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* ASX, BIOTECH DOWN: IMUGENE UP 10%; ATOMO DOWN 14%

* 4D MEDICAL TAKES CYCLOPHARM TO COURT FOR $24m

* BRANDON CUREATOR $33m FOR 15 BIOTECHS

* PRO MEDICUS $10m HEIDELBERG UNI VISAGE DEAL

* PAINCHEK WINS FDA DE-NOVO APPROVAL

* NEUROTECH FDA NTI164 RETT RARE PAEDIATRIC DISEASE STATUS
* IMMURON FILES FDA IMM-529 CLOSTRIDIOIDES DIFFICILE IND

* DIMERIX ‘PARASOL’ CONFIRMS PHASE Ill DMX-200 FSGS ENDPOINTS
* INVION REQUESTS ‘CAPITAL RAISING’ TRADING HALT

* TRIVARX: ‘MEB-001 STRONG SENSITIVITY FOR DEPRESSION’

* SOMNOMED 4.7m BOARD OPTIONS AGM

* NYRADA 10.2m BOARD OPTIONS AGM

* NEURIZON LISTS ON US OTCQB

* PERENNIAL REDUCES TO 11.75% OF MICRO-X

* NYRADA CEO JAMES BONNER TO M-D, LOSES DIRECTOR DR GISELA MAUTNER
* STEFAN ROSS REPLACES MEMPHASYS CO SEC ANDREW METCALFE

MARKET REPORT

The Australian stock market fell 0.1 percent on Wednesday October 8, 2025, with the
ASX200 down 9.2 points to 8,947.6 points. Fifteen of the Biotech Daily Top 40 were up,
21 fell, three traded unchanged and one was untraded. All four Big Caps were up.

Imugene was the best for the second day in a row, up four cents or 9.9 percent to 44.5
cents, with 10.0 million shares traded; followed by Mesoblast, up 25 cents or 9.4 percent
to $2.92, with 16.7 million shares traded. Dimerix climbed 7.6 percent; Amplia and Medical
Developments improved more than six percent; Clarity, EBR and Resonance rose more
than four percent; Actinogen was up 3.2 percent; Nanosonics and Paradigm rose two
percent or more; Cochlear, Immutep, Resmed and Telix were up one percent or more;
with CSL, Emvision, Polynovo and Pro Medicus by up less than one percent.

Atomo led the falls, down 0.4 cents or 13.8 percent to 2.5 cents, with 3.5 million shares
traded. Cyclopharm lost 9.5 percent; Proteomics was down 8.4 percent; Micro-X shed 6.7
percent; Syntara was down 5.9 percent; Clinuvel, Compumedics and Impedimed fell more
than four percent; Botanix, Imricor and Optiscan were down more than three percent; 4D
Medical, Alcidion, Aroa, Cynata, Genetic Signatures and Orthocell shed two percent or
more; Neuren and Starpharma were down more than one percent; with Avita and SDI
down by less than one percent.



4D MEDICAL, CYCLOPHARM

Cyclopharm says it has been served with legal proceedings by 4D Medical relating to
comments at a webinar on March 19, 2025.

The Supreme Court of Victoria writ ‘statement of claim’ alleges that Cyclopharm
managing-director James McBrayer said that “4D Medical has made statements that
contravene the Australian Consumer Law, Corporations Act and advertising provisions of
the Therapeutic Goods Act and Therapeutic Goods Advertising Code, and that
[Cyclopharm] has sent a cease-and-desist letter to 4D Medical and reported the matter to
the [Australian Therapeutic Goods Administration]”.

Cyclopharm said it “considers the claim lacks merit”.

The Supreme Court of Victoria ‘statement of claim’ alleges that on March 19, 2025,
Cyclopharm attempted to make an announcement to the ASX about 4D Medical but was
refused permission to post the article.

The Supreme Court writ alleges that following Mr McBrayer’s comments on March 19,
2025, the 4D Medical share price fell from 38 cents a share to 25 cents and later 24 cents.
4D Medical managing-director Prof Andreas Fouras told Biotech Daily today that the $24
million was derived from the amount the 4D Medical share price fell in relation to a loan
from Pro Medicus.

After the market closed on July 31, 2025, 4D Medical said it had a $10 million “hybrid debt
and equity loan” from Pro Medicus at 12.5 percent annual interest and repayable in two
years ... in cash equal to the higher of $12.5 million, or $10 million times the 10-day
volume weighted average price at maturity divided by the 10-day volume weighted
average price at execution, capped at $20 million, as well as shares valued at the same
amount as the cash repayment (BD: Aug 1, 2025).

Prof Fouras said he had spoken with a number of investors who said they were “deeply
concerned with what Mr McBrayer had said and then sold shares”.

Prof Fouras said that the US pulmonary embolism imaging market was worth about $US1
billion a year with about one million procedures.

Prof Fouras said the 4D Medical computed tomography ventilation perfusion (CT VQ)
system was currently reimbursed at $US650 per procedure and eventually would replace
all nuclear medicine procedures.

Mr McBrayer told Biotech Daily: “We’re disappointed that it came to this.”

In an update on March 18, Cyclopharm said there were four million pulmonary embolism
procedures every year in the US and 15 percent provided a $US90 million addressable
market, with its initial target for Technegas imaging 480,000 patient procedures, and the
company’s target was a 30 percent share or $US180 million a year.

4D Medical fell five cents or 2.2 percent to $2.21 with 5.4 million shares traded.
Cyclopharm fell 7.5 cents or 9.5 percent to 71.5 cents.

BRANDON CAPITAL

Brandon Capital says the Federal Government has provided its Cureator $33 million to
provide between $1 million and $5 million to up-to 15 biotechnology companies.

Brandon Capital said the funds from the Federal Government’s $20 billion Medical
Research Future Fund would be provided to up-to 15 companies showing “exceptional
therapeutic and commercial potential across the preclinical and clinical stages”, in
partnership with the Commonwealth Scientific and Industrial Research Organisation.
Brandon managing-director Dr Chris Nave said in four years Cureator and Cureator+ had
deployed more than $58 million in Government funds to 57 start-ups, “unlocking more
than $100 million in follow-on investment and enabling 17 Australian clinical trials”.




PRO MEDICUS

Pro Medicus says it has a $10 million deal for its Visage imaging platform with Germany’s
University Hospital Heidelberg and the German Cancer Research Institute.

Pro Medicus said under the five-year agreement it would replace and consolidate three
legacy picture archiving communication systems (PACS) with its Visage 7 Enterprise
imaging platform for improving “workflows and provide clinicians with the tools they need
to interpret even the most complex imaging studies with confidence and precision”.

The company said the University Hospital was “one of Germany’s largest and most
renowned” academic medical centres, with 2,600 beds and 14,000 staff.

Pro Medicus said the Heidelberg-based German Cancer Research Institute was the
country’s “largest biomedical research institution, with over 3,400 employees from more
than 90 nations, comprising approximately 1,490 scientists”.

The company said Visage 7 allowed “researchers to integrate imaging into clinical trials
and translational studies at unprecedented speed and scale, while providing the
foundation to bring new discoveries into clinical practice”.

Pro Medicus subsidiary Visage Imaging chief technology officer Dr Malte Westerhoff said
Visage 7 was “uniquely positioned to deliver both the diagnostic performance and the
research capabilities required by leading academic medical centres”.

Pro Medicus was up $2.09 or 0.7 percent to $300.29 with 108,992 shares traded.

PAINCHEK

Painchek says it has US Food and Drug Administration de-novo approval for its adult
facial pain assessment and monitoring application for smartphones and tablets.

Last year, Painchek said it applied for FDA de-novo status for the adult pain monitoring
application; and later, said the FDA required further data which was completed in July,
when it filed the final FDA submission (BD: Nov 20, 2024; Jun 5, Jul 21, 2025).

Today, Painchek said the FDA had established “a new product code ‘SGB’, formally
recognizing Painchek as a unique, first-of-its-kind medical device for pain assessment”.
The company said its pain monitoring application was “the first and only regulated medical
device available to assess pain in people who cannot reliably verbalize within the US
nursing home and long-term care market”.

Painchek managing-director Philip Daffas said de-novo clearance was “a transformative
achievement for Painchek, uniquely positioning us to enhance pain assessment and
management in the world’s largest healthcare market”.

“It validates our innovative technology and provides the foundation for accelerated US
market growth, building off our established success in Australia and the momentum we’ve
recently achieved in the UK,” Mr Daffas said.

Painchek was up 0.3 cents or 3.75 percent to 8.3 cents with 60.8 million shares traded.

NEUROTECH INTERNATIONAL

Neurotech says it has US Food and Drug Administration rare pediatric disease
designation for its marijuana-based NTI164 for the treatment of Rett syndrome.
Neurotech said the designation recognized “promising therapies being developed for
conditions that affect fewer than 200,000 people in the US” and it previously received
orphan drug designation for NT1164 for Rett syndrome.

Neurotech managing-director Dr Anthony Filippis said the status was “another major
milestone for NTI164 and underscores its therapeutic potential for Rett syndrome”.
Neurotech was up 0.1 cents or 5.3 percent to two cents with 34.7 million shares traded.




IMMURON

Immuron says it has filed a US Food and Drug Administration investigational new drug
application for a phase Il trial of oral IMM-529 for Clostridioides difficile infection.
Immuron said that Clostridioides difficile was “the most common pathogen in healthcare-
associated infections and was deemed an urgent threat in the Center for Disease Control
and Prevention’s report on antibiotic resistant threats in the US”.

Immuron said Clostridioides difficile infection (CDI) affected more than 400,000 people in
the US annually and led to more than 30,000 deaths in the US each year.

The company said IMM-529 was “an adjunctive therapy in combination with standard-of-
care antibiotics for the treatment of CDI and prevention of recurrent CDI”.

Immuron said its phase |l trial was expected to begin by July 2026 and enrol first episode
and recurrent CDI patients.

The company said IMM-529 had “yielded promising results in pre-clinical infection and
relapse models, including prevention of primary disease (p = 0.0052), protection of
disease recurrence (p < 0.01) and treatment of primary disease (p < 0.0001).

Immuron said to its knowledge, IMM-529 was “to date, the only investigational drug that
has shown therapeutic potential in all three phases of the disease”.

The company said a pre-clinical study, titled ‘Bovine antibodies targeting primary and
recurrent Clostridium difficile disease are a potent antibiotic alternative’ was published in
Scientific Reports, with the full article available at: http://bit.ly/46TpaaX.

Immuron was up 0.4 cents or 4.65 percent to nine cents.

DIMERIX

Dimerix says its ‘Parasol’ study shows that proteinuria change and responder analysis are
appropriate primary endpoints for its phase lll trial of DMX-200 for FSGS.

Last year, Dimerix said an interim analysis of 72-patients from its 286-patient, phase |l
focal segmental glomerulo-sclerosis (FSGS) trial showed that DMX-200 reduced
proteinuria more than placebo (BD: Mar 11, 2024).

Later, the company said following a workshop, titled ‘Proteinuria and GFR as Clinical Trial
Endpoints in Focal Segmental Glomerulosclerosis’, or ‘Parasol’, and subject to US Food
and Drug Administration confirmation, a reduction in proteinuria might become a validated
endpoint for FDA approval (BD: Oct 28, 2024).

Earlier this year, Dimerix said the FDA had confirmed proteinuria as an appropriate
endpoint for full marketing approval of DMX-200 for FSGS; and later, said it randomized
200 patients in the phase lll trial (BD: Apr 28, Jun 13, 2025).

Today, the company said final data analysis from the ‘Parasol’ collaboration was
“generally consistent with the broader analysis of all FSGS patient data”, but that the data
was “‘commercial-in-confidence”.

Dimerix said US partner Amicus Therapeutics would seek feedback from the FDA on the
findings “in the coming months” prior to completing a blinded analysis of the ‘Action3’ data,
to align on 104-week endpoints, as well as any potential accelerated approval submission.
Dimerix was up four cents or 7.6 percent to 56.5 cents with 8.15 million shares traded.

INVION

Invion has requested a trading halt “pending an announcement by the company to the
market in relation to a capital raising”.

Trading will resume on October 10, 2025, or on an earlier announcement.

Invion last traded at 10 cents.


http://bit.ly/46TpaaX

TRIVARX (FORMERLY MEDIBIO)

Trivarx says its MEB-001 and single-channel ECG show 88 percent and 94 percent
sensitivity and 73 percent and 64 percent specificity, respectively, for depression.

Earlier this year, Trivarx said it had recruited 30 US veterans in a trial of its MEB-001
electro-cardiography (ECG) sleep scoring algorithm for depression, conducted with the
Greater Los Angeles Research and Education Foundation (Glavref) and US Veterans
Affairs (VA) Greater Los Angeles Healthcare System (BD: Aug 25, 2025).

Today, the company said the trial aimed to assess the sleep scoring accuracy of its single-
channel ECG algorithm, “comparing it to gold standard human-rated polysomnography
and evaluated the algorithm’s [current major depressive episode] determination against
the clinical gold standard of using the Mini International Neuro-psychiatric Interview
administrated by a health professional’.

Trivarx said the interim analysis included 27 of the 30 participants enrolled in the Veterans
Affairs study, with “both the company’s MEB-001 and singe-channel algorithms
demonstrated strong sensitivity compared to clinician diagnosis”.

The company did not disclose the sensitivity and specificity of human-rate
polysomnography or the neuro-psychiatric interview by a health progressional.

Trivarx said three participants were not included “due to insufficient data capture”.

The company said the results were “also consistent with previous testing across 295
independent data subsets from the company’s phase Il trial”.

Trivarx said it had recruited 51 patients in the trial, with final analysis to be undertaken of
all 60 patients “in the coming weeks”.

Separately, the ASX said a trading halt “was invertedly lifted by ASX at approximately
9:59am (AEDT)” today, and the company had been returned to a trading halt pending a
further capital raising announcement (BD: Oct 7, 2025).

Trivarx was up 0.1 cents or 9.1 percent to 1.2 cents.

SOMNOMED

Somnomed says its annual general meeting will vote to issue 3,400,000 options to its joint
chief executive officers and 1,300,000 options to its chair and directors.

Somnomed said shareholders would vote to issue chair Guy Russo 600,000 options,
director Andrew Price 300,000 options and directors Michael Gordon and Benjamin Gisz
200,000 options, each, as well as 1,700,000 options, each, to joint chief executive officers
and executive directors Amrita Blickstead and Karen Borg.

The company said the options to its chair and directors Mr Gordon and Mr Gisz were
exercisable at $1.00 each within four years of the vesting date and were in addition to Mr
Russo’s $100,000 yearly pay and Mr Gordon and Mr Gisz’s $50,000 annual fees.
Somnomed said the options issued to Mr Price were exercisable at 69 cents each within
four years of the vesting date.

The company said 1,000,000 of the options issued to Ms Blickstead and Ms Borg would
be exercisable at 65 cents each within two years, with 700,000 exercisable at 70 cents
each within two years of the grant date.

Somnomed said Ms Blickstead and Ms Borg’s options were in addition to their $550,000
annual salaries, including superannuation.

The company said investors would vote to adopt the remuneration report and elect Mr
Price and Mr Gordon as directors.

The meeting will be held at Level 1, 111 Harrington Street, Sydney on November 27, 2025
at 1.30pm (AEDT).

Somnomed was unchanged at 84 cents.




NYRADA

Nyrada says its annual general meeting will vote to issue 10,200,000 options to chair John
Moore and directors Chris Cox, Dr lan Dixon, Marcus Frampton and Ruediger Weseloh.
Nyrada said shareholders would vote to issue 3,600,000 options to Mr Moore, 1,800,000
options, each, to Mr Cox, Mr Frampton and Mr Weseloh as well as 1,200,000 options to
Dr Dixon, exercisable at the 10-day volume weighted average price prior to the grant date
within three years from the vesting date.

The company said the options were in addition to Mr Moore’s $203,9115 annual
remuneration, Mr Cox’s $86,272 yearly pay, Dr Dixon’s $92,129 annual salary, Mr
Frampton’s $86,272 yearly fees and Mr Weseloh’s $78,429 annual pay.

Nyrada said the incentive securities were valued at a total $2,096,003.

The company said investors would vote to elect Mr Moore, Mr Cox, Dr Dixon, Mr
Frampton, Dr Weseloh and Mr Bonnar as directors, ratify the prior issue of placement
Chess depository interests (CDlIs), broker options and placement CDIs to directors,
approve the 10 percent placement capacity and approve its equity incentive plan.

The meeting will be held online and at Automic Group, Level 5, 126 Phillip Street, Sydney
on November 12, 2025 at 10am (AEDT).

Nyrada was unchanged at 29.5 cents.

NEURIZON THERAPEUTICS (FORMERLY PHARMAUST)

Neurizon says it has listed on the US over-the-counter quality B (OTCQB) exchange
under the ticker code ‘NUZTF’, from today.

Neurizon said that OTCQB trading expanded its “presence in the world’s largest
healthcare and capital markets at a critical time in its growth trajectory and is expected to
provide greater transparency and liquidity to its primary listing on the ASX”.

Neurizon was up one cent or 7.1 percent to 15 cents with 2.15 million shares traded.

MICRO-X

Perennial Value Management Ltd says it has reduced its substantial shareholding in
Micro-X from 86,540,365 shares (12.90%) to 78,495,806 shares (11.75%).

The Sydney-based Perennial said that it bought and sold shares in more than 120
transactions between March 12 and October 3, 2025, with the single largest sale
2,864,305 shares on March 21 for $176,155, or 6.15 cents a share.

Micro-X fell 0.7 cents or 6.7 percent to 9.8 cents with two million shares traded.

NYRADA

Nyrada says chief executive officer James Bonnar has been promoted to managing-
director, with director Dr Gisela Mautner to step down at its annual general meeting.
Nyrada said Dr Mautner would not stand for re-election at the upcoming annual general
meeting on November 12, 2025 and would remain available as a consultant for the
conclusion of her term as a non-executive director (see above).

The company said Mr Bonnar had been appointed as managing-director, effective from
today, and would stand for election at the annual general meeting.

Nyrada said Mr Bonnar’s base annual remuneration, from July 1, 2025, had been
reviewed and revised to $383,574, inclusive of superannuation.

According to its 2024-'25 annual report, Mr Bonnar’s previous yearly pay was $301,238
plus $30,000 superannuation.



MEMPHASYS

Memphasys says Stefan Ross will replace Andrew Metcalfe as its company secretary,
effective from today.

Memphasys said Mr Metcalfe would conclude his role as company secretary at the end of
this month “to assist with an orderly transition of services”.

The company said Mr Ross was Vistra Australia company secretarial team senior
manager and had more than 17 years of governance, compliance and advisory services
experience for ASX-listed companies.

Memphasys was up 0.05 cents or 12.5 percent to 0.45 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/

