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MARKET REPORT

The Australian stock market fell 0.12 percent on Monday December 8, 2025, with the
ASX200 down 10.2 points to 8,624.4 points.

Thirteen of the Biotech Daily Top 40 companies were up, 21 fell and six traded
unchanged. The four Big Caps were mixed.

Imugene was the best (see below), up three cents or 9.4 percent to 35 cents, with 2.65
million shares traded; followed by Adheris (Medadvisor), up 0.2 cents or 9.1 percent to 2.4
cents, with 540,894 shares traded. Alcidion climbed 5.0 percent; Optiscan was up 4.8
percent; Clinuvel, Cyclopharm, EBR and Orthocell were up three percent or more; Lumos
and Mesoblast rose more than two percent; SDI was up one percent; with Cochlear, CSL,
Nanosonics and Proteomics up by less than one percent.

Actinogen led the falls, down 0.4 cents or 7.0 percent to 5.3 cents, with 3.2 million shares
traded. Paradigm lost 5.6 percent; Botanix and Resonance fell more than four percent;
Clarity, Medical Developments and Syntara were down three percent or more; Amplia,
Atomo, Compumedics, Impedimed and Imricor shed two percent or more; Aroa, Cynata,
Immutep, Micro-X, Polynovo, Prescient, Resmed, Starpharma and Telix were down one
percent or more; with Emvision and Pro Medicus down by less than one percent.



VICTORIA GOVERNMENT, ST VINCENT'S INSTITUTE OF MEDICAL RESEARCH
The Victoria Government says the St Vincent’s Institute of Medical Research has
developed an RNA treatment for child blood disorders with a $100,000 investment.
The Minister for Economic Growth and Jobs Danny Pearson said Victoria invested
$100,000 in 2023 for the development of the RNA-based gene-editing technology.

The Victoria Government said the St Vincent’s Institute researchers had developed an
‘RNA Prime Editing’ technology that corrected “the genetic defect that causes life-
threatening blood disorders such as Fanconi anaemia, potentially eliminating the need for
risky and costly bone marrow transplants”.

The Government said Fanconi anaemia was “a rare, genetic disorder that causes bone
marrow failure and affects children from a very young age”, with about 190 young
Australians currently diagnosed with the syndrome.

The Government said the RNA treatment was “progressing through safety studies, in
partnership with Maddie Riewoldt’s Vision, an organization dedicated to finding a cure for
bone marrow failure syndrome”, with the aim of beginning “a world-first clinical trial”.
Mr Pearson said it was “exciting to see this research rapidly advancing towards clinical
trials, offering real hope for children and families battling these devastating diseases”.
St Vincent’s Institute director Prof Thomas Kay said: “Investment in medical research
gives St Vincent’s Institute scientists the best chance of maximizing new mRNA
technology to develop leading-edge therapy to combat rare childhood diseases like
Fanconi anaemia."

ARTRYA

Artrya says it has a three-year, minimum $300,000 agreement with Atlanta’s Northeast
Georgia Health System for the use of its Salix coronary anatomy platform.

Earlier this year, Artrya said it had US Food and Drug Administration 510(k) clearance for
its Salix coronary anatomy platform; and later, said it had FDA 510(k) clearance for its
Salix coronary plaque module for detecting high-risk plaque, an indicator of heart disease
(BD: Mar 28, Aug 21, 2025).

In July, the company said it had a $600,000, five-year contract with the Carrolton,
Georgia-based Tanner Health for the use of Salix (BD: Jul 10, 2025).

Today, Artrya said the deal was its second US commercial contract and Northeast
Georgia Health System was “one of its three US foundation partners, marking another
significant milestone in the company’s accelerating US expansion strategy”.

The company said it would licence its Salix coronary anatomy software with a fixed
monthly subscription fee over a 36-month term, while assessments performed using the
Salix coronary plaque module would generate fee-per-scan revenue.

Artrya said Salix would be used in routine care for patients with suspected or confirmed
coronary artery disease undergoing computed tomography angiography, across Northeast
Georgia Health System’s five hospitals, outpatient centres, and physician practices within
the Georgia Heart Institute.

The company said it was preparing the FDA submission for the Salix coronary flow
module, which would expand its product offer.

Previously, Artrya chief executive officer John Konstantopoulos said Salix customers
could “receive an attractive category 1 reimbursement of $US950 ($A1,480) for each
plaque assessment they perform”.

Today, Mr Konstantopoulos said the company was “on track to convert all three US
foundation partners to commercial customers this year”.

Artrya was up 32 cents or 9.3 percent to $3.77 with 961,462 shares traded.



AUDEARA

Audeara says that “in late November” it received a $560,000 purchase order for its
hearing health and audio products from an unnamed Australian customer.

Audeara said the follow-up purchase order from its “largest Australian customer ...
[underlined] strong demand for Audeara’s products by leading audiology clinics, after a
strong start to 2025-'26 with half-year revenues already exceeding $1 million”.

The company said delivery of the $560,000 order was expected to be completed in
February, with revenue to be recognized in the three months to March 31, 2026.
Audeara managing-director Dr James Fielding said the repeat order from the company’s
“primary Australian wholesale customer, marking their largest order to date, further
underlines our domestic market strength”.

Dr Fielding said the order positioned “the business with consistent revenue and cash flow
generation to pursue multi-channel growth opportunities via the licencing of our proprietary
technology with large commercial counterparties”.

Audeara fell half a cent or 14.7 percent to 2.9 cents.

TELIX PHARMACEUTICALS

Telix says it has dosed the first of up-to 490 patients in part two of its phase Il study of
TLX591, or lutetium-177, therapy for metastatic, castrate-resistant prostate cancer.

In 2023, Telix said it dosed the first of about 400 patients in the phase Il study of its
TLX591 radio-antibody drug conjugate for prostate cancer (BD: Nov 13, 2023).

Today, the company said it had completed the 30-patient, safety and dosimetry lead-in
portion of the trial, with the first of 490 patients in the randomized, treatment expansion
portion of the trial dosed at the Australian Prostate Centre in North Melbourne.

Telix said the study was the first phase Il trial to combine a prostate specific membrane
antigen (PSMA) targeted radio-antibody drug conjugate therapy with standard-of-care,
either abiraterone, enzalutamide or docetaxel, compared to standard-of-care alone.

The company said the trial was recruiting patients in Australia, New Zealand and Canada,
with the trial approved in China, Japan, Singapore, South Korea, Turkiye and the UK.
Telix said it would submit part one data to the US Food and Drug Administration to allow
clearance to expand the second part of the trial to US sites, with a clinical trial application
to be filed with the European Medicines Agency to open the trial at sites in the European
Union.

Telix chief medical officer Dr David Cade said dosing the first patient in the randomized
treatment expansion portion of the trial was “a significant milestone for Telix’s late-stage
prostate cancer therapeutics pipeline”.

Telix fell 22 cents or 1.5 percent to $14.59 with 1.1 million shares traded.

CHIMERIC THERAPEUTICS

Chimeric says it has been granted US Food and Drug Administration orphan drug
designation for CHM CDH17 for gastric cancer.

Chimeric said orphan drug designation qualified CHM CDH17 for incentives including tax
credits for qualified clinical trials, exemption from user fees and a potential seven years of
market exclusivity after approval.

Chimeric chief executive officer Dr Rebecca McQualter said the designation was “a great
step forward in the development of CHM CDH17 to serve patients with gastric cancer,
where there is a significant unmet need”.

Chimeric was up 0.05 cents or 16.7 percent to 0.35 cents with 19.0 million shares traded.




IMUGENE

Imugene says it has aligned with the US Food and Drug Administration on the
requirements to conduct a pivotal, phase Il study of azer-cel for B cell ymphoma.
Imugene said it had received written minutes from the FDA following a type C meeting
regarding the registrational pathway for azer-cel.

The company said it had confirmation that its proposed regimen for the pivotal program
which included augmented lympho-depletion followed by a flat 500,000,000 cell dose of
azer-cel with 14 days subcutaneous low dose interleukin-2 (IL-2) was appropriate.
Imugene said the FDA endorsed third-line and diffused large B cell ymphoma including
patients who had relapsed after autologous chimeric antigen receptor (CAR)-T as an
acceptable registrational population.

The company said the FDA agreed with its dual endpoint strategy, including overall
response rate and durability for accelerated approval and progression fee survival for full
approval and confirmed that one randomized study could support both endpoints with
adequate follow-up.

Imugene said the FDA had agreed its chemistry manufacturing controls (CMC) program
was ‘suitable for initiating a registrational study with only a few standard late-stage
refinements recommended for analytical methods”.

The company said the regulator “asked that the control arm include several investigator
choice therapies, and they provided routine statistical guidance that will be incorporated
into the final protocol and analysis plan”.

Imugene managing-director Leslie Chong said “alignment across dosing regimen, patient
population selection, accelerated approval end point strategy and CMC readiness gives us
confidence as we continue to design our pivotal study plans”.

“Combined with our growing clinical data set, we believe azer-cel is well positioned to
address high-need patient populations,” Ms Chong said.

Imugene was up three cents or 9.4 percent to 35 cents with 2.65 million shares traded.

CLINUVEL PHARMACEUTICALS

Clinuvel says with support from the Singapore Economic Development Board it will
expand its Vallaurix research, development and innovation centre in Singapore.

In 2020, Clinuvel said it had opened its centralized research and development centre in
Singapore, operated by subsidiary Vallaurix Pte Ltd (BD: Aug 31, 2020).

Today, the company said it had a “strategic five-year investment” of an undisclosed
amount, to turn the site into a hub for developing advanced, long-acting peptide
formulations, with support from the Singapore Economic Development Board, but did not
disclose the amount it and the Board intended to invest in the facility.

The company said the expanded facility would “integrate comprehensive formulation and
analytical sciences, focusing on advancing liquid controlled-release drug products
designed to optimize therapeutic outcomes for patients”.

Clinuvel said the expansion would “further broaden its formulation and analytical
capabilities, with full commissioning and certification targeted for 2027-'28".

The company said it intended to “gradually increase specialist headcount in Singapore
over the next five years”, to ensure that ongoing projects in novel pharmaceutical and
photo-cosmetic formulation continued uninterrupted.

Clinuvel chief scientific officer Dennis Wright said the company had “made a long-term
investment in the Vallaurix team and facility, which has resulted in important
advancements in novel drug delivery systems”.

Clinuvel was up 37 cents or three percent to $12.70 with 186,384 shares traded.




STANDARD AND POOR’S DOW JONES INDICES

Standard & Poor’s says it has promoted Artrya and Cogstate to the S&P ASX All
Technology Index, effective from December 22, 2025.

Previously, Standard & Poor’s has told Biotech Daily that inclusion in the indices was
based solely on market capitalization.

The Biotech Daily Top 40 Index (BDI-40) is based on quality of science, benefit to human
health, board and management, investment potential and market capitalization.

Cogstate fell two cents or 0.8 percent to $2.52.

POLYNOVO

Polynovo says it has appointed Amy Demediuk as company secretary and general
counsel, effective from February 16, 2026.

Polynovo said Ms Demediuk had worked for CSL since 2009 as Australian operations
counsel, research, development and strategy general counsel and head of CSL Behring’s
legal team supporting Asia Pacific manufacturing and commercial activities.

The company said Ms Demediuk had worked for the law firm Arnold Bloch Leibler and
held a Bachelor of Laws and Master of Laws from the University of Melbourne.

Polynovo fell 1.5 cents or 1.2 percent to $1.19 with 872,521 shares traded.

ARGENT BIOPHARMA

Argent says it has “terminated the employment agreement” of chief financial officer Igor
Bluvstein and removed him from all positions held in its subsidiaries.

Argent said Mr Bluvstein had “also been removed from all positions held within the
company’s subsidiaries, effective immediately”.

The company said “as part of its ongoing operational improvement program, the company
is restructuring its finance and reporting functions to ensure a more efficient, scalable, and
transparent operational framework”.

Argent said it would “transition all financial management activities from the internal team in
Slovenia to a dedicated external accounting and finance provider in Australia”.

According to his Linkedin profile, the Israel-based Mr Bluvstein was chief financial officer
and chief operating officer of the Ljubljana, Slovenia-based Argent.

Argent fell 0.3 cents or 4.1 percent to seven cents.

Biotech Daily can be contacted at: PO Box 500, Flemington, Victoria, Australia, 3031
email: editor@biotechdaily.com.au; www.biotechdaily.com.au



mailto:editor@biotechdaily.com.au
http://www.biotechdaily.com.au/

