
 
 
 

 
 
 
 

 
Page 1 

CEO’s Address  
Annual General Meeting 

 
Melbourne (Australia) – 12th May 2020. Telix Pharmaceuticals Limited (ASX:TLX, “Telix”, the 
“Company”) is pleased to provide the Chairman’s Address and the CEO’s Presentation to the 
Annual General Meeting of Shareholders being held today at 11.30am, at Telix’s Melbourne 
Headquarters – Suite 401, 55 Flemington Road, North Melbourne, VIC 3051, Australia and 
by video conference.  

 
CEO ADDRESS  

Slide 2 

Thank you Mr. Chairman. On behalf of the management of Telix Pharmaceuticals Limited, I 
am pleased to provide shareholders an update on Company’s progress and prospects. 

Slide 3  

David Cade, our Chief Business Officer and Head of Investor Relations recently put this slide 
together as part of a quarterly shareholder update. I’m not going to dwell on the individual 
items, but the message is that the company has achieved a great deal since the last AGM. 
We have successfully met a number of key commercial, regulatory and product development 
milestones that continue to demonstrate our technological and clinical leadership in the field 
of Molecularly-Targeted Radiation.  

The accomplishments of the last twelve months also reflect Telix’s steady progress toward 
becoming a commercial stage company. Through a combination of Company and third-party 
generated data, it’s increasingly evident that our prostate cancer imaging product (TLX591-
CDx) is going to have a major impact on the “standard of care” for the management of prostate 
cancer and the use of PSMA imaging has already been included into clinical practice 
guidelines in Europe and the United States. As such, we have a tremendous amount of 
momentum as we complete the development of this product and prepare for market launch. 

Our commercial readiness activities are also reflected in the significant number of commercial 
agreements and partnerships that the company concluded over the past twelve months. This 
activity ranged from key pharma collaborations, to distribution partnerships and even the 
acquisition of our own manufacturing facility in Europe. Telix is a highly transactional company 
and our growing international presence is well recognized in our industry. This trend will 
continue over the next twelve months as we work towards completing key regulatory 
milestones and product approvals, both for the prostate imaging program as well as the renal 
cancer program, which is not far behind. 

I’m going to talk more about what is coming next, later in this presentation. 
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Slide 4 

Before I do so, I’d like to briefly give a further update on the Company’s response to the 
COVID-19 pandemic. As our Chairman noted in his address, these are astonishing times and 
there are particular challenges to the biotechnology industry, mainly around the execution of 
clinical trials. Our clinical activity has not completely dried up but we have made certain 
decisions around the execution of our trials that are designed to be data, relationship and 
financially-preserving. I personally feel that biotech companies have a duty to be part of the 
“solution” when it comes to maximally directing the benefit of the healthcare system to those 
who need it most, so we have taken a sideline stance with many of our key  clinical trial 
recruitment sites. 

That said, in some countries that have managed COVID-19 well, we are starting to see some 
easing of restrictions that impact our manufacturing, logistics and clinical trials. These 
restrictions are expected to continue to ease over the next 2-3 months and our current 
expectation is that our trials will be running again at full capacity by the beginning of 
September. It’s a very significant task to restart activity at over 30 clinical trial sites around 
the globe but our team is making sure we are ready for action and our clinical partners have 
appreciated the way we have handled the situation. 

Slide 5 

Naturally, we have not been idle during this period. Despite rapidly curtailing operating and 
clinical costs, and a swift re-deployment of our workforce to focus on other types of added-
value activity, our team has been enormously focused and productive during this period. 
Although these accomplishments are tasks that have, in many instances, been under 
development for many months, the fact that we were able to deliver these outcomes in a 
timely way, speaks to the caliber of our team. 

Additionally, we have used our locked down status to improve some of our core processes 
and systems. These are tasks that will create a much stronger Telix in the long run and, for 
example with the ERP implementation, are absolutely necessary to become a commercial-
stage company. Many of these accomplishments also happen to involve activities that are 
often hard to roll-out when a company is in the full swing of regular operational activity. This 
is opportunistic but beneficial. Unsurprisingly we have also taken the lessons from COVID-19 
and used the opportunity to review our risk management processes and supply chain with the 
view of coming out of this a stronger, wiser and more resilient company. 

Slide 6  

This slide is the exciting slide in my presentation and I am keen to convey to you the two 
major transformations that Telix is going to undergo in the next 12 months. 

The first major transformation relates to the commercialization of Telix’s diagnostics business. 
With “theranostic” MTR products, Telix is effectively able to develop two product streams for 
each disease indication: diagnostic imaging and therapeutic drug. Investors, to date, have 
mostly viewed – and valued – Telix as a diagnostics company, mainly because of the 
proximity to revenue and the de-risk that this represents for a small-cap public company. 

With the EU marketing authorization application submitted and the FDA to shortly follow, the 
diagnostic imaging part of our business is rapidly transforming the company into a commercial 
organization. This is reflected in our new hires, the growth in the US and EU commercial 
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teams and a good deal of the Company’s partnering activity. We have confidence that the 
prostate and renal cancer imaging program, which is not far behind, will form the basis of a 
highly cash generative business that will be used to fund the future development activity of 
the Company. Regulator feedback regarding the imaging products has been very positive and 
indeed helpful, and we expect clinical adoption to be rapid. 

However, Telix is not a diagnostics company. It is a therapeutics company and the largest  
value inflection points that Telix will achieve over the next 2-3 years, will come from the 
therapeutics side of the business. The diagnostic imaging revenue is important and de-risks 
the business, but it is not the major source of value creation for shareholders – the 
therapeutics are. Our therapeutic programs are what drives opinion-leader engagement, 
pharma business development and – ultimately – partnering opportunities that will define the 
future value of the business.  

Although the diagnostic programs get a lot more airplay and attention, we have been steadily 
working on the therapy programs and 2020 is the year that our industry – and our investors – 
will see the value inflection associated with becoming a therapeutics company with a pipeline 
of best-in-class products, with highly promising clinical data. Our mission over the next 12 
months is to be recognized as a therapeutics company with early diagnostic imaging revenue, 
rather than a diagnostics company dabbling in therapeutics. We expect to make this transition 
evident in our pharma and radiation oncology partnerships, our regulatory milestones around 
key clinical trials and – as we have done for the diagnostic imaging part of our portfolio – 
patient outcomes. 

Slide 7 

Over the next 12 months, as the company achieves first product commercialization, we are 
going to be vigorously pushing this transition from diagnostically-driven development to 
therapeutics. Of course, there is a nexus between the two, as our diagnostic programs enable 
robust patient selection for therapeutic studies, and also enable us to measure treatment 
response. However, a lot of the new innovations we have been working on for the past two 
years will come to light this year. 

Firstly, on the diagnostic front, we are about to launch an international Phase II study for our 
technetium-99 PSMA imaging asset. We haven’t talked much about this program but as we 
take PSMA PET imaging to market in the US and Europe with our first product, we also have 
to address the nearly twelve million men in the rest of the world that desperately need 
advanced prostate cancer imaging but don’t have access to the necessary PET capital 
equipment. Because imaging will drive therapeutic adoption, the technetium-99 PSMA 
program is an important part of building global coverage in urologic oncology, that will 
ultimately impact widespread use of our therapeutics. 

Secondly, as TLX250-CDx for renal cancer imaging completes its phase three ZIRCON study 
and heads into commercialization, we are very keen to expand the clinical utility for this agent 
into other cancers, including bladder, ovarian and colorectal cancer. We have a number of 
research collaborations with key opinion-leaders around the globe exploring the potential for 
imaging carbonic anhydrase IX (or CAIX) (the target “hit” by TLX250-CDx) in a much wider 
range of cancers. This will, in turn, inform the long-term therapeutic strategy for TLX250. This 
is exciting work, particularly as recent research around CAIX is starting to reveal its true role 
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in the tumour micro-environment, particularly with respect to tumour resistance to 
immunotherapy.  

Related to this activity, we are very close to finally launching the STARLITE trials for TLX250 
therapy in renal cancer. These trials have taken a long time to realize, mainly because the 
standard of care landscape in kidney cancer has been evolving extremely quickly and we 
have had to make a number of adaptations to our clinical strategy in response. Overall, 
momentum in the use of immunotherapy in renal cancer bodes well for our asset because of 
the synergistic effect of targeted radiation and immuno-oncology therapeutics. There is 
certainly a lot of academic and commercial interest in this program. 

The big event for 2020 – aside from first product commercialization – will be the launch of our 
PROSTACT phase three trial in second-line metastatic prostate cancer. After a huge amount 
of work, the team is now ready to engage with the FDA on this program and we have recently 
sent a clinical briefing package and a meeting request for a pre-phase three meeting. We 
expect to get a date for this meeting around mid-July, assuming that COVID-19 isn’t pushing 
out timelines too badly. As soon as we have clarity on this, we will update shareholders and 
over the next few months we will be providing a great deal of information around our 
commercial and clinical plans for this asset. I’m really excited about the progress we are 
making. 

Finally, toward the latter part of this year, you should expect to see some preliminary data 
around some new clinical therapeutic assets. Through a number of collaborations with leading 
Australian, European and Japanese universities, we have developed alpha-nuclide versions 
of some of our key products. These variants have very distinct biological properties and may 
extend the use of Telix’s core technology more optimally into other cancer indications. These 
are programs that will have at least 5-7 years of development ahead of them, but are reflective 
of the Company’s commitment to building a long-term leadership position in this field, 
including life cycle management of the existing portfolio. 

Slide 8 

This is my final slide and it will give you a sense of what is coming near-term. The two major 
up-coming inflection points are the FDA submission for TLX591-CDx, which is very nearly 
ready to go. COVID-19 slowed us down a little bit with clinical data validation but the 
submission is well in hand and we will know by mid-year if the FDA is happy with the scope 
of the submission, including the extent of our proposed label. 

At about the same time, we expect to get feedback on our prostate cancer therapy phase 
three trial. We’re excited by our proposed trial design and we have had input from some of 
the most accomplished urologic oncology trialists in the field. As soon as we have the ok from 
the FDA, we plan to file the trial in Australia and start recruitment in parallel with the final US 
IND submission activity. We have been working very hard to get to this moment. 

Finally – we expect to have the ZIRCON and IPAX-1 studies fully up and running again in 
September and will provide a close watching brief on those studies as they complete 
enrolment in early 2021. 

To conclude, I hope this gives you a sense of what we have accomplished, as well as our 
near-term potential. Telix is an exciting company with a very bright future and we are pleased 
with the progress we are making. Notwithstanding the challenging times, our team has rallied 
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in support of each other, and we continue to make great progress. With a clear clinical game 
plan and solid financial position, we are in good shape to continue our positive trajectory over 
the next months and beyond. 

I’d like to thank the management team and all of our Telix people for their hard work and 
dedication and, in particular, to acknowledge our Chairman, Kevin McCann and the Board of 
Directors for their tremendous support and engagement with the executive team. I’d like to 
acknowledge our business partners and collaborators for their commitment to our goals and 
objectives. Above all, I’d like to acknowledge our clinical partners and their patients for the 
incredible role they play in our journey. Last year we delivered over 11,000 patient doses of 
Telix product for clinical trial and compassionate use. It is an honour to serve cancer patients 
around the globe. 

Thank you for being a shareholder of Telix and for your support. 

 

 

Christian P. Behrenbruch, Ph.D 
Managing Director and CEO 
Telix Pharmaceuticals Limited 

 

About Telix Pharmaceuticals Limited  
Telix is a clinical-stage biopharmaceutical company focused on the development of diagnostic 
and therapeutic products using Molecularly Targeted Radiation (MTR). Telix is headquartered 
in Melbourne with international operations in Belgium, Japan and the United States. Telix is 
developing a portfolio of clinical-stage oncology products that address significant unmet 
medical need in renal, prostate and brain cancer. Telix is listed on the Australian Securities 
Exchange (ASX: TLX). For more information visit www.telix.com.  

 

Telix Corporate Contact    Telix Investor Relations 
Dr Christian Behrenbruch    Dr David N. Cade 
Telix Pharmaceuticals Limited   Telix Pharmaceuticals Limited 
CEO       CBO and Head of Investor Relations 
Email: chris@telixpharma.com    Email: david.cade@telixpharma.com 

 

Important Information 

This announcement does not constitute an offer to sell, or a solicitation of an offer to buy, securities in 
the United States, or in any other jurisdiction in which such an offer would be illegal. The securities 
referred to herein have not been and will not be registered under the United States Securities Act of 
1933 (the “U.S. Securities Act”), or under the securities laws of any state or other jurisdiction of the 
United States and may not be offered or sold within the United States, unless the securities have been 
registered under the U.S. Securities Act or an exemption from the registration requirements of the U.S. 
Securities Act is available. None of the technologies or products described in this document have 
received a marketing authorisation in any jurisdiction. This announcement has been authorised for 
release by Dr Christian Behrenbruch, Managing Director and Chief Executive Officer. 
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Disclaimer

The information contained in this presentation is not intended to be an offer for subscription, invitation or recommendation with respect to

shares of Telix Pharmaceuticals Limited (“Telix”) in any jurisdiction, including the United States. No representation or warranty, express or

implied, is made in relation to the accuracy or completeness of the information contained in this document or opinions expressed in the course

of this presentation. The information contained in this presentation is subject to change without notification.

This presentation may contain forward-looking statements which can be identified by the use of words such as “may”, “should”, “will”, “expect”,

“anticipate”, “believe”, “estimate”, “intend”, “scheduled” or “continue” or similar expressions. Any forward-looking statements contained in this

presentation are subject to significant risks, uncertainties, assumptions, contingencies and other factors (many of which are outside the control

of, and unknown to Telix, and its directors, officers, employees, agents or associates), which may cause the actual results or performance to be

materially different from any future result so performed, expressed or implied by such forward-looking statements.

There can be no assurance or guarantee that actual outcomes will not differ materially from these statements. The data and results pertaining

to clinical subjects used in this presentation are illustrative of medical conditions and outcomes associated with potential applications of Telix’s

product pipeline. Actual results from clinical trials may vary from those shown. None of the products or potential products described in this

presentation have received a marketing authorization in any jurisdiction.
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22nd July 2019
Confirm pathway to EU 

marketing authorization for 
TLX591-CDX with DKMA

1st Aug 2019
Telix-Merck 

Collaboration

17th July 2019
A$45M capital raise at 

A$1.30 via share 
placement and SPP (1)  

3rd Apr 2020
Complete acquisition of 

Seneffe manufacturing site
27th Dec 2019

NDA Clinical Briefing 
Package for TLX591-
CDx submitted to FDA

31st Dec 2019
>11,500 patient doses 
(A$4.4M in orders) of 

TLX591-CDx delivered in 
2019 in US & EU

23rd Jan 2020
FDA approves Ph III for 
TLX250-CDx (ZIRCON)

25th Feb 2020
Positive pre-NDA FDA 
feedback TLX591-CDx

3rd Oct 2019
Agreement to acquire 

Seneffe radiopharmaceutical 
manufacturing site

8th Apr 2020
Commercial agreement 

with CAH for TLX591-CDx

The Past 12 Months – in Review

$

$
30th Apr 2020

EU MAA (2) Submitted for 
TLX591-CDx

3Telix Pharmaceuticals Limited (ASX: TLX)

Notes: (1) Share Purchase Plan; (2) Marketing Authorisation Application 



Telix COVID-19          Operational Horizon
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Controlled slow-down of 
clinical trial activity
Team transition to 
working from home

Clinical trials paused
Clinical trial activity 

restarted but July & August 
expected to be low 

productivity

Return to regular 
clinical trial activity and 
patient recruitment

1st April

COVID-19 lockdown Recovery

1st June 1st September



Despite Operational Interruptions, COVID-19 has been a Productive 
Period for Telix

ü EU Marketing Authorization Application Submitted for TLX591-
CDx (prostate cancer imaging), FDA to follow shortly (1)

ü PROSTACT prostate cancer Ph III meeting request submitted 
to FDA (awaiting confirmation of pre-IND meeting date)

ü Systems and process improvements: risk review, new Quality 
Management System (eQMS), ERP (SAP Business One) and 
CRM (Salesforce) roll-out

ü Completion of Seneffe manufacturing site acquisition, site 
planning and radiation license update

ü Paperwork for numerous investigator-led studies and new INDs 
(i.e. STARLITE TLX250 renal therapy studies) 

ü Supply chain and logistics resilience planning and improvement
ü Preparation to recommence ZIRCON PhIII (renal cancer 

imaging) and IPAX-1 (glioblastoma therapy) studies

Telix Pharmaceuticals Limited (ASX: TLX) 5
Notes: (1) None of Telix’s products has received a marketing authorisation in any jurisdiction

EU/US MAA 
submissions

Regulatory 
Activity

Process & 
Systems 

Improvement



The ‘New’ Telix – the Next 12 Months
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Development-stage
• Diagnostic pipeline focus to 

achieve early revenue 

2019   2020 Commercial-stage
• Scale-up (TLX591/250-CDx)
• Partnerships, revenue
• Key regulatory submissions (1)

• ZIRCON PhIII trial completion 
(second Dx product)

• Indication expansion (ovarian, 
bladder, etc.)

Therapeutics Program Focus
• TLX591 PROSTACT PhIII trial 
• TLX250 STARLITE 1 & 2 trials
• TLX101 preliminary data
• TLX591 FIH (2) data
• Pipeline / indication expansion

Dx

Tx

Notes: (1) None of Telix’s products has received a marketing authorisation in any jurisdiction; (2) First in human



Beyond the First Product

7

Diagnostic Development

Therapeutic Development

Prostate Cancer Therapy
PROSTACT PhIII Study

First data for ‘next 
generation’ products
225Ac-TLX592 (GU Cancers)
211At-TLX102 (Myeloma)

α
He4

2

Radio-immuno-oncology
Evaluation of the combination of targeted 
radiation and immuno-therapy STARLITE trials

The Power of CAIX (2) Imaging
Completion of first indication for 
TLX250-CDx in renal cancer (ZIRCON), 
expansion to other cancers

CAIX, the protein targeted by TLX250-CDx is 
expressed in many cancers with poor 
prognosis, including ovarian, colorectal, 
bladder, lung and head & neck cancer

Category Leadership: Prostate Imaging
99Tc-PSMA to address the needs of 12m 
men outside of EU/US that have access to 
SPECT but not PET
…No man left behind…

(Left) maximum-intensity projection of 99mTc-
PSMA SPECT/CT compared with a maximum-
intensity projection of 68Ga-PSMA PET/CT 
(right) in the same prostate cancer patient (1) 

Notes: (1) Courtesy Mexican Instituto Nacional de Investigaciones Nucleares
(2) Carbonic Anhydrase IX



Major Upcoming Catalysts
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Australian 
trial filed

Submission
review 

FDA submission 
for TLX591-CDx

Launch of international 99Tc-PSMA 
imaging study (Ph II), STARLITE

FDA feedback on PROSTACT Ph III trial design (TLX591 
– prostate cancer therapy)

First data from TLX250-CDx in non-renal cancer indications 
(indication expansion)

All international clinical trials fully recruiting as normal, first-in-human data for TLX592

May June July Aug Sept
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