Q3 2022 Quarterly
Business Update
Telix Pharmaceuticals (ASX:TLX)
20 October 2022

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 that relate to anticipated future events, financial performance, plans, strategies or business developments. Forwardlooking statements can generally be identified by the use of words such as “may”, “expect”, “intend”, “plan”, “estimate”, “anticipate”, “outlook”, “forecast” and “guidance”, or other
similar words. Forward-looking statements involve known and unknown risks, uncertainties and other factors that may cause our actual results, levels of activity, performance or
achievements to differ materially from any future results, levels of activity, performance or achievements expressed or implied by these forward-looking statements. Forwardlooking statements are based on the Company’s good-faith assumptions as to the financial, market, regulatory and other risks and considerations that exist and affect the
Company’s business and operations in the future and there can be no assurance that any of the assumptions will prove to be correct. In the context of Telix’s business, forwardlooking statements may include, but are not limited to, statements about: the initiation, timing, progress and results of Telix’s preclinical and clinical studies, and Telix’s research
and development programs; Telix’s ability to advance product candidates into, enrol and successfully complete, clinical studies, including multi-national clinical trials; the timing
or likelihood of regulatory filings and approvals, manufacturing activities and product marketing activities; the commercialisation of Telix’s product candidates, if or when they
have been approved; estimates of Telix’s expenses, future revenues and capital requirements; Telix’s financial performance; developments relating to Telix’s competitors and
industry; and the pricing and reimbursement of Telix’s product candidates, if and after they have been approved. Telix’s actual results, performance or achievements may be
materially different from those which may be expressed or implied by such statements, and the differences may be adverse. Accordingly, you should not place undue reliance on
these forward-looking statements. You should read this presentation together with our risk factors, as disclosed in our most recently filed reports with the ASX or on our website.
To the maximum extent permitted by law, Telix disclaims any obligation or undertaking to publicly update or revise any forward-looking statements contained in this presentation,
whether as a result of new information, future developments or a change in expectations or assumptions.
Telix’s lead product, Illuccix® (TLX591-CDx) for prostate cancer imaging, has been approved by the Australian Therapeutic Goods Administration (TGA), the U.S. Food and
Drug Administration (FDA), and Health Canada.
Full United States prescribing information for Illuccix can be found at http://illuccixhcp.com/s/illuccix-prescribing-information.pdf
The Telix Pharmaceuticals and Illuccix name and logo are trademarks of Telix Pharmaceuticals Limited and its affiliates – all rights reserved.
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Q3 2022 Highlights

Growth Strategy
Delivering long-term value to shareholders and patients
Commercial
diagnostics portfolio

Late-stage therapeutic
pipeline

Global supply chain
and manufacturing

Future pipeline:
research & innovation

Revenue from first
product growing

High clinical and
commercial potential

Foundation for long-term
commercial success

Robust evaluation of future
pipeline opportunities

Follow-on products in
late-stage development,
self-funding model

Market opportunity growing
as radiopharmaceuticals
move into the “mainstream”

Creates a barrier to entry
through control of
manufacturing scale-up
and process development

Track record in identifying and
commercialising promising
targets and technologies
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Q3 2022 Highlights
Strong sales performance underpins evolution to financial sustainability

Net cash utilisation
significantly
reduced to $5.3
million

U.S. Illuccix sales
up 178% (2.8x) on
launch quarter

•
•

Continued strong momentum,
Q3 sales $53.7 million
(US$ 36.4 million)
Second commercial quarter
and first quarter with
reimbursement

•
•

Transition to self-funded
business model underway
Rate of investment in
operational infrastructure
slowing, product sales to
underpin investment in R&D

Major milestone
ahead: ZIRCON
Phase III readout

•
•

Operational focus shifts to
manufacturing scale-up to
support regulatory submission
IND filed to commence
indication expansion study

Therapy programs
continue to progress
with new data

•
•

Prostate cancer therapy trials
(SELECT and TARGET) dosing
patients
Manufacturing scale-up and
regulatory submissions to
expand ProstACT GLOBAL into
international sites progressing
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Q3 2022 Key Financial Metrics
Momentum continues into second commercial quarter

Total Revenue

U.S. Commercial Sales

Receipts From Customers

Cash Balance

$55.3M

$53.7M

$44.5M

$117.1M

Up 168 percent from
$20.6M in Q2 2022

Up 178 percent from
$19.3M in Q2 2022

Up 724 percent from
$5.4M in Q2 2022

As of 30 September 2022
($122.6M, 30 June)

All figures reported in AUD$ unless stated otherwise. Conversion to AUD$ is at the average exchange rate for the
period. AUD$ = US$0.677; AUD$ = €0.671
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Illuccix® Commercial Momentum
Strong sales growth
•

U.S. sales of Illuccix up 178% (2.8x) to $53.7 million
(US$36.4 million)

•

Reimbursement beginning to impact sales positively

•

179 pharmacies routinely dispensing Illuccix across
the U.S. and Puerto Rico

•

•

•

U.S. Sales Q2 versus Q3 (AUD$M)
60.0

53.7
50.0

Diversified customer base with growth across
hospitals, independent imaging centres and
government (Veterans Affairs) customers

30.0

Industry-leading on-time delivery and flexible
scheduling continues to drive customer acquisition
and retention – a clear differentiation

10.0

Pass-through status is starting to enable access
to hospital outpatient sites

2.8x

40.0

19.3
20.0

0.0

Q2 2022

Q3 2022

U.S. Illuccix® Sales
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Financial
Commentary

Operating Cash Flow
Transition to Q3 delivers significant improvement in net operating cash outflow
•

Q3 is the first quarter to demonstrate
positive impact of customer receipts
from commercial sales
(cash v revenue recognition)

•

Customer receipts $44.5 million, up
from $5.4 million in Q2 2022

•

Q2 cash inflow also included R&D tax
credit and government grants

•

Other operating cash flow items (R&D
and operating costs) stable compared
with previous quarters

•

COGS outflow has slightly increased
due to higher volume of sales, but lower
as a percentage of sales (volume
efficiency)
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Operating Expenditure
Focused investment in priority programs, gross margin improvement
•

Gross margin improvement of 9% from Q2 to Q3
reflects more normalised commercial operating costs

•
•
•

50.0
40.0

Sales growth is expected to continue to outpace
operational expenditure

10.0

20.0

•

ProstACT GLOBAL Phase III manufacturing and
international trial commencement

53%
(Gross Margin)

0.0

Q2 2022

Q3 2022

Revenue

Gross Margin

Key Expenditure (AUD$M)
30.0
23.1

22.1

20.6

20.0

TLX250-CDx regulatory filing and manufacturing
scale-up

62%
(Gross Margin)

20.6

30.0

R&D spend reflective of two major focus areas:
•

55.3

60.0

Q2 2022 operating expenditure contained one-off
investments related to U.S. commercial launch

R&D investment consistent with planned priority areas
to accelerate the commercialisation of late stage
assets and progress development of high value
assets

•

Revenue (AUD$M) and Gross Margin Percentage

18.3

20.4

10.4

10.0

0.0
Operating expenditure (SG&A)

Q1

R&D expenditure (Pipeline)

Q2

Q3
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Milestones Ahead

Core pipeline: oncology & rare diseases

1.
2.
3.

Prostate-specific membrane antigen.
Carbonic anhydrase IX.
Large amino acid transporter 1.

4.
5.

Bone marrow conditioning/rare diseases.
Cluster of differentiation 66.

Note: Shaded sections indicate expected development stage in the next 12 months
*Registry study.
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TLX250-CDx: ZIRCON Phase III Readout Imminent
Major commercial opportunity in an area of unmet medical need
Renal cancer rates have doubled in the last 50 years
•

400,000 cases worldwide in 20201 and the incidental detection
of small renal masses is increasing

•

Current imaging cannot reliably distinguish whether these renal
masses are benign lesions or renal cell carcinoma2

•

Tumour biopsies are often unnecessary, invasive and limited by
the tissue sampled and can lead to complications

•

~84,000 biopsies or surgeries are performed each in the U.S.3

•

U.S. market opportunity estimated at >100,000 cases per year3

TLX250-CDx may be able to determine if “indeterminate renal
masses” are ccRCC malignancies and offer a non-invasive
method of diagnosis
•

Could potentially offer improved surgical staging

•

“Breakthrough designation”, limited competition
1.
2.
3.

ZIRCON PHASE III
STUDY DESIGN

Eligible patients

Single indeterminate
renal mass ≤7cm
diameter on CT or MRI
suspicious for ccRCC

Scheduled for surgical
removal as part of
management plan

TLX250-CDx PET/CT scan

Surgical removal and histology as standard of truth
Primary endpoints sensitivity and specificity

World Health Organisation, 2020.
Khandani & Rathmell, 2012.
Management estimate based on renal cancer incidence rates and detection of benign masses, source: SEER and HCUPnet.
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TLX250-CDx: Potential for Indication Expansion
Imaging and therapy candidates feature strongly at EANM 2022
Preliminary data from two investigator-led studies presented
at European Association of Nuclear Medicine (EANM):
•

Triple Negative Breast Cancer

OPALESCENCE Phase II feasibility study of TLX250-CDx
in patients with triple-negative breast cancer
✓ 83% patient lesions had a strong CAIX expression
allowing immunoPET – theranostic potential in this difficult
to treat disease.

•

PERTINENCE Early Phase I feasibility study of TLX250CDx in patients with non-muscle-invasive bladder cancer
✓ Encouraging safety profile, biodistribution and dosimetry –
supports progressing therapy studies in this indication

•

TLX250-CDx (and 18F-FLac) added to GE Healthcare
immuno-diagnostics portfolio for research customers

OPALESCENCE Study1

1. Source: Rousseau C - Preliminary results of a prospective pilot study, assessing imaging performance of 89Zirconium-labelled Girentuximab PET-CT in
metastatic triple negative breast cancer patients, presented at EANM 2022.
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Upcoming catalysts
✓
✓

Illuccix Q3
commercial
update

ProstACT
TARGET
patient
dosing

ProstACT SELECT
data readout
ZIRCON
Phase III
study
readout

EU
Regulatory
Update

MILESTONES 2H 2022

✓
✓

IPAX-1
one year
follow up
data

Illuccix
Australia /
NZ launch

Health
Canada
Approval

IPAX-2 and IPAX-L
(brain cancer)
commencement of
patient dosing

Brussels South
manufacturing
facility operational

LOOKING AHEAD TO 2023

ProstACT
GLOBAL
expansion
(into 1H 2023)

✓

Regulatory filing
Telix AI™

Illuccix® label
expansion

Prostate and renal
imaging bridging
studies commencing
in China

Commencement
of additional clinical
studies in CAIX
imaging and therapy
programs

Brain cancer
imaging NDA
pathway update
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