAD) is a newly listed company on the ASX with the 
Company commencing trading on 25 November 2021. The Company is focused on developing 
nuclear medicines to treat cancer with a diversified portfolio of radiopharmaceutical 
diagnostic and therapeutic (theranostic) candidates.                                 

KEY POINTS       

Diversified Portfolio of Radiopharmaceutical Theranostics: Radiopharm Theranostics 
Limited (ASX:RAD) has a portfolio of preclinical and clinical stage radiopharmaceutical 
candidates that it is seeking to develop. The Company has acquired exclusive licences to four 
platforms for the development and commercialisation of the candidates. The candidates are 
targeting a range of cancer indications. The candidates will be tested in both a diagnostic 
and therapeutic capacity, with the candidates first being tested as a diagnostic and then 
if successful the candidate will be tested for effectiveness as a therapeutic. Testing the 
candidates effectiveness as a diagnostic first ensures the Company is dedicating capital 
resources to developing the candidates that are most likely to succeed based on the trials as 
a diagnostic.               

IPO Raises $50m: RAD raised $50m from the IPO through the issue of 83.3m ordinary 
fully paid shares at a price of $0.60 per share. The capital raising boosted the Company’s 
cash reserves to $64.8m at the date of listing. The capital will be used to pay for product 
development, licence fees and milestone payments, as well as operating and working capital 
expenditure. The capital is expected to cover the Company’s expenses for 24 months from 
listing. The Company will likely have to raise additional capital in due course to fund further 
development of the candidates, depending on the outcomes of the clinical trials.                 

Experienced Management Team: The Company is led by an experienced management 
team and Board. The Executive Chairman, Paul Hopper, has over 25 years’ experience in 
biotech, healthcare and life sciences sector with a focus on bringing technologies to market. 
Paul has served as either Founder, Chairman, Non-Executive Director or CEO for more than 
15 companies in the US, Australia and Asia and is a significant shareholder in the Company. 
The Managing Director (MD) and CEO, Riccardo Canevari, has extensive experience across 
speciality pharmaceuticals, oncology and radiopharmaceuticals. Riccardo was most recently 
the Chief Commercial Officer of Advanced Accelerator Applications (acquired by Novartis), 
a global leader in nuclear medicine. The Chairman and MD & CEO are supported by an 
experienced team that we view to be well placed to deliver on the development and potential 
commercialisation of the portfolio.                    

Radiopharmaceutical Market: The global radiopharmaceuticals market is sizable, estimated 
to be valued at US$6.7b in 2020 and forecast to surpass US$11.5b by 2027, according 
to Coherent Market Insights. There is significant interest in the market with advancing 
knowledge of tumour cells and their cell surface proteins and the availability of tools to 
target these proteins and advancements in technologies. Given the size of the oncology 
markets that the Company is targeting, the market potential is substantial for the Company’s 
candidates. Although competition is high and increasing in the market.                                           

Valuation: We have assigned RAD a value of $0.86 per share ($0.76 per share on a fully 
diluted basis). The valuation is based on a risk-adjusted NPV methodology and incorporates 
those candidates that have commenced clinical trials or clinical trials that we are confident 
will commence in the near-term. This includes five candidates across a range of cancer 
indications - four diagnostics and one therapeutic. We expect the Company to commence 
a number of Phase I clinical trials over the next 12 months in addition to progressing the 
current trials, resulting in the number of candidates in clinical trials expanding. We view there 
to be significant potential upside for the Company given the portfolio and potential market 
for the candidates if successful. We note that there are substantial risks associated with the 
Company given the candidates remain in the early stages of clinical development, with the 
use of the candidates as therapeutics in the very early stages of clinical development. There 
are no guarantees that the candidates will be successful, hence the reason we adjust our 
NPV model to reflect the probability of the candidates being successful.      

.     
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SWOT ANALYSIS
STRENGTHS

 � While still in the early stages of clinical development, the portfolio includes candidates 
that have completed Phase 1 diagnostic studies and are progressing to Phase II studies, 
(Pivalate and Nano-mAbs). 

 � The Company has a diversified portfolio using small molecules, peptides, and monoclonal 
antibodies. 

 � The clinical development for theranostics involves testing the safety and effectiveness of 
the diagnostic before testing a candidates effectiveness as a therapeutic. The diagnostic 
testing can provide a clear indication as to which candidates will progress without having 
to undergo the trials as a therapeutic potentially saving both time and money.

 � The Board and Management team have extensive experience in developing 
radiopharmaceuticals. 

 � There is limited competition for the treatment of glioblastoma and renal cell carcinoma 
using radiopharmaceuticals providing a significant competitive advantage if the 
candidates are successful. We note however that there are a number of other treatment 
types that are currently in clinical development that are seeking to provide improved 
treatments for these two cancer indications. 

 � The Company’s assets are protected by their intellectual property portfolio. We note that 
a number of patent applications remain pending.  

 � Radiopharmaceuticals can play a role in high unmet need disease areas and as such can 
be candidates for the priority review process. Under this process, regulatory authorities 
grant priorities which can accelerate the development process and result in candidates 
getting to market in more streamlined fashion. The portfolio was acquired with the high 
unmet need as a criteria when screening potential assets with the potential for priority 
review in mind.    

 � The Company raised $50m through the IPO and as such has a capital base to develop the 
portfolio of candidates. 

WEAKNESSES

 � As with all clinical stage biotech companies, an investment in RAD is speculative given 
the early stage nature of the portfolio of candidates. 

 � There are unique logistics associated with obtaining and delivering radioisotopes to the 
clinic for use in patients. This can result in increased costs for product development.

 � Of the 253.3m shares on issue, 55% of shares are restricted from trading as a result of 
escrow arrangements. As such, there is a limited free float at present which may result 
in limited market liquidity.      

OPPORTUNITIES  

 � The Company’s technology can be further applied to various cancers, so there is an even 
larger potential market if the technologies are approved for use. 

 � Completing the first Phase 1 diagnostic trials before the therapeutic trials decreases risk. 
Using different cancer-specific targeting agents also reduces the risk.

THREATS

 � There is an increasing level of research and development in the radiopharmaceutical 
field. Competitors may develop more effective, affordable, or more convenient products 
making RAD less competitive. In particular, Telix Pharmaceuticals is a radiopharmaceutical 
company also targeting glioblastoma, renal cell carcinoma, and prostate cancer.

 � The company is currently not generating revenue. The Company will need to raise capital 
to progress the development of the portfolio of radiopharmaceuticals. Capital raisings 
may be dilutive to existing shareholders.

 � Access to the intellectual property rights to develop and commercialise 
radiopharmaceuticals is predicated on the continuing operation of the Licence 
Agreements between RAD and the Licensors.
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COMPANY OVERVIEW  

Radiopharm Theranostics Limited (ASX: RAD) is a clinical stage pharmaceutical company 
that focuses on the development of radiopharmaceuticals, which are radioisotopes bound 
to molecules to diagnose and treat diseases. The Company has secured the licences to four 
platform technologies which it is seeking to develop for the diagnosis and treatment of a 
range of cancers. 

RAD was incorporated in February 2021 and recently listed on the ASX, raising $50m as 
part of the IPO with capital raised to be used for the payment of licence agreements and 
to develop the portfolio of candidates, as detailed below. The focus of the Company is to 
develop and commercialise its radiopharmaceutical candidates for possible licencing or 
distribution arrangements, or sale to a leading global pharmaceutical company.

The portfolio was secured by the Executive Chairman, Paul Hopper, with the portfolio 
selected based on a set of criteria such as high unmet need in oncology indications, tumour 
types that can be considered radiosensitive and target molecules with clear theranostic 
potential. The result is a portfolio of four licensed platform technologies – Pivalate, Nano-
mAbs, AVB6, and PSA-mAb. The portfolio has small molecules, peptides, and monoclonal 
antibodies that have both diagnostic and therapeutic potential. These platforms are in both 
preclinical and clinical stages of development. The Company will first undergo diagnostic 
clinical trials to determine the safety and efficacy of the diagnostic before undertaking 
therapeutic clinical trials. 

 � Pivalate is a radiotracer based on a very stable, short chain carbohydrate. In comparison 
to other PET imaging, Pivalate showed superior imaging performance and was equally 
good for two breast cancer models. A Phase 1 diagnostic trial for glioma is complete 
with the Company progressing Phase 2 diagnostic studies for gliomas and cerebral 
metastases. Phase 2 diagnostic studies for metastatic renal cell carcinoma and solid 
tumor cells are also underway. 

 � Nano-mAbs are single domain antibodies labelled with radioisotopes. A Phase 1 imaging 
study in 45 patients is complete. Current targets are HER-2 for breast cancer, PD-L1 for 
non-small cell lung cancer, and TROP-2 for triple negative breast cancer, and PTK7 for 
multiple solid tumours. A Phase 1 therapeutic study for HER2+ breast cancer is expected 
to start in mid-2022 in the US. 

 � AVB6 Integrin is a selective ligand for a cell surface protein (avB6-integrin) that is 
labelled with radioisotopes. A Phase 1 compassionate diagnostic study is ongoing in 
pancreatic and head & neck cancer.

 � PSA-mAb is a human monoclonal antibody targeting prostate specific antigen (PSA) 
labelled with radioisotopes. PSA-mAb is in the preclinical stage of development.

For the purposes of this report we have focused on the three platforms that have or are due 
to progress to clinical trials in the near-term (Pivalate, Nano-mAbs and AVB6 Integrin). The 
candidates using the PSA-mAb platform are still in preclinical trials. The Company has entered 
into licence agreements for all four platforms. Details of the agreements can be found in 
Appendix A.

CLINICAL DEVELOPMENT PIPELINE

RAD seeks to follow a development process over the next 24 months in line with standard 
development practices. In the event of successful Phase II trials the Company will consider 
various options as to whether to out-licence or partner for further development or whether to 
continue with the clinical development to Phase III trials. Phase III trials are large in size and 
will require a significant capital injection.     

Across the portfolio of candidates, the clinical trials will be required to show that the ligands, 
which incorporate a bound radioisotope, are specific in localising to the target tumour with 
minimal or no binding to other tissue, resulting in clearly delineated tumorous growth for the 
purpose of diagnosis, and destruction of the lesion when used as a therapeutic agent. 
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RAD Pipeline                  

Source: Radiopharm Theranostics Limited Investor Presentation, October 2021.

INTELLECTUAL PROPERTY 

The Company’s assets are protected by patents in the major territories in which RAD hopes 
to conduct its business activities. The below table provides a summary of the Intellectual 
Property (IP) portfolio. There have been a number of patent applications across a number of 
jurisdictions. Some patents have been granted while some remain pending. The patent expiry 
dates range from 2034 to 2041 providing the Company with significant protection.  

Intellectual Property Portfolio Summary        

RAD Nano-mAbs:- PD-L1, HER-2, TROP-2, PTK7

PCT/CN2017/077122(PD-L1) PD-L1 Status: Int. Publication 2017; Granted 
US; pending US, Europe & China Expiry: 2036 (China) 2037 (US, Europe)

CN201610158493.0(PD-L1)

PCT/CN2018/091953(HER-2) HER-2 Status: Int. publication 2018; pending 
China, Europe, Japan, & US Expiry: 2038

CN202110750848.6(TROP-2) TROP-2 Status: filed July 2021 in China Expiry: 2041 (earliest)

CN202110950740.1(PTK7) PTK Status: filed August 2021 in China Expiry: 2041 (earliest)

RAD AVbeta6 Integrin

EP20162699.1 Status: Pending Europe, PCT filed Expiry: 2040 (Europe) 2041 (PCT)

PCT/EP2021/056424

RAD Pivalate

EP2994169 Status: Granted Europe Expiry: 2034

US10,821,194 Status: Granted US Expiry: 2034

US10,213,516 Status: Granted US Expiry: 2035

RAD PSA-mAB

PCT/EP2016/073684 PSA Status: Int. Publication 2017; Granted Europe & 
Japan; pending various Expiry: 2036

PCT/US2012/061982 PSA mAB
Status: Int. Publication 2013; Granted 
Austrailia, China, Europe & Japan; pending 
Canada and US

Expiry: 2032

Source: Radiopahrm Theranostics Limited Investor Presentation, September 2021/IIR      

CAPITAL STRUCTURE & USE OF FUNDS

The Company commenced trading on the ASX on 25 November 2021. The Company raised 
$50m through the issue of 83.3m shares at $0.60 for the IPO offer. Post completion of the  
IPO, the Company has 253.3m shares on issue and 33.1m options. The capital raised takes 
the Company’s cash reserves to $64.8m. The Company has no debt.          

Capital Structure as at 29 November 2021

Ordinary shares on issue 116,666,984

Ordinary Fully Paid Restricted 136,666,573

Total Shares on Issue 253,333,557
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Options:

Expiring 25 November 2024 - Restricted 13,680,012

Expiring 25 November 2025 - Restricted 5,700,006

Expiring 25 November 2026 - Exercise Price $0.60 5,066,672

Expiring 25 November 2026 - Restricted 8,666,678

Fully Diluted 281,446,925
Source: Radiopharm Theranostics Limited Prospectus

The below outlines the use of capital post the completion of the IPO. The Company 
anticipates this is how the capital will be deployed over the next 2 years. We note that the 
total capital includes an estimated $8.9m in cash rebates from R&D expenditure. Further 
detail regarding the licence fees and milestone payments can be found in Appendix A which 
details the licence agreements the Company has entered into.

Uses of Fund AUD$m

IPO Offer Costs 4.0

Licence Fees 27.8

Admin/corporate and general working capital 3.6

Employment 11.1

Sponsored research agreements 5.3

Milestones 6.2

Phase I clinical trials and manufacturing 10.7

Total 68.8

Source: Radiopharm Theranostics Limited Prospectus

PIVALATE  

Radiopharm entered into a licence agreement for 18F-FPIA Imaging Agent with Cancer 
Research Technology (CRT) Limited on 3 October 2021. 

Pivalate ((18F-fluoropivalate (18F-FPIA) is a radiotracer that is based on a metabolically stable 
short chain carbohydrate. Fatty acids have a long hydrocarbon chain on one end and a 
carboxylate group on the other end. Examples of short chain carboxylates are acetate 
and pivalate. Fatty acids are taken up by tumours and broken down. For example, acetate 
contributes half of the oxidative activity for malignant glioma. Short chain carboxylates such 
as acetate and the non-natural substrate pivalate use the beta-oxidation pathway (pathway 
that breaks down fatty acids). 

In contrast to acetate that is oxidized to carbon dioxide, pivalate is esterified to 
pivaoloylcartinine. The resulting ester is eliminated in urine.

Clinical Progression of Pivalate

CLINICAL DEVELOPMENT

Pivalate is one of the most advanced candidates in the portfolio with the diagnostics imaging 
agent completing Phase I trials and moving into Phase II trials. 

The results from the Phase 1 diagnostic clinical trial were published in February 2020. The 
clinical trial was focused on 18F-fluoropivalate as a tracer on healthy fed and fasting or fasted 
patients. Based on the results of the clinical study, the Company is looking to commence a 
UC Phase 1 therapeutic clinical trial along with Phase 2 diagnostic clinical trials for renal cell 
carcinoma, solid tumours, and glioblastoma.

The Phase 1 study was undertaken on participants and showed encouraging results. 18F-FDG 
is the standard marker for glucose uptake. Its uptake in normal brain tissue limits its use for 
diagnosis and treatment of gliomas. It is also limited in its use for renal cell carcinoma as its 
physiological excretion from kidneys decreases contrast between renal lesions and normal 
tissue. In comparison, Pivalate shows a low-level uptake within the healthy brain that gives 
it potential to diagnose and treat gliomas. Also, Pivalate’s delayed urinary excretion patterns 
give it the potential to diagnose and treat renal cell carcinoma. Whether patients fed or 
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fasted, it did not change the biodistribution, with an exception to the liver. All 24 participants 
enrolled in the  study with had no adverse events.

The Company is seeking to progress to Phase II trials targeting a number of indications. The 
Phase II studies include:

 � An expansion of a Phase II diagnostic study targeting patients with glioma. The study 
will measure the 18F-FPIA uptake in gliomas in 20 patients. A single dose of 18F-FPIA 
(maximum, 370 MBq) IV will be administered to the participant followed by a whole brain 
dynamic PET/MRI scan.

 � A Phase II diagnostic study targeting patients with metastatic renal cell carcinoma. The 
study is ongoing and measuring the 18F-FPIA uptake in metastatic renal cell carcinoma of 
24 patients. Patients will have three imaging visits at baseline, 4-6 weeks and 12 weeks 
post the commencement of conventional treatment. For each scan, a single dose of 
18F-FPIA (maximum, 370 MBq) IV will be administered to the participant followed by a 
whole brain dynamic PET/MRI scan. The study will look at longitudinal changes in 18F-FPIA 
uptake at baseline, at 4-6 weeks and at 12 weeks following treatment. 

 � A Phase II diagnostic study targeting solid tumours. The study will measure the 
relationship between 18F-FPIA uptake and percent positive tumour cells reported as 
counts defined per area from whole section immunohistochemistry for Phosphohistone 
H3 (PHH3). The study is using a PET/CT scan to look at which cancer type use fatty acids 
for energy and if it can be measured. Participants will undergo two PET/CT scans with 
the 18F-FPIA tracer on two separate visits. 

 � A Phase II trial targeting patients with cerebral metastases. The study is ongoing and will 
measure 18F-FPIA uptake within cerebral metastases in 12 patients who are treatment 
naïve and 12 patients who have completed Stereotactic Radiosurgery +/- combined 
chemotherapy. The goal of the study is to quantify the degree of early step fatty acid 
oxidation in cerebral metastases as imaged by 18F-FPIA PET/MRI. The trial is expected to 
finish by mid-2022. It compares the FPIA uptake in metastases that are treatment naïve 
compared to those that have undergone treatment. A single dose of 18F-FPIA (maximum, 
370 MBq) IV will be administered to the participant followed by a whole brain dynamic 
PET/MRI scan. 

NANO-MABS  

Nano-mAbs is the Company’s most progressed product going into a therapeutic study for 
HER2+ breast cancer. 

Clinical Progression of Nano-mAbs

Nano-mAbs is a 99mTc-labelled anti-HER2 single-domain antibody that is a molecular imaging 
tracer. Single-domain antibodies (sdAbs) are small antigen-binding fragments derived from 
heavy-chain-only antibodies. Heavy-chain-only antibodies are antibodies that lack light chains 
and are produced by camelids (including camels and llamas).

In comparison to convectional antibodies, sdAbs have a relatively small molecular weight, 
low complexity, and can be labelled with shorter-lived radionucleotides. These molecules 
have a faster blood clearance rate, can deeply penetrate tumours, have a strong affinity and 
specificity for antigens.

Platform: sdAb

Source: Radiopharm Theranostics Limited Investor Presentation, September 2021
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CLINICAL DEVELOPMENT FOR HER2 POSITIVE BREAST CANCER

A Phase 1 clinical trial has been completed with data published in July 2021. The clinical trial 
was focused on patients with HER2 positive breast cancer and enrolled 45 participants. After 
meeting the endpoints from a Phase 1 diagnostic study, the Company is planning for a Phase 
1 therapeutic study, which is expected to be started by mid-2022. 

Phase 1 Diagnostic Study

The Phase 1 study evaluated 99mTc-labelled anti-HER2 single-domain antibody in 10 patients 
with breast cancer. Patient were injected with microdose (<100ug) of 99mTc-NM-02 
radiotracer. HER2 positivity was identified using SPEC/CT imaging. Nine out of ten patients 
had tracer uptake in their primary tumours. In some of the observations the tracer uptake 
was observed in both primary tumours and metastases. The one patient that did not show an 
uptake was HER2-negative and therefore this result would be expected.

The table below shows nine patients with varying degrees of tracer uptake on their primary 
tumours. Immunohistochemistry (IHC) and fluorescence in situ hybridization (FISH) are 
the gold standard to determine the level of HER2. The five HER2 IHC positive patients 
(highlighted) had obvious tumour uptake on the primary tumours. The HER2-negative patient 
BR007 was the only patient with no distinct uptake in the tumour.

Imaging Characteristics

Below are the CT and SPECT/CT images (CT images on top and SPEC/CT images on the 
bottom). Images were shown for patient BR006 (HER2 IHC 3+) in images a and b and patient 
BR010 (HER2 IHC 3+) in images c and d. Both patients had clear tracer accumulation in 
primary tumours, but different uptake level in their metastases. This demonstrates that 99mTc-
NM-02 has satisfying imaging characteristics.

CT and SPEC/CT Images

Phase 1 Therapeutic Study

The Phase 1 therapeutic study will target the SPECT/CT imaging of HER2 expression and 
radionuclide therapy. 99mTc-NM-02 is used as a diagnostic agent for SPECT/CT imaging of 
HER2 expression, and 188Re-NM-02 is used as a therapeutic drug for radionuclide therapy 
of HER2-positive Breast Cancer. The study will be performed in 11 patients with HER2+ 
metastatic breast cancer, with dose escalation, to determine and validate the right dose to be 
utilize in the subsequent Phase II trial.

CLINICAL DEVELOPMENT FOR NON-SMALL CELL LUNG CANCER

A Phase 1 diagnostic clinical trial was completed in 2019. The clinical trial was focused 
on patients with non-small cell lung cancer. After meeting the endpoints from a Phase 1 
diagnostic study, the Company is seeking to commence a Phase 1 therapeutic clinical trial. 
This trial is expected to commence in the next 12 months.
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The Phase I study involved providing sixteen patients with non-small cell lung cancer 
with a single-domain antibody NM-01, against PD-L1, radiolabeled with 99Tc for SPECT 
imaging. Two-hour primary tumour-to-blood-pool ratios (T:BP) correlated with PD-L1 
immunohistochemistry results (gold standard). Nodal and bone metastases also showed 
tracer update. There were no drug-related adverse events. 

The table below shows that the T:BP ratio was greater at 2 hours. There was a SPECT T:BP 
ratio of 1.79 at 1 hour and 2.22 at 2 hours with a P = 0.005. Primary tumour T:BP ratios at 
2 hours correlated with PD-L1 immunohistochemistry results. The results are promising 
showing that company can show results that correlate with the gold standard of diagnostics 
for non-small cell lung cancer.

Imaging Characteristics

The image below shows a left upper lobe tumour showing PD-L1 expression. The T:BP = 
2.46. 

Imaging

AVB6 INTEGRIN 

Trivehexin (AVB6 Integrin) is a selective ligand for a cell surface protein (avB6-integrin). avB6-
integrin is over expressed in cancers such as pancreatic ductal adenocarcinoma, gastric, 
colon, ovarian, cervical, head-and-neck, and lung cancers (specifically non-small cell lung 
cancer). Trivehexin is a molecule developed for the application of imaging and diagnosis. It is 
labelled as 68Ga-trivehexin. 

The image below shows a 68Ga-trivehexin scan of a patient with a confirmed diagnosis of 
pancreatic ductal adenocarcinoma in the pancreatic head. The only other prominent areas are 
in the kidney and urinary bladder due to rapid excretion.
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The Company is seeking to commence a Phase 1 Trivehexin diagnostic clinical trial in the next 
12 months. In order for them to progress to a Phase 1 Trivehexin therapeutic clinical trial, 
they would have to show: 1) tracer uptake in the primary tumours that are consistent with 
immunohistochemistry results; and 2) no drug-related adverse events.

PET/CT Imaging of Pancreatic Carcinoma

RADIOPHARMACEUTICAL MARKET
In 2020, the World Health Organiation’s International Agency on Cancer (“IARC”) estimates 
there were 19.3 million cancer cases diagnosed globally. One analysis estimated that the 
global oncology drug market was valued at US$97.4 billion in 2017. The total amount of 
spending on cancer drugs in the US in 2015 was US$32 billion. In 2017, the price tag of all 
cancer drug launches had a median of US$150,0001.

The global radiopharmaceuticals market is sizable, estimated to be valued at US$6.7b in 2020 
and forecast to surpass US$11.5b by 2027, according to Coherent Market Insights. 

Radiotherapeutics companies have had a history of success. In January 2018, Lutathera 
(owned by Novartis) received FDA approval for the treatment of somatostatin receptor (SSTR) 
positive gastroenteropencreatic neuroendocrine tumours. In 2020, Lutathera reported sales 
of $445 million. It has been given to over 9,000 gastroenteropancreatic neuroendocrine 
tumours (GEP-NETs) patients that are positive for the hormone receptor SSTR across Europe 
and U.S.

In 2019, Bracco Imaging S.p.A. acquired all outstanding shares of Blue Earth Diagnostics for 
$450 million plus closing adjustments. In 2016, Blue Earth Diagnostics received FDA approval 
for Axumin® (fluciclovine F 18). Axumin is the first FDA-approved F 18 product for positron 
emission tomography (PET) in men with suspected prostate cancer recurrence based on 
elevated blood prostate specific antigen (PSA) levels following prior treatment.

The below table details the theranostics that have been approved by the FDA. 

FDA Approved Theranostics

Company Drug Radiopharmaceutical Private/
Public

Treatment Sales in 
2020 (USD)

Lantheus Medical 
Imaging

Azedra Iodine-131 iobenguane Nasdaq: LNTH Iobenguane scan positive, 
unresectable, locally 
advanced metastatic 
pheochromocytoma or 
paraganglioma

$58.9 million

GlaxoSmithKline 
discontinued

Bexaar Tositumomab and iodine 
I 131 tositumomab

NYSE: GSK Treatment with CD20-
positive relapsed or 
refractory, low grade, 
follicular or transformed 
non-Hodgkin’s lymphoma

Unknown

Advanced 
Accelerator 
Applications (a 
subsidiary of 
Novartis)

Lutathera Lutetium Lu-177 
dotatate

NYSE: NVS Treatment of somatostatin 
receptor-positive 
gastroenteropancreatic 
neuroendocrine tumours

$445 million 

1. Radiopharm Theranostics Limited Prospectus.. 
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Bayer HealthCare 
Pharmaceuticals

Xofigo Radium-223 dichloride OTCMKTS: 
BAYRY

Treatment of patients 
with castration-resistant 
prostate cancer, 
symptomatic bone 
metastases

$295 million

Acrotech 
Biopharma

Zevalin Yttrium-90 ibritumomab 
tiuxetan

Private Treatment of relapsed or 
refractory, low-grade or 
follicular B-cell non-
Hodgkin’s lymphoma. 
Treatment of previously 
untreated follicular NHL 
in patients who achieve 
a partial or complete 
response to first-line 
chemotherapy

Unknown

Jubliant 
Radiopharma

Draximage: 
Diagnostics

Sodium iodide I 131 Private Ddx: Performance of 
radioactive iodide uptake 
test to evaluate thyroid 
function. Localizing 
metastases associated with 
thyroid malignancies

Unknown

International 
Isotopes

Treatment Sodium iodide I 131 OTCQB: INIS Therapeutic: Treatment of 
hyperthyroidism, carcinoma 
of the thyroid

$4 million

Lantheus Medical 
Imaging

Quadramet Samarium-153 
Iexidronam

Nasdaq: LNTH Pain relief of patients with 
confirmed osteoblastic 
metastatic bone 
lesions that enhance on 
radionuclide bone scan

$58.9 million

QBioMed Metastron Strontium-89 chloride OTC:QBIO Relief of bone pain in 
patients with painful 
skeletal metastases

$30,000

Source: Radiopharm Theranostics Limited Prospectus, Company websites.       

Given the size of the oncology market and the cancer indications that the Company is 
targeting, the potential market for RAD’s portfolio of candidates is significant, particularly 
from a therapeutic perspective. 

Reflecting the improvements in technologies in radiopharmaceuticals and market potential 
for these products, there has been a number of significant acquisitions. One of the biggest 
acquisitions was Novartis’s acquisition of Advanced Accelerator Applications, which it 
acquired for US$3.9b. We note the acquisition was made prior to the Company receiving FDA 
approval of it’s lead candidate Lutathera.  

Recent Key Acquisitions

Date Companies Involved Clinical 
Development Stage

Acquisition Value

January 2018 Advanced Accelerator Applications/Novartis Approved US$3.9b

December 2018 Endocyte/Novartis Phase III US$2.1b

June 2019 Blue Earth Diagnostics/Bracco Approved US$450m+

March 2021 Research Alliance Corp/Point Biopharma Phase III US$300m

Source: Radiopharm Theranostics Limited Investor Presentation, September 2021.

COMPETITIVE LANDSCAPE
The radiopharmaceutical market is competitive with a number of players in the market and  
competition is growing. There are four other radiopharmaceutical focused companies listed 
on the ASX, two of which are equipment providers and two of which are biotech companies 
developing candidates. There are a further 11 globally listed companies. This is in addition to 
a number of private companies seeking to advance their technology. The below table details 
the listed theranostic companies.  

There are two companies currently with FDA approved products and one company with 
European market approval. Cyclopharm Limited’s (ASX:CYC) Technegas diagnostic is approved 
and sold in over 60 countries however did not gain FDA approval in June 2021.
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Publicly Listed Theranostic Companies

Company Ticker Main candidate Cancer Indication Clinical 
Development 

Market 
Cap ($)*

Actinium 
Pharmaceuticals

NYSE: ATNM Iomab-B Leukemia and 
lymphoma cancer cells, 
B cells and stem cells

Phase 3 151.85m

Alseres 
Pharmaceuticals

OTC: ALSE Altropane® Diagnose Parkinson's 
disease and dementia

Phase 3 398,255

Cellectar Biosciences, 
Inc

Nasdaq: CLRB CLR131 Hematologic 
malignancies therapy

Phase 2 41.63m

Clarity 
Pharmaceuticals

ASX: CU6 64SAR-bisPSMA/ 
67SAR-bisPSMA

Prostate cancer therapy Phase I/IIa 136.50m

Clovis Oncology Nasdaq: CLVS Rucaparib Ovarian and prostate 
cancer treatment

Phase 3 373.35m

Cyclopharm Ltd ASX: CYC Technegas Ventilation Imaging Sales to over  60 
countries around 
the world including 
Australia, Canada. 
Not FDA approved.

156.87m

Fusion 
Pharmaceuticals

Nasdaq: FUSN FPI-1434 IGF-1R (cancer 
biomarker) therapy

Phase 1 231.68m

Nanobiotix Nasdaq: NBTX Hensify Soft tissue sarcoma 
treatment

European market 
approval (CE mark)

246.83m

Navidea 
Biopharmaceuticals

NYSE: NAVB Lymphoseek Sentinel lymph node 
biopsy agent for use in 
head and neck cancer 
patients with oral 
cavity carcinoma

FDA approved 34.04m

Novartis/Advanced 
Accelerator 
Applications

NYSE:NVS Lutathera Gastroenteropancreatic 
Neuroendocrine Tumors

FDA approved 180.48b

Oncosil Medical Ltd ASX: OSL OncoSil Unresectable Locally 
Advanced Pancreatic 
Carcinoma

na 31.69m

QSAM Biosciences OTCMKTS: 
QSAM

CycloSam Osteosarcoma Phase 1 7.55m

Telix Pharmaceuticals ASX: TLX TLX591 Prostate cancer therapy Phase 3 2.04b

Source: Radiopharm Theranostics Limited Prospectus/Company websites/Iress.
*As at 8 December 2021.

As mentioned above there are two other clinical stage radiopharmaceutical focused biotech 
companies listed on the ASX: (1) Clarity Pharmaceuticals Ltd (ASX:CU6); and (2) Telix 
Pharmaceuticals Limited (ASX:TLX). The below graphic provides an overview of the portfolio 
of candidates for each of the three companies.

There is a level of overlap in the indications that the companies are seeking to treat with 
their candidates. For example, both RAD’s and TLX’s pipelines includes both diagnostic and 
therapeutic treatments for prostate cancer, clear cell renal cell carcinoma, and glioblastoma. 
While there is some overlap there is also significant differences in the portfolios. RAD is 
also seeking to address unique areas such as lung cancer, HER2+ breast cancer, pancreatic 
cancer and head and neck cancer.    

TLX’s portfolio is the most advanced of the three companies with TLX transitioning to 
commercialisation of two of its candidates: (1) Illuccix - an investigational diagnostic imaging 
agent for prostate cancer for which the company has received TGA approval; and (2) 
TLX250 - renal cancer imaging. The Company is commencing a Phase III trial for TLX591, a 
PSMA targeted prostate cancer therapy. In 2020, TLX entered into a strategic licence and 
commercial partnership with China Grand Pharma for the China market valued at $400m. As 
part of the agreement, China Grand Pharma made a strategic equity investment of $35m in 
TLX.         
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ASX-Listed Peers Portfolio Comparison

Source: Radiopharm Theranostics Limited Investor Presentation, September 2021

VALUATION & INVESTMENT VIEW
We have assigned RAD a value of $0.86 per share ($0.76 per share on a fully diluted 
basis). The valuation is based on a risk-adjusted NPV methodology and incorporates those 
candidates that have commenced clinical trials or are confident will commence in the 
near-term. This currently includes five candidates across a range of cancer indications - four 
diagnostics and one therapeutic. We expect the Company to commence a number of Phase I 
clinical trials over the next 12 months in addition to progressing the current trials that will see 
the number of candidates in clinical trials expand. 

Given the patent portfolio we have modelled sales across both Europe and the US and 
applied a market penetration rate of 20% across all candidates. While there will be some 
value in the diagnostics, the significant value is expected to be generated from the 
therapeutics in the event the therapeutics are successful in being commercialised. 

The probability of approval is based on the cumulative probability of oncology candidates, 
with the probability of success increasing significantly for those that progress beyond Phase 
II trials. The progression of candidates and the cancer indications targeted will be dependent 
on the results from the trials.   

We have made a number of assumptions in the model regarding timing and costs based on 
industry standards. In the event of delays or costs are above those forecast, this will likely 
have an adverse impact on the valuation. 

We have applied a discount rate of 11.5% which comprises a risk-free rate of 1.87% (the 
Australian 10-year government bond yield at the time of the valuation was done), a beta of 1.6 
and a market risk premium of 6.0%. We note that any change to these inputs may result in a 
change to the valuation outcome.         

RAD Valuation Summary

Candidate Indication Status Peak Sales 
(US$)

Price per 
Treatment 
(US$)

Launch 
Date

Probability 
of Approval

Pivalate Diagnostic Kidney 
Cancer Phase 2 560.6 $14,654 2027 9.9%

Pivalate Diagnostic Glioblastoma Phase 2 126.0 $14,654 2029 9.9%

Nano-mAbs 
Diagnostic

Her2+ Breast 
Cancer Phase 2 395.5 $14,654 2028 9.9%

Nano-mAbs 
Diagnostic

Non-small 
cell lung 
cancer

Phase 2 1,384.5 $14,654 2028 9.9%

Nano-mAbs 
Therapeutic

Her2+ Breast 
Cancer Phase 1 5,398.5 $200,000 2029 5.1%

NPV ($m) 153.8

Debt ($m) 0.0



13

Radiopharm Theranostics Limited (ASX: RAD)

Independent Investment Research 

Cash ($m) 64.8

Total Value ($m) 218.6

Share on issue (m) 253.3

Options (m) 33.1

Fully Diluted shares 
on issue (m) 286.4

Value per share 
(basic) $0.86

Value per share 
(fully diluted) 

$0.76

FINANCIALS SUMMARY

The Company is not expected to generate any revenue in the near-term with the Company’s 
candidates in the early stages of clinical development. The capital raised from the IPO will 
likely provide the Company with sufficient capital for the next 18-to-24 months, however, in 
the event the Company seeks to continue to develop the candidates, additional capital will 
have to be raised with R&D expenses increasing as the candidates progress through the 
trials. The amount required to be raised will be dependent on the outcome of the current 
trials and future trials as well as any additional licence acquisitions. 

We have assumed the Company will receive a tax rebate on the R&D activities undertaken. 
At present companies are eligible for a cash rebate of 43.5% of R&D spend.

Profit & Loss 

AUD$m FY21A FY22F FY23F FY24F FY25F

Revenue 0.0  0  0 0 0 

COGS 0.0 0 0 0 0

Gross Profit 0.0 0 0 0 0

Operating Expenses:

R&D 0.0 (7.5) (11.2) (17.6)  (44.0) 

General & Administrative Costs (0.1)  (5.7)  (5.7)  (5.9)  (6.0) 

Share based payments (0.4) 0.0 0.0 0.0 0.0

Milestone Payments 0.0  (6.2)  (4.1)  (2.0)  (3.7)

EBIT (0.5)  (19.4)  (21.1)  (25.5)  (53.7)

Net Finance costs 0.0 0 0 0 0

Tax 0.0  0  3.3  4.9  7.7

Profit After Tax (0.5)  (19.4)  (17.8)  (20.6)  (46.0)

INVESTMENT VIEW

The Company has a diverse portfolio of radiopharmaceutical candidates. The Company will 
progress with clinical trials as a diagnostic for each of the candidates for numerous cancer 
indications to determine the safety and efficacy of the candidate as a diagnostic before 
moving to therapeutic trials. As mentioned in the report above, the Company is progressing 
to the Phase I therapeutic trials for some of the candidates given the results from the Phase 
I diagnostic clinical trials. While there is value in the candidates use as diagnostics, the 
substantial value for the Company will be in the therapeutics.  

In addition to the clinical trials currently being undertaken by the Company, there are a 
number of other Phase I trails that the Company intends to commence over the next 12 
months. As detailed in the Prospectus, the Company intends to file for a IMPD submission 
for the Nano-mAb PD-L1 for the treatment of non-small cell lung cancer therapeutic in 
2H’FY22. This would be the second candidate to enter trials as a therapeutic and given 85% 
of lung cancers are non-small cell, the potential market is substantial.  

We view there to be significant potential upside value for RAD given the number of 
candidates and the potential market that exists for the candidates if the trials are successful, 
particularly from a therapeutic use perspective. 
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RISKS
 � Clinical Development Risk: Clinical trials entail significant risk with treatments. There is 

a risk that the products in clinical trials, particularly for therapeutic versus diagnostic, will 
not provide a favourable outcome and will not progress. We note that there is less risk 
for the therapeutic clinical trials if the clinical trials for the diagnostic component come 
out positive. There may also be a delay in achieving critical milestones. Any material 
delays impact adversely upon the Company.

 � Regulatory Risk: The product is subject to regulation by government authorities in 
Australia and overseas. Pharmaceutical companies are heavily reliant on government 
authorities to determine whether a drug can progress through clinical trials and ultimately 
progress to market.

 � Competition Risk: There has been an increase in the number of radiopharmaceutical 
companies seeking to develop theranostics. As such, there is increasing competition 
with regards to acquiring technologies and developing therapies.

 � Capital Risk: After the funds raised from the IPO have been depleted, the Company 
is likely to need to raise additional capital. If the Company is unable to raise sufficient 
capital, the Company may need to delay or scale down its operations. 

 � Capital Structure Risk: Following the IPO, the Directors and management team will 
retain a significant holding in RAD. The collective interest may also have an impact on the 
liquidity as well as acting as a potential deterrent to corporate transactions. 

 � Foreign Exchange Risk: The company is exposed to foreign currency risk given that 
clinical trials are done overseas. Movements in currencies may impact the Australian 
dollar cost and ultimately revenue if candidates are commercialised.

 � Licence Agreements Risk: Intellectual Property rights is predicated on the continuing 
operation of the Licence Agreements. RAD is reliant on each of the Licensors to have 
in place the relevant protection and rights to the technology and the authority to enter 
into the relevant Licence Agreements. A failure of the Licensor, Head Licensor or RAD to 
comply with the terms of the Licence Agreements or Head Licences could have material 
adverse effects.

 � Intellectual Property Risk: Some of the Company’s patent applications are still pending 
with no guarantee that lodged patent applications will result in granted patents. If the 
patents are not granted to RAD, the value of the Company’s IP rights may be significantly 
diminished and any information contained in patent applications will become part of the 
public domain.

 � Key Personnel Dependence & Growth Risk: RAD’s primary asset is the talent and 
experience of its personnel. If they leave, it may be difficult to replace them. If they leave 
to work for a competitor, it may adversely impact the Company. The ability to hire and 
retained skilled personnel may be a significant obstacle to growth. 

 � Third-party Collaborators Arrangement Risk: RAD may pursue collaborative 
agreements with pharmaceutical and life science companies, academic institutions, or 
other partners to complete the development and commercialization of its products. If 
RAD is not able to find a collaborative partner, it would place significant demands on the 
Company’s resources and delay commercialisation of the technology.

 � Escrow Arrangement Risks: Founders, members of the management team and board 
members of the Company will be subject to escrow requirements. At the end of each 
escrow period, shares will be released from escrow at the same time, which may impact 
the Company’s share price if relevant persons seek to trade their shares at that time.
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BOARD AND MANAGEMENT
Riccardo Canevari – Managing Director/CEO: Mr. Canevari was most recently Chief 
Commercial Officer of Novartis company Advanced Accelerator Applications, one of the 
leading radiopharmaceutical and nuclear medicine companies globally. He was responsible 
for global commercial strategy and company organizations in ~20 countries across North 
America, Europe, and Asia. He was lead for Lutathera in-market growth strategy and 
execution to build a blockbuster asset and lead on the prelaunch plan for Lu-PSMA 617 in 
metastatic prostate cancer. Prior to this he was Senior VP and Global Head, Breast Cancer 
Franchise for Novartis Oncology from 2017, overseeing the launch of major breast cancer 
products including KISQALI and PIQRAY. He has held various management roles with 
Novartis Pharma and Ethicon/Johnson & Johnson.

David Mozley – Chief Medical Officer: Prof. Mozley was most recently at Cornell University 
where he was Prof of Nuclear Medicine, Medical Director of the imaging research centre, 
and Director of the Multi-Center Clinical Translational Science Center. He was an active 
member of the ethics board and a past chair of the Cornell ethics board for cancer research. 
He has participated in over 60 clinical trials at Eli Lily and over 100 trials at Merck in novel 
radio-pharmaceutical or drug development. He was the principal investigator of 11 first-
in-human studies of novel radiopharmaceuticals at the University of Pennsylvania, and 
the sponsor of nine investigational radiopharmaceuticals at Cornell. Previously he was at 
Endocyte as Vice President of Imaging. He has co-authored more than 100 peer-reviewed 
publications.

Thom Tulip – Chief Technical Officer: Dr. Thom has spent more than 25 years in the 
development and commercialization of radiopharmaceuticals and imaging agents. 
He has served in senior leadership roles at Navidea BioPharmaceuticals Inc., Alseres 
Pharmaceuticals, Lantheus Medical Imaging (LMI), Bristol Myers Squibb (BMS), and DuPont. 
He was a Board Member of the Academy of Molecular Imaging and Chairperson of its 
Institute for Molecular Technologies. 

Paul Hopper – Executive Chairman: Mr. Hopper is the Founder of Radiopharm Theranostics. 
25 years of experience in biotech, healthcare and life science companies focused on start-
ups and rapid growth companies. Previous and current Boards include Imugene, Chimeric 
Therapeutics, Viralytics (sold to Merck in 2018 for $500m), Prescient Polynoma, Arovella 
Therapeutics.

Ian Turner – Non-Executive Director: Mr. Turner is a highly experienced radiopharmaceutical 
and nuclear medicine supply and manufacturing expert with a distinguished C-level career 
across some of the leading corporations in the sector, including CEO and President of 
Siemens PETNET Solutions from 2010-2012. Prior to that he was General Manager of 
ANSTO Radiopharmaceuticals in Sydney, Australia’s leading manufacturer of radioisotopes 
for the nuclear medicine sector. He was also Executive Director of PETNET Australia Pty 
Ltd, in various C-level roles at Varian Inc. in Palo Alto and Melbourne and a Director of Coqui 
Pharmaceuticals until 2019, a company involved in the supply of radioisotopes in the USA.

Michael Baker – Non-Executive Director: Dr. Michael is the CEO of ASX listed Arovella 
Therapeutics. Prior to Arovella Therapeutics he was an Investment Manager with the 
Australian life science fund, BioScience Managers and a senior manager at Hexima Limited. 
He has a PhD in Biochemistry and was awarded the prestigious Nancy Millis award for the 
most outstanding thesis for the Faculty of Science, Technology and Engineering 2010. He was 
an Alexander von Humboldt Research Fellow at the University of Cologne. He has an MBA 
from Melbourne Business School.

SCIENTIFIC ADVISORY BOARD (SAB)

Prof. Eric Aboagye – Prof. Aboagye is a Professor of Cancer Pharmacology and Molecular 
Imaging at Imperial College London. He is a Fellow of the Academy of Medical Sciences 
and was awarded the British Institute of Radiology Sir Mackenzie Davidson Medal in 2009. 
His group is interested in the discovery and development of new methods for experimental 
clinical cancer molecular imaging. In the past 5 years, the team has invented and translated 
three novel cancer diagnostics into human application. He has acted as an advisor to GE-
Healthcare, GSK, Roche and Novartis.

Dr. Johannes Notni – Dr. Notni is an acknowledged authority in the field of integrins and 
nuclear medicine. Until recently he was Professor at the Technical University of Munich 
where his research interests included radiometal complexes for nuclear imaging and 
therapy, MRI contrast agents, as well as preclinical evaluation and clinical translation 
of innovative radiopharmaceuticals in particular integrins. He received several awards, 
“Radiopharmaceutical Council Young Investigator Award, 1st Prize” of the Society of Nuclear 
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Medicine (2011) and the Innovation Prize in Medicinal and Pharmaceutical Chemistry from 
the Gesellschaft Deutscher Chemiker (GdCh) and Deutsche Pharmazeutische Gesellschaft 
(DPhG) (2013). In 2016, he received the EANM Springer Prize for the most cited paper in 
EJNMMI Research, and in 2017, the Georg von Hevesy Prize from the Deutsche Gesellschaft 
für Nuklearmedizin (DGN).

Dr. Hong Hoi Ting – Dr. Hong obtained his doctorate from the University of Oxford and has 
built an internationally recognized career as a radiopharmaceutical and nuclear medicine 
expert. He has worked in both industry and academia including Oxford, Westinghouse, 
Johnson and Johnson, GE Healthcare and C.A.S. Shanghai National Technology Centre. He 
is currently head consultant in nuclear medicine for CGN Nuclear Technology and a strategic 
consultant to ITM, a major German nuclear medicine isotopes supplier. He is the founder of 
NanoMab Technology Ltd from which Radiopharm licensed HER-2, TROP-2, PD-L1 and PTK7 
targeting technologies. 

Dr. David Ulmert – Dr. Ulmert obtained his medical degree at Lund University in Sweden. 
Currently at UCLA, he began a Postdoctoral Fellowship at Memorial Sloan Kettering in 2010 
and has served as a Senior Research Scientist in the Medical Pharmacology Program and 
as the Technical Director for the Ludwig Center for Cancer Immunotherapy since 2014. Dr 
Ulmert’s clinical research is focused on the study of risk factors and biomarkers related to 
clinically diagnosed prostate cancer and definitive end-points in non-screened cohorts. The 
overarching goal is to apply these specific tissue targeting vehicles for multimodal molecular 
imaging strategies, as well as for carriers of therapeutic agents.

Dr. Sara Hurvitz – Dr. Hurvtiz is the most recent addition to the SAB, with the Company 
announcing her appointment on 6 December 2021. Dr. Hurvitz is Professor of Medicine at 
UCLA, co-director of the Santa Monica-UCLA Outpatient Oncology Practice, Medical Director 
of the Clinical Research Unit of the Jonsson Comprehensive Cancer Centre at UCLA and 
Director Breast Oncology. She earned her MD from the University of Southern California 
and served her internship/residency at UCLA. She received board certification in internal 
medicine, hematology and medical oncology. Dr. Hurvitz has won numerous awards over 
the past few years, among them the Marni Levine Memorial Breast Cancer Reserch Award 
2008 through 2015. She has an active clinical practice specialising in the treatment of women 
with breast cancer. She is involved in designing, implementing and leading multiple national 
and international clinical trials testing new targeted therapies and also leads the preclinical 
evaluation of novel breast cancer targets in the Translation Oncology Research Laboratory at 
UCLA.
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APPENDIX A - LICENCE AGREEMENTS
The Company has entered into a number of licence agreements securing the rights to 
develop the candidates. The licence agreement details that have been disclosed are provided 
below. We note that the uprfont and milestone payments include a combination of cash and 
RAD scip as compensation.

Pivalate Milstone Payments

Miletone Requirement Payment

Upfront £180,000

Diagnostic Milestones

1 Phase 1 clinical trial commencement, 
limited to each of the first three indications

£45,000

2 Phase 2 clinical trial commencement, 
limited to each of the first three indications

£225,000

3 Phase 3 clinical trial commencement, 
limited to each of the first three indications

£630,000

4 Grant of US Regulatory Approval £900,000

5 Grant of EU (or UK) Regulatory Approval £450,000

6 First commercial sale £900,000

7 Aggregate Net Sales worldwide exceeding 
£10 million

£630,000

8 Aggregate Net Sales worldwide exceeding 
£50 million

£3.15 million

Therapeutic Milestones

9 Clearing IND in the US or any country in 
the Territory

£90,000

10 Phase 1 clinical trial commencement, 
limited to each of the first three indications

£225,000

11 Phase 2 clinical trial commencement, 
limited to each of the first three indications

£630,000

12 Phase 3 clinical trial commencement, 
limited to each of the first three indications

£1.8 million

13 Grant of US Regulatory Approval £3.6 million

14 Grant of MA in the EU (or UK) £1.8 million

15 First commercial sale £4.5million

16 Aggregate Net Sales worldwide exceeding 
£100 million

£2.7million

17 Aggregate Net Sales worldwide exceeding 
£500 million

£13.5million

Nano-mAbs Milstone Payments

Miletone Requirement Payment

Upfront US$14.5 million#

1 IND allowance by the US FDA or the EMA 
or the NMPA (for either the HER-2 or the 
TROP-2 Therapeutic)

US$5 million*

2 IND allowance by the US FDA or the EMA 
or the NMPA (for the PKT7 Therapeutic)

US$500,000*

3 First patient dosed in the first Phase 1 
therapeutic clinical trial

US$1 million*

4 First patient dosed in the first Phase 2 
therapeutic clinical trial

US$2 million*

5 First patient dosed in the first Phase 3 
therapeutic clinical trial, or approval of a 
licensed product

US$3 million*

6 IND allowance by the US FDA or the EMA 
or the NMPA (for the PD-L1 Therapeutic)

US$500,000*

7 First patient dosed in the first Phase 1 
therapeutic clinical trial

US$1 million*

8 First patient dosed in the first Phase 2 
therapeutic clinical trial

US$2 million*
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9 First patient dosed in the first Phase 3 
therapeutic clinical trial

US$3 million*

#Payment in cash and shares.
*Payment to be made in the form of Ordinary Shares in the Company, based on the price of the seven-day volume weighted average 
price (VWAP) prior to the announcement of the milestone on the ASX.

AVB6 Integrin Milstone Payments

Miletone Requirement Payment

Upfront US$10  million#

Diagnostic Milestones

1 Commencement of Phase 3 diagnostic 
clinical trial for (68Ga-Trivehexin)

US$2 million

2 Any Marketing Approval in Japan, China, 
Hong Kong or the United States of (68Ga-
Trivehexin) for diagnostic application

US$3 million

Therapeutic Milestones

3 *Last patient Phase 1 (Therapeutic) US$5 million

4 First patient Phase 2 (Therapeutic) US$10 million

5 *Last patient Phase 2 (Therapeutic) US$10 million

6 First patient Phase 3 (Therapeutic) US$15 million

7 *Last patient Phase 3 (Therapeutic) US$15 million

8 Any Marketing Approval in Japan, 
China, Hong Kong or the United States 
(Therapeutic)

US$30 million

#Payment in cash and shares.
*According to the protocol, which excludes early termination for safety or other reasons.

PSA-mAb Milstone Payments

Miletone Requirement Payment

Upfront US$7 million

Diagnostic Milestones

1 IND allowance US$3 million

2 *Last patient Phase 1 US$5 million

3 First patient Phase 2 US$11 million

4 *Last patient Phase 2B US$11 million

5 First patient Pivotal Study US$15 million

6 *Last patient Pivotal Study US$15 million

7 FDA submission US$7 million

8 FDA approval US$25 million

9 EMA approval US$10 million

10 PMDA approval US$5 million

11 Second indication, approval at first of FDA, 
EMA, PMDA

US$10 million

Therapeutic Milestones

12 Approval at first of FDA, EMA, PMDA US$5 million
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