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This presentation is not intended as promotion or advertising directed to any healthcare professional or other audience in any country worldwide (including Australia, the United States and the United

Kingdom). This presentation contains summary information about Telix Pharmaceuticals Limited (ACN 616 620 369) and its related bodies corporate (together, Telix) and Telix's activities as at the date of

this presentation. It is information given in summary form only and does not purport to be complete. It should be read in conjunction with Telix's other periodic corporate reports and continuous disclosure

announcements filed with the Australian Securities Exchange (ASX), available at www.asx.com.au. This presentation is for information purposes only and is not a prospectus or product disclosure

statement, financial product or investment advice or a recommendation to acquire Telix shares or other securities.

Telix products are currently investigational use only unless indicated and are subject to future regulatory developments and product approvals. Except for Illuccix® (Ga-68 gozetotide injection), none of the

other products have received a marketing authorisation in any jurisdiction. Registrations vary country to country. Some statements about products, registered product indications or procedures may differ in

certain countries. Therefore, always consult the country-specific product information, package leaflets or instructions for use. Any content relating to third party products is based on publicly available data

and is accurate at the date of presentation.

No representation or warranty, express or implied, is made as to the fairness, accuracy, completeness or correctness of the information, opinions and conclusions contained in this presentation. To the

maximum extent permitted by law, none of Telix or its Directors, employees or agents, nor any other person, accepts liability for any loss arising from the use of this presentation or its contents or otherwise

arising in connection with it, including, without limitation, any liability from fault or negligence on the part of Telix or its Directors, employees, contractors or agents.

This presentation contains forward-looking statements in relation to Telix, including statements regarding Telix's intent, belief, goals, objectives, initiatives, commitments or current expectations with respect

to Telix's business and operations, market conditions, results of operations and financial conditions, products in research and risk management practices. Forward-looking statements can generally be

identified by the use of words such as "forecast", "estimate", "plan", "will", "anticipate", "may", "believe", "should", "expect", “project,” "intend", "outlook", "target", "assume" and "guidance" and other similar

expressions.

The forward-looking statements are based on Telix's good faith assumptions as to the financial, market, risk, regulatory and other relevant environments that will exist and affect Telix's business and

operations in the future. Telix does not give any assurance that the assumptions will prove to be correct. The forward-looking statements involve known and unknown risks, uncertainties, and assumptions

and other important factors, many of which are beyond the control of Telix, that could cause the actual results, performances or achievements of Telix to be materially different to future results,

performances or achievements expressed or implied by the statements. Factors that could cause actual results to differ materially include: the success of research and development activities, decisions by

regulatory authorities regarding approval of our products; competitive developments affecting our products; the ability to successfully market new and existing products; difficulties or delays in

manufacturing; trade buying patterns and fluctuations in interest and currency exchange rates; legislation or regulations that affect product production, distribution, pricing, reimbursement, access or tax;

acquisitions or divestitures; research collaborations; litigation or government investigations, and Telix’s ability to protect its patents and other intellectual property.

The audience should read this presentation together with our material risks, as disclosed in our most recently filed reports with the ASX and on our website. Readers are cautioned not to place undue

reliance on forward-looking statements, which speak only as at the date of the presentation. Except as required by applicable laws or regulations, Telix does not undertake any obligation to publicly update

or revise any of the forward-looking statements or to advise of any change in assumptions on which any such statement is based.

All figures are in AU$ unless otherwise stated and provided on an unaudited basis.

©2023 Telix Pharmaceuticals Limited. Except where otherwise noted, brand names designated by a ™or ® throughout this presentation are trademarks either owned by and/or licensed to Telix (all rights

reserved).

Disclaimer 
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http://www.asx.com.au/


Highly successful 

Illuccix® launch 

Transition to cash 

flow positive

Positive ZIRCON Ph III 

readout, delivers on a 

major unmet need in 

diagnosis of ccRCC 

Multiple trials 

underway 

advancing our 

therapeutic 

pipeline

Pipeline and technology  

expansion through 

acquisitions and in-

licensing

Continued 

enhancement of 

supply chain, 

manufacturing and 

development 

capabilities 

A transformational 12 months 

Driven by our purpose 

to help people with 

cancer and rare 

diseases live longer, 

better quality lives

Delivering on the promise of precision medicine 
through targeted radiation 
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Financial highlights
Telix has rapidly transitioned to a sustainable commercial business 
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1. Earnings before interest, tax, depreciation, amortisation, research and development, non-cash remeasurement of provisions and other income and expenses.

2. Subject to regulatory approval.

• Continued strong revenue growth since 

commercial launch of Illuccix in H1 2022

• Earnings (Adjusted EBITDAR1) 

demonstrates the profitability of the 

commercial organisation

• Costs continue to reduce as a percentage 

of revenue, indicative of commercial 

performance and expenditure control

• Operating cash flow positive, while funding 

commercialisation activities to launch two 

new imaging products2

Up 820% to $220.8M 

($24.0M, H1 2022)

R E V E N U E

Up $110.4M to $82.4M

($28.0M loss, H1 2022)

$131.7M as at 30 

June 2023 

($116.3M as at 31 

Dec 2022)

Reduced 80% to 

$14.3M loss including 

non-cash adjustment

E A R N I N G S 1

O P E R A T I N G

C A S H  F L O W  P O S I T I V E
R E D U C E D  N E T  

L O S S



Core pipeline: Oncology and rare diseases
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Small molecule Imaging

Prostate

68Ga

PSMA1 PHASE 1 PHASE 2 PHASE 3 COMMERCIAL

Antibody Therapy

TLX591-CDx (68Ga-PSMA-11, Illuccix®)

TLX591 (177Lu-rosopatamab)
177Lu

Antibody Imaging

Kidney

89Zr

CAIX2 PHASE 1 PHASE 2 PHASE 3 COMMERCIAL

Antibody Therapy

TLX250-CDx (89Zr-girentuximab)

TLX250 (177Lu-girentuximab)
177Lu

Small molecule Imaging

Brain

18F

LAT-13 PHASE 1 PHASE 2 PHASE 3 COMMERCIAL

Small molecule Therapy

TLX101-CDx (18F-FET)

TLX101 (131I-IPA)
131I 

Antibody Imaging

BMC/RD4

99mTc

CD665 PHASE 1 PHASE 2 PHASE 3 COMMERCIAL

Antibody Therapy

TLX66-CDx (99mTc-besilesomab, Scintimun®)

TLX66 (90Y-besilesomab)
90Y 

1. Prostate-specific membrane antigen.

2. Carbonic anhydrase IX.

3. L-type amino acid transporter 1.

4. Bone marrow conditioning/rare diseases.

5. Cluster of differentiation 66.
Note: Shaded sections indicate expected development stage in the next 12 months.
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Clinical development highlights
Progress across multiple therapeutic trials

CAIX PROGRAM 
(INCLUDING RENAL CANCER)

STARBURST and 

STARSTRUCK FPI

STARLITE-1 & 2 

screening patients

ZIRDOSE-CP 

(China) FPI
OPALESCENCE 

complete

PROSTATE CANCER          

THERAPY

30 patients dosed in 

ProstACT SELECT

ProstACT GLOBAL 

open, dosing 

imminent in A/NZ

GLIOMA IMAGING 

AND THERAPY

IPAX-2 FPI, six sites 

screening across 

ANZ / EU

IPAX-Linz 

surpassed 70% 

enrolment

RARE DISEASES 

PROGRAM

Preparing for patient 

dosing in study of TLX66 

in pediatric leukemia

Preparing AU sites for 

Phase II study of 

TLX66 in AML1

Radiolabelled olaratumab 

POC, progressing to first-

in-human trials

IPAX-China 

study approved

Preparing global 

label-indicating 

study for TLX101

1. Acute myeloid leukemia.

GLOBAL US IND 

filing Q4 2023

SELECT data 

readout Q4 2023



Growth strategy
Delivering long-term benefit to shareholders and patients 
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Commercialise the

diagnostics portfolio

Unlock value in the 

therapeutic pipeline

Strengthen supply chain 

and manufacturing

Expand the pipeline

Revenue from first product 

growing 

Two additional imaging 

products advancing towards 

regulatory filing

Expanding in-house 

capabilities in U.S. & EU

Strengthens barrier to entry 

through control of 

manufacturing scale-up and 

process development

Robust program evaluating 

new targets and technologies 

Leveraging our track record in 

identifying and commercialising 

promising assets to build future 

pipeline

Clinical milestones across 

multiple programs

Market opportunity growing as 

radiopharmaceuticals move into 

the “mainstream”



Biologics License 

Application (BLA) 

submission for 

TLX250-CDx
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Four major focus areas in 2023
Strong progress across all major value creating catalysts 

Illuccix® -

continued revenue 

growth and global 

rollout 

New Drug 

Application (NDA) 

for brain cancer 

imaging

(TLX101-CDx)

ProstACT 

GLOBAL patient 

recruitment and 

ProstACT 

SELECT data 

readout

H2 H2 H2



Illuccix® for prostate 
cancer imaaging
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Illuccix for prostate cancer imaging 
Strong performance in the growing PSMA PET-CT market 
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• Commercially available in U.S., Canada, 

Australia and New Zealand

• >200 points of distribution in the U.S.

• Strong customer base across all segments

• Growth driven by account expansion and 

increased awareness

19.2

53.7

76.8

97.5

116.0
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130.0

Q2 2022* Q3 2022 Q4 2022 Q1 2023 Q2 2023

Revenue from U.S. sales of Illuccix (AU$M) 

Reimbursement 

effective 1 July 2022
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The Illuccix difference 
Clinical accuracy + optimum scheduling flexibility 
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High true positive rates of 

detection for regional and distant 

metastases including bone1-3

Accurate interpretation with high 

reproducibility and inter-reader 

agreement6-7

1. Rauscher et al. J Nucl Med. 2020.  2. Kroenke et al. J Nucl Med. 2021.  3. EANM/SNMMI procedure guidelines for prostate cancer imaging 2.0 (Jan 2023).  4.Phelps et al. J Nucl Med. 2022.  5. Image courtesy of BAMF Health.

6. Kuo et al. J Nucl Med. 2023.   7. EANM/SNMMI procedure guidelines for 177Lu-PSMA-RLT (May 2023).

Established excellence in 

diagnostic performance even for 

micro metastatic disease4

New scientific publications and guidelines 

illustrate 68Ga-PSMA-11 PET/CT has validated 

accuracy compared to other PSMA imaging agents



PSMA PET imaging market
Guidelines and evolving clinical practice and evidence driving market expansion
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1. ACS. Cancer Facts & Figures 2023. Atlanta, GA: American Cancer Society; 2023; Scher 2015, PLoS1; Nezolosky 2018, Journal of Clinical Oncology; Dinh 2016, Urology.

2. Tessellon PRECISE database, accessed July 2023.

3. Tessellon PRECISE database, accessed July 2023; Saad 2021, Prostate Cancer and Prostatic Disease.

Note: Dollar ($) values are management estimates based on ACS (US).

1 Initial staging for suspected metastases (NCCN, AUA)

Suspected recurrence (NCCN, AUA)

Patient selection for radioligand therapy (NCCN, AUA)

Monitoring response to radioligand therapy

Monitoring for progression in nmCRPC and mCRPC (AUA)

Current indications

2

3

4

Potential TAM: USD $2.3+B

5

U.S. Total Addressable Market (TAM)

580,000+ scans

135,0001

194,0001

32,0002

32,0002

190,0003

1

2

3

4

5

Current 

indications: 

360,000+ scans

Current 

TAM

USD $1.5B

Potential clinical utilisation (guideline evolution)
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2L+ 
treatment

Metastatic castrate-resistant

1L treatment

Asymptomatic

Non-metastatic

Castration-sensitive

Symptomatic

Metastatic

Castration-resistant

Time / disease progression

Non-metastatic 

castrate-resistant

Non-castrate-

resistant

Localised 

disease

1) Current indication: Initial 

staging prior to definitive therapy

2) Current indication: 

Suspected recurrence

Surgical planning and 

radio-guided surgery

PSMA-targeted radiation 

therapy planning 

3) Current indication: 

Selection for RLT1

Active surveillance 

(localised disease)

Monitoring for 

progression in 

nmCRPC

Monitoring for 

progression in 

mCRPC

Monitoring 

response to 

RLT

Current 

indication

Potential expanded 

utility based on 

current guidelines

Area of 

research 

focus

PSMA guided 

biopsy for 

diagnosis

PSMA diagnosis 

for csPCA (as a 

proxy to biopsy)

1. Radioligand therapy

Potential to expand the clinical utility
Guidelines and clinical research highlight potential across the patient journey

PSA 

level



Antibody (TLX591) Small Molecule

Functionally specific for tumour-expressed 

PSMA, does not “hit” most endogenous PSMA
Taken up by endogenous PSMA

Reduced off-target radiation, reduced potential 

for undesirable side-effects1

Off-target effects impact quality of life, 

including dry eye, xerostomia and back pain 

from ganglia irradiation

Longer circulation time and tumour retention, 

cleared in the liver and excreted, allowing for 

fewer doses2

Rapidly excreted via the urinary tract

Shortest dosing regimen of all PSMA therapies, 

two x 76mci doses, 14 days apart

Dosing regimens range from 24 to 36 weeks, 

at up to 200mci per dose

Approved products: N/A Approved products: PLUVICTO® (Novartis)

Products in development: 

• TLX591

Products in development: 

• 177Lu-PNT-2002 (Point Biopharma)

• 177Lu-PSMA-I&T (Curium)

TLX591: Differentiated PSMA therapy
Potential advantages of the antibody approach 

1. New Class of Radiopharmaceutical Therapy Makes Headway in Prostate Cancer (onclive.com).

2. Sun, Michael et al.. Curr Oncol Rep. 

Liver (preferred 

clearance organ)

Fecal 

excretion

Spleen, 

Liver

Kidneys, 

Small bowel

Lacrimal, Parotid, 

Submandibular 

(salivary) glands

Bladder 

(urinary 

excretion)

TLX591

Small Molecule

https://www.onclive.com/view/new-class-of-radiopharmaceutical-therapy-makes-headway-in-prostate-cancer


ProstACT SELECT study: Enrolment complete
Correlation between imaging and therapy to optimise patient selection
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S T U D Y  D E S I G N

- – the most malignant potential of renal masses
- They can show precise renal location (surgical planning) and 

potential staging

• ProstACT SELECT (NCT04786847) readout expected in Q4 

2023

• Designed to enhance patient selection for ProstACT GLOBAL 

and support indication expansion for Telix’s PSMA therapeutic 

portfolio, based on a “theranostic” approach

• In a patient population consistent with ProstACT GLOBAL 

• Primary endpoint: Determine whole body biodistribution and

organ radiation dosimetry of tracer levels of administered

activity of TLX591 (177Lu-rosopatamab)

• Secondary objective: Confirm favourable and selective 

uptake of TLX591 in PSMA-expressing tumours as determined 

by suitable tumour-to-heathy tissue ratios and residence times 

Day 1: First dose
177Lu-TLX591 

Day 14: Second dose of 177Lu-TLX591 

upon confirmed safety

 

Image comparison to assess 

biodistribution and dosimetry, safety 

and tolerability following each dose

Days 1-13: Safety 

evaluation, imaging 

with 68Ga-PSMA-11 

30 patients dosed

Data readout Q4 2023 + ProstACT 

GLOBAL enrolling patients  

https://clinicaltrials.gov/study/NCT04786847


• ccRCC1 is the most common and aggressive form 

of kidney cancer 

• Based on Phase III data TLX250-CDx has the 

potential to change standard of care in the diagnosis 

and management of renal masses and ccRCC

• Primary endpoint met: Sensitivity of ≥84% and 

specificity of ≥84% in all three readers (86% / 87% 

overall)

• An effective non-invasive tool for more confident 

decision making

• Delivers on a major unmet medical need; granted 

FDA  Breakthrough Therapy designation

• (FDA)

TLX250-CDx: Renal cancer imaging 
Regulatory filing and preparation for commercial launch underway 
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1. Clear cell renal cell carcinoma

2. ASX disclosure 7 November 2022.

3. ASX disclosure 1 May 2023.

89Zr-DFO-

girentuximab

Renal 

Cancer 

Cell

- – the most malignant potential of renal masses
- They can show precise renal location (surgical 

planning) and potential staging

Figure 1: CAIX targeted PET/CT with 89Zr-DFO girentuximab enables the visualisation and 

characterisation of renal masses with great image contrast. 89Zr-DFO girentuximab exhibits high 

uptake in clear cell renal carcinoma lesions (SUVmax range 11-86) and low background activity in 

the normal renal parenchyma and other normal organs.3

Patient representative sample - individual results may vary.



TLX250-CDx: U.S. market opportunity
Identification and characterisation of ccRCC
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1. Telix: Data on file from ZIRCON study (patients with IDRM diagnosed every year).

2. Johnson et al., 2015.

3. SEER. (2022). Cancer Stat Facts: Kidney and Renal Pelvis Cancer: 

https://seer.cancer.gov/statfacts/html/kidrp.html.

4. STATPEARLS Rahul D. Arora 2020;11(3):79-87.

5. Vasudev et al. BMJ 2020.

Active surveillance for 

known renal mass

Previously treated 

ccRCC high risk

Renal cancer 

diagnosis

New incidental 

renal mass

• 79,000 patients will be 

diagnosed with RCC in 

2022 in the U.S.3  

• 80% of patients with RCC 

are clear cell4

• Over 60% of ccRCC is 

found incidentally5

• Prevalence unknown

• Active surveillance is 

recommended for 

patients with select 

renal masses (e.g.

older patients, <2cm)

• A 6-monthly, then 

annual, CT/MRI scan 

is currently 

recommended in the 

NCCN Guidelines® 

kidney cancer v3.2023

• 599,000 patients living 

with kidney cancer in the 

U.S.3 in 2019

>US$500M

Initial addressable market 

in the U.S.

Of total patient population  ~ 110,000 

expected to be suitable for imaging 

with TLX250-CDx

Note: TLX250-CDx pricing estimate based on Illuccix.

• Estimated 73,994 incidental 

findings

• Over 1/3 of IDRMs are non-

ccRCC1

• >45% of small renal masses 

<1cm are benign2

https://seer.cancer.gov/statfacts/html/kidrp.html


Leadership in urologic oncology
Building deep relationships with the Illuccix® customer
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Supporting the urologic patient across the continuum of imaging, surgery and therapy

h

Diagnosis & Staging Surgical 
Technologies

Therapy

Telix AITM

TLX250-CDx



U.S. New Drug Application (NDA) in progress: 

• Initial indication: Characterising recurrent glioma or 

treatment-induced change

• ~US$90M1 initial U.S. market opportunity 

• Clear value proposition as a potential tool for 

management of progression/ treatment monitoring

• Orphan drug designation, potential to meet major unmet 

need

• Widely used in Europe and recommended in the 

EANM/EANO/RANO/SNMMI guidelines for PET imaging of 

gliomas3

TLX101-CDx for imaging of glioma (18F-FET PET) 
Unmet need for delineating progressive disease from treatment-induced changes

19

ROC analysis of 80 

patients with grade 

3/4 glioma or brain 

metastases 

demonstrated 

superior accuracy of 
18F-FET PET 

compared with MRI4

PREPARING TO 

LAUNCH IN 2024

1. Dollar ($) value is management estimate based on U.S. reported incidence; assumes 1-2 scans per patient as a baseline.

2. Pharma Intelligence 2023 / SEER 2019: U.S. reported incidence for gliomas (annual).

3. Joint European Association of Nuclear Medicine//European Association of Neurooncology/Response Assessment in Neurooncology practice guidelines/Society for Nuclear Medicine and Molecular Imaging 

procedure standards for the clinical use of PET imaging in gliomas.

4. Veronesi et al. J Nucl Med. 2023.

Patient representative sample - individual results may vary.



TLX101: Further studies progressing 
Promising data warrants investigation in a front-line setting
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• IPAX-1 multi-centre Phase I trial of TLX101 in combination with EBRT in patients 

with recurrent glioblastoma multiforme (GBM) completed in 2021 

• Final data released in 2022 confirmed safety and tolerability profile, encouraging 

preliminary efficacy for further evaluation, based on 10 patients

• Evidence of potential anti-tumour effect from both imaging and clinical 

assessment

• Median overall survival (OS) of 13 months from the initiation of treatment in the 

recurring setting, or 23 months from initial diagnosis

Clinical development focus 

• Sites initiated in IPAX-2 follow on study (Phase I arm) in front line setting (newly 

diagnosed patients) – dosing patients 

• IPAX-Linz (Phase II, IIT1) treating patients in Linz, Austria, continued access for 

second-line patients – surpassed 70% enrolment 

• IND accepted for review by NMPA2 (China) - first therapy trial with Grand Pharma 
PET/CT scan visualising an area of 

post-treatment necrosis

1. Investigator initiated trial

2. National Medical Products Administration.



Recent and upcoming milestones 
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BLA submission 

for TLX250-CDx

ProstACT 

GLOBAL patient 

recruitment and 

data readout 

ProstACT 

SELECT

Illuccix® -

continued 

revenue growth 

and global 

rollout 

Four key 

catalysts 

E X P E C T E D  M I L E S T O N E S  2 0 2 3

NDA for brain 

cancer imaging

(TLX101-CDx)

H1 2023

Achievements Illuccix® 

US label 

expansion 

and EU 

resubmission

Brussels South 

(Seneffe) 

manufacturing 

facility 

operational

STARBURST 

study exploring 

TLX250-CDx in 

solid tumours 

launched

Prostate and 

renal imaging 

bridging studies 

commence in 

China

STARLITE-1 

(TLX250 therapy) 

patient dosing 

and STARLITE-2 

continued 

enrolment

Lightpoint 

Medical 

acquisition 

complete

CUPID study of 

TLX592 fully 

enrolled

TLX66 therapy 

study launch in 

AML

Upcoming

Olaratumab 

(TLX300) 

demonstrates 

theranostic proof 

of concept

TLX250 therapy + 

Merck KGaA DDRi 

combination study

launch

IPAX-2

(TLX101 GBM 

therapy) patient 

dosing, IPAX-L 

continued 

enrolment

ZiP-UP and 

OPALESCENCE 

studies of 

TLX250-CDx 

complete

Illuccix Brazil 

approval 

decision

Regulatory filing 

Telix AI™



Contact details: 

Kyahn Williamson

SVP Investor Relations and 
Corporate Communication

kyahn.williamson@telixpharma.com
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