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* ASX, BIOTECH UP: CYNATA UP 8%; OPTISCAN, PROTEOMICS DOWN 9%

* MAYNE NOTICE TO TERMINATE COSETTE ACQUISITION

* IMPEDIMED: 4 MORE UNNAMED INSURERS TAKE SOZO COVER TO 90%

* QUEENSLAND UNI PARKINSON’S ANTI-INFLAMMATORY DRUG

* CARTHERICS SPINS-OUT EVINCO FOR ALZHEIMER’S NK-EVs

* ARGENICA ARG-007 STUDY ‘BACKS FDA REQUIREMENT’

* CYNATA 2nd PHASE I/l CYP-001 KIDNEY TRANSPLANT COHORT

* ISLAND FILES FDA GALIDESIVIR RESPONSE - TRIAL BY APRIL 2026

* NEURIZON MANUFACTURES 3 NUZ-001 REGISTRATION BATCHES

* PRO MEDICUS: ‘NO SENSITIVE DATA LEAKED IN BREACH’

* INHALERX TAKES $12.6m LINLITHGOW FACILITY; TOTAL $52m

* ADALTA $780k FEDERAL R&D TAX INCENTIVE REPAYS $470k LOAN

* ATOMO PLEADS ‘SCHULTZ’ TO ASX 25% PRICE QUERY

* PACIFIC EDGE APPOINTS SIMON FLOOD DIRECTOR, CHAIR ELECT

* RENERVE APPOINTS MAJA MCGUIRE, DR PAUL SAVAGE DIRECTORS

* QBIOTICS LOSES CHAIR FLADRICH, M-D DOYLE, DIRECTOR DUCHINI
MARKET REPORT
The Australian stock market was up 0.27 percent on Thursday December 4, 2025, with

the ASX200 up 23.2 points to 8,618.4 points. Nineteen of the Biotech Daily Top 40
companies were up, 15 fell and six traded unchanged.

Cynata was the best, up two cents or eight percent to 27 cents, with 538,174 shares
traded. Lumos and Medical Developments climbed more than six percent; Cyclopharm
was up 5.7 percent; Amplia, Botanix and Impedimed improved four percent or more;
Actinogen and Syntara were up more than three percent; Atomo, Resonance, SDI and
Telix rose two percent or more; Aroa, CSL, Imugene, Orthocell and Paradigm were up
more than one percent; with Mesoblast and Polynovo up by less than one percent.

Both Optiscan and Proteomics led the falls, down 8.7 percent to 10.5 cents and 42 cents,
respectively, with 87,046 shares and 914,933 shares traded, respectively. EBR lost 6.6
percent; Clarity and Curvebeam were down more than five percent; 4D Medical, Adheris
and Alcidion fell more than four percent; Avita and Nanosonics shed more than two
percent; Compumedics, Emvision, Imricor, Pro Medicus and Starpharma were down one
percent or more; with Cochlear, Neuren and Resmed down by less than one percent.



MAYNE PHARMA

Mayne says it has issued Cosette Pharmaceuticals Inc a notice of intention to terminate
the scheme implantation deed for it to be acquired by Cosette.

In February, Mayne said the Bridgewater, New Jersey-based Cosette would buy it for
$7.40 a share in cash, valuing the company at $672 million (BD: Feb 21, 2025).

At that time, the company’s share price climbed $1.79 or 33.1 percent from a previous
close of $5.41 to $7.20.

In June, the company said it had a “notice to terminate [the] scheme implantation deed”
from Cosette; and later, said it had second and third termination notices and would start
court proceedings against Cosette (BD: Jun 4, 16, Aug 6, 2025).

Last month, Federal Treasurer Dr Chalmers said he had “accepted the very clear and
unambiguous recommendation” to block Cosette from acquiring Mayne Pharma on
“national interest grounds”, noting Cosette’s intention to “seek to dispose of, or close” the
Salisbury, Adelaide manufacturing site (BD: Nov 21, 2025).

Today, Mayne said it tried “to consult in good faith” with Cosette following the Foreign
Investment Review Board (FIRB) and Treasurer decisions to block the acquisition but had
“not been able to reach any position with Cosette that might allow the scheme to proceed”.
The company said it had “issued a notice to Cosette pursuant to clause 15.1 of the
[scheme] in relation to Cosette’s material breaches of the [scheme] which Mayne Pharma
considers were wilful and intentional”.

Mayne said its notice was “issued on the basis that Cosette is in material breach of the
[scheme] as a result of Cosette’s conduct and engagement with FIRB which had the effect
of defeating the FIRB condition”.

The company said “in addition to the matters concerning FIRB approval, the notice has
been issued on the basis that Cosette is also in material breach of a number of other
provisions of the [scheme] including in relation to Cosette’s obligations to ensure it had
sufficient funds to meet its obligations ... to fund the proposed scheme”.

Mayne said it “may terminate the [scheme] if the relevant circumstances set out in the
notice ... continue to exist for five business days, being to December 10, 2025”.

The company said it had “reserved all of its rights in connection with Cosette’s material
breaches of the [scheme] and Cosette’s failure to perform its obligations”.

Mayne fell eight cents or 2.4 percent to $3.28.

IMPEDIMED

Impedimed says three unnamed US state-based insurers and one unnamed multi-state
insurer will cover Sozo bicimpedance spectroscopy testing of lymphoedema.

In October, Impedimed said “one of the largest health insurers in the US” issued positive
coverage for Sozo for lymphoedema testing (BD: Oct 2, 2025).

Today, the company said the additional insurers added 10,500,000 covered lives and
brought total reimbursed coverage for lymphoedema testing using Sozo to about 314.5
million, or 90.3 percent of total US coverage.

Impedimed managing-director Dr Parmjot Bains said “more than ever, having a fully
reimbursed product is necessary and decisions from major insurance companies to
recognize the medical necessity of using bioimpedance spectroscopy for lymphoedema
assessment is pivotal to enhance ... [Sozo’s] commercial feasibility”.

“This is a tough year for US healthcare systems with an estimated 8.5 percent healthcare
cost inflation and policy changes which McKinsey estimates which could cause margin
pressures of two to 13 percentage points for health systems,” Dr Bains said.

Impedimed was up 0.15 cents or 4.2 percent to 3.7 cents with 3.5 million shares traded.



THE UNIVERSITY OF QUEENSLAND

The University of Queensland says an anti-inflammatory drug for Parkinson’s disease
“blocked inflammation in the brain and helped improved motor function” in mice.

The University said that a live brain imaging study showed brain inflammation caused by
Parkinson's disease, and how the anti-inflammatory drug reduced inflammation.

The University said the drug was developed by Inflazome, a spin-out company founded
with Ireland’s Trinity College Dublin.

The University of Queensland said Inflazome was established in 2016 through its
commercialization company Uniquest and was later acquired by Roche for $617 million in
up-front cash.

The University said the research, titled ‘PET-MRI biomarkers reveal efficacy of a novel
NLRP3 inhibitor in Parkinson’s disease models’, was published in Brain, with an abstract
available at: https://bit.ly/3XBgGKL.

The University of Queensland said the study showed “the promise of the treatment, and
the imaging strategy could accelerate drug discovery for other inflammatory brain
diseases”.

The University said the research was supported by the Federal Government’s National
Health and Medical Research Council, Inflazome, the Michael J Fox Foundation and
Shake it Up Australia Foundation.

University of Queensland researcher and lead study author Dr Eduardo Albornoz
Balmaceda said the “study showed this drug, which targets part of the immune system
called ‘inflammasomes’, reduced brain inflammation and prevented the disease from
killing more neurons, therefore stopping its progression”.

“What’s most exciting is we could actually see these changes happening in the living brain
using advanced simultaneous positron emission tomography and magnetic resonance
imaging,” Dr Albornoz said. “This imaging approach gives us a safe and powerful tool to
track target engagement and disease progression, which is essential for designing future
human clinical trials.”

EVINCO THERAPEUTICS, CARTHERICS PTY LTD

Evinco says it hopes to raise $2 million for extra-cellular vesicles (EVs) of natural killer
(NK) cells to treat Alzheimer’s disease and other neuro-inflammatory conditions.
Melbourne’s Evinco said it was a spin-out and fully-owned subsidiary of Cartherics and
was led by chief executive officer and executive chair Prof Alan Trounson.

The company said it would develop immune-based therapies for neurological disorders,
while Cartherics focused on its development programs in cancer and endometriosis.

An Evinco spokesperson told Biotech Daily the company hoped to raise $2 million to fund
proof-of-concept studies of the use of EVs of NK cells as a novel treatment approach for
Alzheimer’s disease and other neurological conditions.

The company said its NK-EVs were “being designed for intra-nasal delivery, providing a
novel and simple method for transporting therapeutics directly into the affected area of the
brain”.

Prof Trounson said “serendipity has opened the incredible potential benefit of autologous
NK cell therapy for Alzheimer’s disease”.

“We have shown that minuscule EVs extracted from NK cells have extraordinary effects
on microglia, the immune cells of the brain, in removing aggregated amyloid protein,” Prof
Trounson said.

Evinco is a private company.

Cartherics is a private company.



https://bit.ly/3XBqGKL

ARGENICA THERAPEUTICS

Argenica says a drug-to-drug interaction study shows ARG-007 does “not inhibit the clot-
dissolving effect of [tenecteplase]’, a requirement for lifting a US FDA clinical hold.
Earlier this year, Argenica said its US Food and Drug Administration investigational new
drug application of ARG-007 for acute ischaemic stroke had been put on “clinical hold”;
and later, said the FDA required additional dose safety data and three in-vitro studies to lift
the clinical hold (BD: Jun 10, Aug 14, 2025).

Today, the company said the drug-to-drug interaction study was completed in response to
the FDA as one of the additional studies required to lift the clinical hold on its
investigational new drug application for acute ischaemic stroke.

Argenica said the study was designed to determine whether ARG-007 interfered with the
clot-dissolving activity of tenecteplase, a genetically modified version of alteplase and a
recombinant tissue plasminogen activator that was recently approved by the FDA for the
treatment of acute ischaemic stroke.

The company said in all four donors at all eight concentrations tested, ARG-007 did not
inhibit the clot-dissolving effect of Tenecteplase, with the concentrations tested including
low doses and high doses to cover all clinical trial doses tested.

Argenica said it was generating data on the ARG-007 maximum tolerated dose in rats to
help inform the safety margin for human dosing, and collating safety data from the
completed phase Il trial to ensure the FDA has the relevant data to lift the clinical hold.
The company said it continued “preparatory activities for its next planned clinical study of
ARG-007, ensuring that operational, regulatory, and manufacturing readiness is in place
to enable rapid progression once the ... hold is lifted”.

Argenica was up five cents or 22.7 percent to 27 cents with 1.3 million shares traded.

CYNATA THERAPEUTICS

Cynata says it has safety monitoring board approval to dose the second three-patient
cohort in its up-to 16-patient, phase I/ll trial of CYP-001 for kidney transplant rejection.
Last year, Cynata said it had dosed the first patient in its 16-patient, phase /Il trial of CYP-
001 Cymerus induced pluripotent stem cells-derived mesenchymal stem cells with
standard-of-care for kidney transplant rejection (BD: Dec 12, 2024).

Today, the company said the first cohort of patients in the trial received a single intra-
venous infusion of CYP-001, or mesenchymal stem cell product approximately six weeks
after receiving a kidney transplant, in addition to standard treatment.

Cynata said there were “no episodes of kidney transplant rejection in this cohort [and] no
safety concerns have been identified”, no serious adverse events related to CYP-001
were reported and no donor-specific anti-bodies were detected.

The company said it would progress the three-patient, second cohort of the trial who
would be dosed with two infusions of CYP-001 in addition to standard treatment.

Cynata chief medical officer Dr Jolanta Airey said the company was “pleased ... that CYP-
001 has been safe and well-tolerated in this first cohort of kidney transplant patients”.
“The successful outcome of this first cohort represents the first step in our clinical
development program of CYP-001 in kidney transplant recipients,” Dr Airey said.

“The ultimate aim of this program is to establish CYP-001 treatment as a safe and
efficacious alternative to the drugs currently used to prevent rejection of transplanted
organs,” Dr Airey said. “While these established drugs are quite effective in preventing
rejection, they are associated with significant toxicity, including increased risk of serious
infections, cancer, diabetes, and kidney damage.”

Cynata was up two cents or eight percent to 27 cents.




ISLAND PHARMACEUTICALS

Island says it has responded to US Food and Drug Administration guidance on the
development of galidesivir, with a trial in Marburg virus disease to begin by April 2026.

In July, Island said that it had completed its up-to $US2.5 million ($A3.8 million)
acquisition of the Durham, North Carolina-based Biocryst Pharmaceuticals’ galidesivir
anti-viral program (BD: Jul 31, 2025).

Last month, Island said the FDA confirmed the animal rule pathway was appropriate for
the development of galidesivir for Marburg virus disease (BD: Nov 17, 2025).

Previously, Island said the FDA'’s animal rule allowed for a drug approval based on animal
data when human trials were unethical or not feasible, provided safety was shown in
humans and the disease was well-modelled in animals.

Today, the company said its submission included written responses and requests for
clarifications and was “an important step in [its] ongoing and comprehensive engagement
with the FDA to optimize its development program design in accordance with the highest
standards of safety and quality control”.

Island said it expected a response from the FDA by January 2, 2026 and would
incorporate the additional guidance into its study design, with a trial of galidesivir for
Marburg virus disease expected to begin by April 2026.

Island managing-director Dr David Foster said the company was “pleased to complete
these questions and clarifications and submit them to FDA”.

“This marks the next step in our comprehensive regulatory engagement strategy and is
based on the detailed advice on program design already provided by the FDA,” Dr Foster
said.

“We look forward to working closely with the FDA to finalize the development program
design as we pursue a direct pathway to market for the galidesivir program,” Dr Foster
said.

Island was up 3.5 cents or 6.9 percent to 54.5 cents with 1.1 million shares traded.

NEURIZON THERAPEUTICS (FORMERLY PHARMAUST)

Neurizon says it has manufactured three good manufacturing practice registration batches
of NUZ-001, or monepantel tablets, for use in its pivotal clinical trials.

Neurizon said production of the registration batches allowed it to pursue a rolling review of
its new drug application for NUZ-001 and allow the US Food and Drug Administration to
review its chemistry, manufacturing and controls.

The company said the manufactured registration batchers were produced at a minimum
one to 10 scale of the intended commercial production, with all manufacturing conducted
using processes and equipment representative of full-scale commercial manufacturing, in
alignment with FDA regulatory expectations.

Neurizon said manufacturing allowed it to begin the next phase of NUZ-001’s clinical
development, including the ‘Healey’ ALS platform trial, which was on track to begin
enrolment by April 2026.

Last year, the then Pharmaust said Massachusetts General Hospital had accepted the
then monepantel, now NUZ-001, into its phase Il/lll ‘Healey’ amyotrophic lateral sclerosis
(ALS), or motor neuron disease (MND) platform trial (BD: Jul 15, 2024).

Neurizon managing-director Dr Michael Thurn said completion of the NUZ-001 registration
batch manufacturing was “a significant milestone in our journey towards FDA and other
regulatory submissions, while also showcasing Neurizon’s operational and regulatory
readiness”.

Neurizon was unchanged at 10.5 cents.




PRO MEDICUS

Pro Medicus says it “does not believe any material or commercially sensitive information
was accessed” following a data breach of to its Visage Imaging software.

Pro Medicus said it had investigated the unauthorized access of a single email inbox by
an unknown third party in July 2025 and had engaged external cybersecurity experts, with
an analysis of the unauthorized access confirming “it was isolated and confined to a single
mailbox, with no access to any client systems or patient data”.

The company said the analysis found that personally identifiable information for about 100
current and former Pro Medicus employees could potentially have been accessed, and it
had notified these people.

Pro Medicus said it did not incur any financial loss or operational impact.

Pro Medicus fell $2.50 or one percent to $251.83 with 190,147 shares traded.

INHALERX

Inhalerx says it has taken an up-to $12.6 million loan facility with the Linlithgow Family
Office, for phase I/ll trials of its SRX-25 for depression.

Last year, Inhalerx, which had a market capitalization of $6 million at September 30, 2024,
said it would borrow up to $38,475,110 from the Berwick, Victoria-based Clendon Biotech
Capital at 15 percent per annum interest and 38,449,145 options, secured “over all of its
assets and undertaking” (BD: Oct 18, 2024).

Last week, the company said it would develop its oral SRX-25 Esketamine for depression
with the Linlithgow Family Office to provide funding of about $12.6 million for the
manufacturing, non-clinical work and clinical trial costs associated with the development of
SRX-25 (BD: Nov 26, 2025).

Today, Inhalerx said the Linlithgow Family Office facility had “no call for repayment of the
loan until the trials finish”.

The company said it had three separate facilities which attached to each of its three drug
development programs, allowing for the draw-down of funding as eligible expenditure was
incurred.

Inhalerx said it would issue a further 11,900,000 options to Linlithgow Family Office, which
when exercised, would equal about 20 percent of the shares on issue.

The company said the options were exercisable at a 10 percent discount to the 90-day
volume weighted average price at the time of exercise and that the funds raised from their
exercise would be “sufficient to fund the repayment of the loan facility”, subject to its share
price.

Inhalerx was up 0.1 cents or 3.85 percent to 2.7 cents.

ADALTA

Adalta says it has received $780,000 from the Australian Taxation Office under the
Federal Government’s Research and Development Tax Incentive program.

Adalta said the incentive related to research and development expenditure for the year to
June 30, 2025, with the funds to be used to repay an outstanding $470,000 loan from
Radium Capital.

Earlier this year, the company said it had a loan of $424,600 from Melbourne’s Radium
Capital at 15.0 percent monthly interest against its expected Federal Research and
Development Tax Incentive (BD: Mar 5, 2025).

Adalta was up 0.05 cents or 16.7 percent to 0.35 cents with 2.8 million shares traded.



ATOMO DIAGNOSTICS

Atomo has told the ASX that it is not aware of any information it has not announced which,
if known, could explain the recent trading in its securities.

The ASX said the company’s share price rose 25 percent yesterday from a low of 2.8
cents to a high of 3.5 cents and noted a significant increase in the number of shares
traded.

Atomo was up 0.1 cents or 2.9 percent to 3.5 cents with 4.1 million shares traded.

PACIFIC EDGE

Pacific Edge says it has appointed Simon Flood as a director, effective from today, and Mr
Flood will replace Chris Gallaher as chair on December 18, 2025.

Pacific Edge said Mr Flood had worked for Mercury Asset Management, Axa Investment
Management, Lion Global Investors and Merrill Lynch Investment Managers, had been an
executive director of Imprimatur Capital and was chair of Queenstown Airport.

Earlier this year, the company said although Mr Gallaher was due to retire board by
rotation he had “accepted an invitation by the company’s directors to seek re-election” to
the board at its annual shareholder meeting (BD: Jun 16, 2025).

Pacific Edge was up 1.5 cents or 11.5 percent to 14.5 cents.

RENERVE

Renerve says it has appointed Maja McGuire and Dr Paul Savage as non-executive
directors, with Ms McGuire appointed interim chair, effective immediately.

Last year, Renerve said it raised $7 million in an initial public offer to list on the ASX to
commercialize its nerve repair products (BD: Nov 26, 2024).

Last month, the company said that investors at its annual general meeting had voted up-to
35.04 percent against the re-election of chair Stephen Cooper as a director

(BD: Nov 27, 2025).

At that time, Renerve said Mr Cooper and director Dr Michael Panaccio would “step down
from the board” and it would proceed with a board renewal program.

Today, the company said Mr Cooper and Dr Panaccio had resigned, effective
immediately, as part of the board renewal process.

Renerve said Ms McGuire had been general counsel and company secretary at Anteris
and Alexium International Group, had worked at Clayton Utz and Canadian Bankers
Association and was chair of Techgen Metals as well as a director of LTR Pharma, Kuniko
and Indiana Resources.

The company said Ms McGuire held a Bachelor of Commerce and Bachelor of Laws from
Perth’s University of Western Australia.

Renerve said Dr Savage had been Commonwealth Scientific and Industry Research
Organisation deputy director of manufacturing research.

According to his Linkedin profile, Dr Savage held a Bachelor of Science and a Doctor of
Philosophy from Brisbane’s University of Queensland and a Master of Business
Administration from Melbourne’s La Trobe University.

The company said it would “assess the most appropriate chair moving forward and
expects to formalize this shortly”.

Renerve was up half a cent or five percent to 10.5 cents with 1.1 million shares traded.



QBIOTICS

Qbiotics says chair Mark Fladrich, managing-director Stephen Doyle and director Sergio
Duchini resigned, effective from December 3, 2025 (BD: Nov 10, 25, 2025).

Qbiotics said that the resignations followed the annual general meeting on November 25,
2025, “where it became clear that the outgoing directors hold differing views on the
company’s strategic direction from those of the founders” Dr Victoria Gordon and her
husband Dr Paul Redell.

The company said that the annual general meeting “voted to preserve the founders’
continued board representation, contrary to the recommendations of the outgoing
directors, reflecting majority support for the founders’ strategic direction”.

“In light of this outcome, and given that the changes they had been advocating did not
have unequivocal support, the outgoing directors concluded they could no longer continue
in their roles,” Qbiotics said.

The company said it thanked the three “for their contributions”.

Qbiotics said it had begun “the process of establishing new board and executive
arrangements”.

Qbiotics is a public unlisted company.
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