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MARKET REPORT
The Australian stock market fell 0.72 percent on Monday December 15, 2025, with the
ASX200 down 62.3 points to 8,635.0 points.

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

4D Medical was the best (see below), up 22 cents or 9.9 percent to $2.44, with 7.1 million
shares traded. Cynata was up 7.55 percent; Botanix, Compumedics, Imricor and Prescient
climbed more than four percent; Actinogen, Amplia, Clinuvel, Nanosonics and Nova Eye
were up more than three percent; Orthocell rose 2.0 percent; Emvision and Neuren were
up more than one percent; with Cochlear, Dimerix, Polynovo and Resmed up by less than
one percent.

Friday’s best, Adheris, led the falls, down 0.2 cents or 8.3 percent to 2.2 cents, with
65,714 shares traded.

Atomo and Micro-X lost seven percent or more; Lumos was down 5.4 percent; Medical
Developments, Optiscan and Telix fell more than four percent; Syntara was down 3.0
percent; Aroa, CSL, Curvebeam, EBR, Impedimed, Proteomics and Starpharma shed two
percent or more; Clarity, Cyclopharm, Immutep, Imugene, Mesoblast, Paradigm and SDI
were down one percent or more; with Pro Medicus down by 0.3 percent.

NEUREN PHARMACEUTICALS

Neuren says Acadia Pharmaceuticals has US Food and Drug Administration approval for
an oral powder formulation of Daybue for Rett syndrome.

In 2023, Neuren said North America partner Acadia had FDA approval for Daybue, or
trofinetide, for Rett syndrome (BD: Mar 13, 2023).

Today, the company said the oral, dye-and-preservative-free powder formulation of
trofenitide would be marketed as Daybue Stix for the treatment of Rett syndrome in adult
and paediatric patients two years of age and older.

Neuren said the powder formulation offered “children and adults living with Rett syndrome
new flexibility and choice regarding the dose volume and taste of their Daybue treatment”.
The company said the approval was “informed by the results of a bio-equivalence study,
which demonstrated that both original Daybue oral solution and the new Daybue Stix for
oral solution powder formulation provide comparable exposure”.

Neuren said Acadia expected Daybue Stix “to be available on a limited basis starting in
the first quarter of 2026 and more broadly early in the second quarter of 2026”, with the
current oral solution formulation to remain available.

Neuren managing-director Jon Pilcher said the company was “excited about the approval
of this new treatment option for Rett syndrome families and the continued investment and
innovation for trofinetide by our global partner, Acadia”.

“Caregivers can mix Daybue Stix with a variety of water-based liquids providing flexibility
to modify the taste and volume of their loved-one's dose,” Mr Pilcher said.

“We look forward to seeing the impact as Daybue Stix becomes more broadly available
during 2026,” Mr Pilcher said.

Neuren was up 27 cents or 1.4 percent to $19.28 with 401,534 shares traded.




4D MEDICAL

4D Medical says it has Canadian regulatory approval for its computed tomography
ventilation perfusion (CT VQ) software for non-contrast lung imaging.

In September, 4D Medical said the US Food and Drug Administration had granted its CT
VQ 510(k) system clearance (BD: Sep 1, 2025).

At that time, the company said its CT VQ scan was the “first non-contrast imaging
modality capable of delivering quantitative ventilation and perfusion analysis directly from
standard chest CT scans”.

4D Medical said VQ scans were primarily used to diagnose pulmonary embolism, or lung
blood clots, as well as used to evaluate chronic thrombo-embolic pulmonary hypertension,
other airway diseases, and pre-operative planning for lung surgeries.

Today, the company said the Health Canada approval was “a significant expansion” of its
presence in North America, enabling immediate commercial deployment of CT VQ in
Canada through its partnership with Philips (BD: Dec 3, 2025).

4D Medical managing-director Prof Andreas Fouras said that the Canadian regulatory
approval for the computed tomography ventilation perfusion software for lung imaging was
“a major commercial milestone and is a key step in positioning CT VQ as the standard-of-
care for VQ imaging across North America”.

“This approval, combined with our recent Philips partnership, positions 4D Medical to
execute an aggressive North American rollout strategy,” Prof Fouras said.

“With regulatory approvals now secured across both the US and Canada, and with Philips'
world-class commercial infrastructure committed to driving CT VQ adoption, we have all
the pieces in place to rapidly scale revenue and deliver transformative respiratory
diagnostics to patients across the continent,” Prof Fouras said.

4D Medical was up 22 cents or 9.9 percent to $2.44 with 7.1 million shares traded.

RADIOPHARM THERANOSTICS

Radiopharm says interim phase llb data shows 11 of 12 patients treated with RAD101
“achieved concordance with MRI as assessed by PET imaging of brain metastases”.

In April, Radiopharm said it had imaged the first of 30 patients in its phase llb trial of
fluorine-18 RAD101 for recurrent brain metastasis (BD: Apr 28, 2025).

Today, the company said the interim analysis from the study of its radio-labelled fluorine-
18 RAD101 imaging agent showed “significant and selective tumor uptake in the brain
metastases”.

Radiopharm said positron emission tomography (PET) images confirmed “metabolic
activity in brain metastases compared to equivocal” magnetic resonance imaging (MRI)
findings.

The company said contrast-enhanced MRI was the preferred method for imaging intra-
cranial metastatic disease, or brain metastases, but had limitations, particularly in follow-
up surveillance scans to optimize patient care.

Radiopharm managing-director Riccardo Canevari said the “interim data significantly
strengthen confidence in the success of our phase Il trial of RAD101 and provide a strong
foundation for initiating a pivotal study by the end of 2026”.

“Integrating RAD101 PET with standard MRI has the potential to transform patient
management and enable better treatment decisions for the more than 300,000 patients in
the US diagnosed with brain metastases each year,” Mr Canevari said.

Radiopharm fell 0.1 cents or 5.3 percent to 1.8 cents with 8.7 million shares traded.




PROTEOMICS INTERNAITONAL LABORATORIES

Proteomics says its Promarker D predictive blood test has “promising prognostic accuracy
for diabetic kidney disease in Aboriginal people”.

Proteomics said the data was derived from an analysis of 1,081 adults with diabetes,
including 71 Aboriginal participants taken from the Fremantle diabetes phase Il study and
the Aboriginal diabetes sub-study.

The company the Fremantle Diabetes Study assessed the Promarker D test for its ability
to predict diabetic kidney disease or a rapid decline in kidney function over four years.
Proteomics said the results showed “Promarker D’s potential to enhance early
identification of kidney disease risk, support more targeted intervention strategies, and
strengthen health outcomes among Aboriginal people, who have one of the highest rates
of diabetes and chronic kidney disease globally”.

The company said the study, titled “The prognostic value of a plasma protein-based
biomarker test for chronic kidney disease complicating diabetes in Aboriginal Australians'
was published in the Internal Medicine Journal with an abstract available at:
https://onlinelibrary.wiley.com/doi/10.1111/imj.70275.

Proteomics said the research showed that in Aboriginal participants its next-generation
Promarker D test led to “acceptable predictive performance, with area under the [receiver
operating characteristic] curve (AUC) values of 0.71”.

The company said the “result was not statistically different from those observed in the
non-Aboriginal cohort (AUC = 0.89)".

Proteomics said the test delivered “high negative predictive values of more than 85
percent, indicating that a low Promarker D score reliably identifies individuals unlikely to
experience kidney function decline in the near term”.

Proteomics managing-director Dr Richard Lipscombe said “Aboriginal people bear a
disproportionately high burden of diabetes and [diabetic kidney disease], often with earlier
onset and faster progression, raising both the need and the potential benefit for better
prognostic tests validated in these communities”.

Proteomics fell one cent or two percent to 48 cents.

CARTHERICS PTY LTD

Cartherics says chair Prof Alan Trounson presented data on CTH-401, showing it was a
scalable platform for cancers including ovarian cancer.

Cartherics said the presentation, titled ‘Allogeneic IPSC-Derived CAR-NK Cells Targeting
Ovarian Cancer’ was made at the International Society for Stem Cell Research
symposium held in Boston, Massachusetts from December 11 to 12, 2025.

The company told Biotech Daily that Prof Trounson said the allogeneic, gene-modified,
induced pluripotent stem cells (IPSCs)-derived chimeric antigen receptor invariant natural
killer (CAR-INK) product for CTH-401 provided a scalable platform for a range of cancers.
Cartherics said the chimeric antigen receptor chosen and gene knockouts of immune
inhibitory genes were validated in CAR-T-cells that destroyed ovarian tumors in mice.
The company said the safety of the IPSC-derived CAR-INK cell product “was established
by deep sequencing to confirm that no off-target gene modifications of concern were
present in the clone chosen for creating a master cell bank for clinical trials”.

Cartherics said the presentation showed it had a repeatable and efficient manufacturing
method for CTH-401 and produced 12-40 billion cells for therapeutic doses each run.
Cartherics said it had completed most of the pre-clinical studies needed for US Food and
Drug Administration approval for trials of CTH-401 in ovarian cancer.

Cartherics is a private company.



https://onlinelibrary.wiley.com/doi/10.1111/imj.70275

VAXXAS PTY LTD

Vaxxas says it has Australia Therapeutic Goods Administration approval to manufacture
its high-density microarray patch (HDMAP) for clinical trials.

Vaxxas said the TGA licence for aseptic production included “principles and procedures to
ensure the vaccines are of the necessary high quality, as defined by the TGA and good
manufacturing practice standards”, with manufacturing of the needle-free vaccine skin
patches to be conducted at its Brisbane facility.

Vaxxas chief technology officer Dr Angus Forster said the licence unlocked “the way
forward for Vaxxas to continue developing our world-leading HD-MAP technology”.

“We are proud to contribute to Queensland’s growing biotech sector and to advance
sovereign manufacturing capabilities that translate cutting-edge research to address real-
world health solutions,” Dr Forster said.

Vaxxas is a private company.

ECHO IQ

Echo IQ says it has filed a 510(k) application to the US Food and Drug Administration for
its Echosolv heart failure (HF) clinical decision support software.

Last year, Echo 1Q said it had FDA 510(k) clearance to market and sell the artificial
intelligence-based Echosolv for detecting aortic stenosis (AS) (BD: Oct 8, 2024).

Today, the company said an FDA clearance would “unlock a significant ... market
opportunity for Echosolv HF in the US healthcare sector, where heart failure is the leading
cause of hospitalization and accounts for 17 percent of US healthcare expenditure”.

Echo 1Q chief executive officer Dustin Haines said “with the submission process complete,
we will continue to work with our broad network of industry partners across both product
development and distribution, ahead of an expected FDA decision in the coming months”.
“The ongoing advancement of our healthcare technology suite positions the company for
another momentum driven year ahead, leveraging our proprietary technology to deliver
improved healthcare solutions, and we look forward to updating our investors on key
progress initiatives early in the new year,” Mr Haines said.

Echo IQ fell one cent or 3.6 percent to 26.5 cents with 3.8 million shares traded.

ORTHOCELL

Orthocell says it has submitted regulatory applications for the commercial distribution of its
Remplir nerve repair product in the European Union and UK.

Earlier this year, Orthocell said it had US Food and Drug Administration 510(k) clearance
for its Remplir collagen wrap for nerve repair (BD: Apr 4, 2025).

Today, the company said it had applied to the British Standards Institution (BSI) and
expected to receive Conformité Européenne and UK Conformity Assessed certifications
for distribution of Remplir by October 2026.

Orthocell managing-director Paul Anderson said the EU and UK regulatory application for
Remplir was “an important milestone in our global expansion strategy”.

“The application is underpinned by the compelling 81.1 percent treatment success rate
from our recent real world evidence study, together with previously published clinical data
and rapidly increasing surgeon use,” Mr Anderson said.

“We expect to receive clearance from the BSI in the second half of 2026 and in the
interim, we’ll be focused on advancing our go-to-market strategy to be prepared to
generate sales as soon as possible thereafter,” Mr Anderson said.

Orthocell was up two cents or two percent to $1.04.




DIMERIX

Dimerix says it has recruited and dosed all 286 adult patients in its phase Il trial of DMX-
200 for focal segmental glomerulo-sclerosis (FSGS).

In 2022, Dimerix said it had recruited the first of 286 patients in the pivotal, multi-centre,
randomized, double-blind, placebo-controlled phase Il trial of DMX-200 for FSGS kidney
disease (BD: May 31, 2022).

Today, the company said patients were randomized to receive either a 120mg capsule of
DMX-200 twice daily or placebo for a two-year treatment period, with the trial to study the
safety and efficacy of the drug on proteinuria reduction and kidney function.

Last year, Dimerix said an interim analysis of the phase Il FSGS trial showed that DMX-
200 reduced proteinuria more than placebo (BD: Mar 11, 2024).

Today, the company said the trial was open at 219 sites in 21 countries including the US,
Europe, the UK, Japan, China, Hong Kong, Taiwan, Malaysia, Australia and New Zealand.
Dimerix said its US partner Amicus Therapeutics intended to seek feedback from the US
Food and Drug Administration on the 104-week endpoints and potential submission for
accelerated approval.

Dimerix managing-director Dr Nina Webster told Biotech Daily that she hoped for the trial
results by early 2028, pending any request for accelerated approval.

Earlier this year, the company said the Princeton, New Jersey’s Amicus Therapeutics
would pay $US30 million up-front and up-to $US560 million in milestones for an exclusive
licence of DMX-200 for FSGS in the US (BD: May 1, 2025).

Today, Dr Webster said that “achieving this milestone in a rare disease setting reflects our
ability to execute efficiently in complex environments”.

“With patient data now being collected across a two-year treatment period, we are
progressing towards a number of key value-inflection points,” Dr Webster said.

“With the successful achievement of the study’s target recruitment, this positions Dimerix
and our commercial partners to continue to advance toward regulatory submission and
potential commercialization,” Dr Webster said.

Dimerix was up half a cent or 0.8 percent to 60.5 cents with two million shares traded.

CYNATA THERAPEUTICS

Cynata says it has enrolled its 65-patient, phase Il trial of CYP-001 in adults with high-risk
acute graft versus host disease (GVHD), with results “around June 2026”.

In March, Cynata said it dosed the first US patient in the phase Il trial of CYP-001 with
steroids for high-risk acute graft versus host disease (BD: Mar 5, 2024).

Today, the company said participants were enrolled at sites in Australia, the US and
Europe and received either intra-venous CYP-001 Cymerus induced pluripotent stem cell-
derived mesenchymal stem cells and steroids, or steroids and placebo.

Cynata said the trial included a 100-day primary evaluation period, which was expected to
conclude in March 2026, with a primary endpoint of overall response rate at day-28.
Cynata managing-director Dr Kilian Kelly said the company was “delighted to complete
patient enrolment in this trial, which has huge importance to Cynata, as well as to patients
afflicted with [acute] GVHD”.

“There remains a significant unmet need for safer and more effective treatments, given
that existing treatments often fail to prevent poor outcomes, as well as potentially causing
serious safety concerns,” Dr Kelly said.

“We are optimistic that the results of this trial will build on the very encouraging results we
saw in phase |,” Dr Kelly said.

Cynata was up two cents or 7.55 percent to 28.5 cents.




PRESCIENT THERAPEUTICS

Prescient says it has European Clinical Trials Information System approval to begin its
phase lla trial of PTX-100 for cutaneous T-cell lymphoma in Europe.

Earlier this year, Prescient said it dosed the first of up-to 40 patients in the phase lla trial
of PTX-100 for relapsed and refractory cutaneous T-cell ymphoma, a type of blood cancer
(BD: May 27, 2025).

Today, the company said the approval allowed it to activate trial sites and begin patient
recruitment in Italy.

Prescient chief executive officer James McDonnell said the authorization was “a
significant milestone”.

Prescient was up 0.4 cents or 4.5 percent to 9.3 cents with 8.95 million shares traded.

IMRICOR MEDICAL SYSTEMS

Imricor says it has approval for its trial of interventional cardiac magnetic resonance
(ICMR)-guided atrial flutter ablation at the University of Virginia (UVA).

Last year, Imricor said it had approval for a 91-patient trial of its cardiac ablation catheter
and irrigation pump products at the Baltimore, Maryland-based Johns Hopkins Hospital,
Switzerland’s Lausanne University Hospital and the Cardiovascular Institute of South
Paris (BD: Jan 21, Mar 8, Apr 10, 2024).

Today, the company said it had a site initiation visit at Charlottesville’s UVA Health
Medical Centre and had received institutional review board approval to open the trial.
The company said next steps included “final approval of the agreed-upon site research
contract, expected in the coming days, followed by site installation and clinical training”,
with procedures expected to begin in February 2026.

Imricor chair Steve Wedan said the speed at which UVA Health progressed from initial
introduction to clearing [institutional review board] was “outstanding, and we are very
excited to start procedures at a second US site”.

“In addition, UVA Health is just the first of several US sites which are expected to join
‘VISABL-AFL’, helping to ensure that our enrolment and [US Food and Drug
Administration] processes remain on schedule,” Mr Wedan said.

Imricor was up 6.5 cents or 4.6 percent to $1.485.

CANN GROUP

Cann says it has completed the settlement of its about $70 million loan with National
Australia Bank (NAB) through the payment of $15.3 million.

In October, Cann said it would pay $15.30 million to settle its $69.96 million outstanding
NAB loans, will borrow $9 million and raise $9 million (BD: Oct 27, 2025).

Cann was unchanged at 0.8 cents with 61.7 million shares traded.

NEUROTECH INTERNATIONAL

Neurotech has requested a trading halt “pending an announcement regarding a capital
raising”.

Trading will resume on December 17, 2025, or on an earlier announcement.
Neurotech last traded at 1.9 cents.




PATRYS

Patrys says investors will vote to approve the issue of consideration shares and rights for
its Reliis acquisition and the issue of 5,000,000 options to director Brian Leedman.

Last month, Patrys said it would acquire Perth’s Reliis Pty Ltd and its injectable quetiapine
for delirium through the issue of 110,000,000 shares and 70,000,000 performance rights,
as well as 25,000,000 shares to Reliis convertible note lenders, 56,666,666 shares to
advisors (BD: Nov 26, 2025).

Today, the company said its extraordinary general meeting would vote to issue Mr
Leedman 5,000,000 incentive options, exercisable at four cents each within three years.
The meeting will be held at Level 1, 1205 Hay Street, Perth on January 19, 2026 at 11am
(AWST).

Patrys was unchanged at 2.8 cents.

ATOMO DIAGNOSTICS

Atomo managing-director John Kelly says with Dalraida Holdings he has increased and
been diluted from 73,530,248 shares (13.11%) to 74,111,870 shares (9.15%).

The Sydney-based Mr Kelly said that he sold 1,040,000 shares on November 3, 2021 for
$286,896, or 27.6 cents a share, and on June 27, 2025 was issued 1,621,622 shares for
$30,000, or 1.85 cents a share.

Earlier this year, Atomo said it had raised $2,113,000 in a placement at 1.85 cents a share
and $1.0 million in a share purchase plan (BD: Ju 27, Jul 21, Aug 13, 2025).

Atomo fell 0.3 cents or 7.5 percent to 3.7 cents with two million shares traded.

ADALTA

The Ringwood, Victoria-based Meurs Group says its 293,480,026 share-holding in Adalta
has been diluted from 15.51 percent to 12.79 percent due to a share issue.

In October, Adalta said it had a “firm commitment” to raise $500,000 at 0.3 cents a share
in a private placement to David Pevcic, and later, said it had “firm commitments” to raise a
further $1.1 million in a placement at the same price (BD: Oct 13, 20, 2025).

Adalta was up 0.05 cents or 16.7 percent to 0.35 cents with 22.65 million shares traded.

OSTEOPORE

Advance Opportunities Fund | says it has become a substantial shareholder in Osteopore
with 16,949,152 shares, or 6.22 percent.

The Cayman Islands-based Advance said that on December 11, 2025 it bought
16,949,152 shares for $100,000, or 0.6 cents a share.

Last year, Osteopore said it expected to raise $20 million from Advance Opportunities for
a redeemable convertible note at 4.0 percent a year, issuing in four equal tranches of 20
equal sub-tranches of $250,000 each (BD: Sep 27, 2024).

At that time, the company said the note had a conversion price at 80 percent of the
average closing price on “any five consecutive business days” as selected by the
noteholder during the 45 business days immediately preceding the conversion date.
Earlier this month, Advance said it has ceased its substantial holding in Osteopore (BD:
Dec 1, 2025).

Osteopore was unchanged at 0.7 cents.




GENETIC SIGNATURES

Genetic Signatures says chief executive officer Allison Rossiter “will be leaving ... in late
February 2026 to take on a role with a global pharmaceutical company”.

Genetic Signatures said it had begun a search for a replacement chief executive officer
and will “implement interim arrangements to maintain continuity of leadership and
operations”.

The company said directors Dr Jenny Harry and Anne Lockwood would “support the
management team during this period of transition, while the company’s US-based
directors will provide support for US sales activities”.

Genetic Signatures fell three cents or 11.5 percent to 23 cents.

ANTERIS GLOBAL TECHNOLOGIES CORP

Anteris says director Stephen Denaro has resigned, effective immediately.

Anteris said Mr Denaro’s resignation “was not due to any disagreement with the company
or its management with respect to any matter relating to the company’s operations,
policies or practices”.

The company said Mr Denaro would continue as corporate secretary and as a director of
its Australian subsidiaries.

Anteris fell 26 cents or 3.45 percent to $7.27.
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