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MARKET REPORT
The Australian stock market fell 1.36 percent on Friday November 14, 2025, with the

ASX200 down 118.9 points to 8,634.5 points. Eleven of the Biotech Daily Top 40
companies were up, 23 fell and six traded unchanged. All four Big Caps were down.

Atomo was the best, up 0.2 cents or 7.4 percent to 2.9 cents, with 2.7 million shares
traded. Actinogen climbed 6.1 percent; Immutep and Impedimed improved more than five
percent; Botanix and Medadvisor were up four percent or more; Curvebeam, Cyclopharm,
Neuren and Starpharma rose more than one percent; with Clinuvel up by 0.3 percent.

Optiscan led the falls, down one cent or 8.0 percent to 11.5 cents, with 333,042 shares
traded. Alcidion and Paradigm lost more than six percent; Aroa, Orthocell and Telix fell
five percent or more; Clarity, Compumedics, Medical Developments and Micro-X fell more
than four percent; Dimerix, Genetic Signatures, Imricor, Imugene, Mesoblast and Nova
Eye were down three percent or more; 4D Medical, Cynata, Polynovo, Prescient and Pro
Medicus shed two percent or more; Avita, EBR and Nanosonics were down more than
one percent; with Cochlear, CSL and Resmed down by less than one percent.



DR BOREHAM'S CRUCIBLE: LUMOS DIAGNOSTICS

By TIM BOREHAM

ASX code: LDX

Share price: 20 cents; Shares on issue: 787,181,292; Market cap: $157.4 million
Chief executive officer: Doug Ward

Board: Sam Lanyon (chair), Mr Ward, Bronwyn Le Grice, Lawrence Mehren, Catherine
Robson

Financials (September quarter 2025): customer receipts $US5.3 million ($A8.2 million;
up 356% on prior period), $US1.8 million cash flow positive, cash balance $US4.5 million
(plus $US3.3 million untapped loan facility)

Identifiable major holders: Tenmile Ventures 19.9%, Ryder Capital 17%, Planet
Innovation 3%

Potentially any day now, the US Food and Drug Administration (FDA) will rule on a
request which - if granted - will boost Lumos’s US addressable market by a factor of 15.

The submission pertains to a CLIA waiver request for the Lumos Febridx, a lateral flow
test that distinguishes between a viral or bacterial respiratory infection in minutes.

CLIA stands for Clinical Laboratory Improvements Amendment - a set of US Federal
standards to ensure the quality and accuracy of all laboratory testing performed in the US.

The idea of a waiver is that simple tests with insignificant risk can be used by any staff in a
medical setting, such as nurses and receptionists. Other examples of CLIA-waived assays
are blood glucose, urine pregnancy and bowel cancer poo tests.

In October 2023, the FDA approved the Febridx test, having rejected the company’s
application in 2022 under the 510(k) pathway, deeming Febridx not substantially
equivalent to the predicate device.

The FDA clearance only relates to ‘moderate to complex’ uses by a trained clinician,
which account for about five percent of the market.

Lumos chair Sam Lanyon told month’s AGM that approval would expand the company’s
US addressable market to more than $US1 billion (80 million patients) a year.

CLIA-waived tests need to be intuitive to use, with a low risk for errors if the user follows
simple instructions.

“You don'’t get a lot of CLIA-waived products because it is a high bar,” says Lumos CEO
Doug Ward.



The potential is CLIA

CLIA waiver would mark another step change in the fortunes of Lumos, which looked a
tad ‘lost’ after the FDA knock-back.

The company had an approved test called Viradx, for Covid and influenza A and B, but the
US was flooded by cheaper Chinese and South Korean rivals and a price war ensued.
Lumos de-emphasised the Viradx program.

On July 16 this year, Lumos announced a US distribution deal with Phase Scientific, worth
up to $US317 million over six years (see below).

“This represents one of the largest distribution deals of its kind by an ASX-listed point-of-
care diagnostics company, marking a major milestone in Lumos’ history and a significant
step forward for the company,” Lanyon says.

Lumos supported its CLIA submission with an extensive 500-plus patient US study,
supported by the US disaster response agency, the Biomedical Advanced Research and
Development Authority (BARDA).

“Our take is given how well the study performed — exceeding all the endpoints — we stand
the good chance of [obtaining] a CLIA waiver,” Mr Ward says.

Shining a light on point-of-care diagnosis

Lumos specializes in rapid point-of-care (POC) tests to help healthcare professionals
diagnose and manage medical conditions more accurately.

Febridx targets the over-use of antibiotics which contributes to the huge problem of
antimicrobial resistance.

POC tests are commonly used for glucose and cholesterol measurement, pregnancy
tests, cardiac issues and faecal-based bowel cancer assays.

Lumos offers customized assay development and manufacturing services for third-party
POC tests, as well as proprietary digital reader platforms.

Lumos means ‘light’, by the way, and the company is a spin-off from Melbourne’s Planet
Innovation, which designs and develops medical devices.

Mr Lanyon also chairs Planet Innovation. Under Planet Innovation ownership, Lumos
acquired Nplex, which held crucial electronic reader technology.

In 2019, Lumos merged with the Florida-based Rapid Pathogen Screening (RPS),
developer of the Febridx test to distinguish between viral and bacterial infections.

Lumos debuted at the height of the pandemic in July 2021, having raised $63 million.



Mr Ward became CEO of Lumos in June 2022, taking over from RPS co-founder Dr Rob
Sambursky. Mr Ward was previously business development manager for the women’s
health group Hologic, a key Lumos partner and collaboration partner (see below).

In an ensuing cost-cutting blitz, management closed the Sarasota, Florida premises —
previously RPS’s HQ — and moved all commercial activities to California.

This year Lumos incrementally achieved Medicare Febridx reimbursement coverage, at
US$41.38 per test. Now, seven key Medicare Administration Contractors have come to
the party and the company is confident of securing private insurance coverage.

About Febridx

The Febridx tests are similar to the Covid lateral flow (rapid antigen) assays we all got to
know and loathe, er, love. But rather than availing of a synapse-searing nasal swab, the
test uses blood from a finger-prick.

The claret is placed on a cantilever, which flips the sample on to the paper and releases
the buffer. In other words, it's highly automated and foolproof. As with a Covid test, the
tell-tale lines will indicate the presence of a virus or bacteria. No lines mean it's something
else outside the purview of the test, possibly a gastro disorder.

According to the US Centers for Disease Control and Prevention, more than 200 million
antibiotic prescriptions are written each year. About half are for acute respiratory tract
infections and 40 percent of them are unnecessary.

The company claims a 99 percent accuracy for Febridx ruling out bacterial infections,
while 90 percent of the time it will distinguish viral diseases from bacterial ones.

In September, a conference aired the results of a two-year UK study, showing Febridx use
over resulted in a “measurable reduction” in antibiotic prescribing. This resulted in a
reduced incidence of doctor revisits and a significant cost savings to the health system.

Mr Ward says while other bacterial-versus-viral tests exist, they rely on laboratory-based
instruments. One test is for use by hospitals and requires venous blood to be drawn.

“There’s no other finger prick assay that does what we do,” he says.

Lumos’s cartridges are supplied by Atomo Diagnostics, which has its own patents around
this hardware. Lumos’s smarts relates to the “combination of the chemistry and what it’s
doing” and Febridx has been approved in Europe, the UK, Canada, Brazil and Australia.
More than just a Phase

Mr Ward says Phase Scientific was the most appealing of four potential distribution

partners who knocked on the company’s door. Phase is the “single and exclusive”
distributor for Febridx in the US.



The Phase deal delivers a “total potential value” of $US317 million to Lumos, over the six-
year term of the agreement. This includes a $US5 million sales order triggered on FDA
approval. The agreement involves Phase buying the tests from Lumos at a proprietary
transfer price and selling it directly to general practitioners or sub distributors.

“At early stages we are talking about 60 percent-plus gross margins,” Mr Ward says.
“Once we get good volumes, this should be around 80 percent over the term of the
agreements.”

He says Febridx will be Phase’s flagship product.
“We didn’t want to go with a company with 1,000 products, in which case the [sales

representatives] talk about it ... and maybe they don’t,” he says. “We want this product to
be the most important [for them].”

Women'’s health

While Febridx drives Lumos’s near term prospects, it's not the only product in the
company’s armoury. Lumos and the Massachusetts-based women’s’ health specialist,
Hologic are developing a next-generation test for foetal fibronectin (FFN), a biomarker that
points to a higher risk of pre-term births.

The assay would replace Hologic’'s ageing FFN test, which is the only one on the market.
In January 2024, the parties entered a licencing agreement worth $US10 million, for
Hologic to use Lumos’s reader and point-of-care tech. The compact involves an FFN
development agreement, initially worth US$4.7 million.

The program focuses on adapting the test for use on the Lumos reader platform and
providing “improved connectivity options”. This program has been expanded with two
additional assignments, worth between $US1.1 million and $US1.7 million.

This BARDA be good

Lumos also is undergoing a study to expand the use of Febridx to children, funded by the
Biomedical Advanced Research and Development Authority (BARDA), the US disaster
preparation agency, to the tune of $US6.2 million.

BARDA supported the adult trial with a $US2.1 million contribution.

Paediatric approval would apply to kids between two and 12 years and would expand the
addressable market by about 20 percent. Febridx is not allowed to be used as a home
test, but for Lumos it's a case of ‘never say never'.

“Given its ease of use ... it makes sense to consider that,” Mr Ward says.

Home testing would open a similar sized market to the CLIA-waived sector — if not bigger.



Finances and performance

Lumos posted September quarter revenue of $US3.4 million, 28 percent higher than the
June quarter and 1.7 percent lower than the previous September quarter. But customer
receipts for the three months were $US5.3 million, up 356 percent compared to
September 30, 2024.

Of the revenue, $US1.2 million derived from products (up 300 percent) and $US2.2 million
from services (down 29 percent), resulting from an expansion of the FFN project timeline.

The product revenue reflected a five-fold increase in US Febridx sales and a $US1 million
exclusivity fee from Phase.

The company ended the quarter with cash of $US4.5 million, with a loan facility of up to
$US3.3 million, provided by two major shareholders.

Spurred by the Phase deal, Lumos shares have climbed more than 400 percent over the
last year. In mid-April this year they traded as low as two cents and were as high as 26
cents in late-October. The shares hit an all-time low of one cent in June 2023 and peaked
at $1.28 in August 2021 — the good ol’ days of Covid.

In 2024, Andrew and Nicola Forrest’s Tenmile Ventures became a 19.9 percent Lumos
shareholder, having acquired its stake from Planet Innovation.

Dr Boreham’s diagnosis:

Despite the reimbursement and the lack of rival assays, Mr Ward says penetrating the US
market will be a gradual exercise.

“As with all diagnostic tests, it's about first creating awareness,” he says. “At first, not
many patients know about the test. We will need to do a lot of awareness campaigning for
both doctors and patients.”

The company aspires to a one to two percent market penetration within the first two years.

“Over the timeline of the Phase agreement over six years, it would be great if we could get
double digit market share”.

Mr Lanyon says Lumos is “increasingly recognized as a credible and scalable partner in
the diagnostics ecosystem”.

Still, management and shareholders alike are sweating on the FDA decree, which could
come any time between now and February next year. After all, the company-making
Phase deal is contingent on approval.

Disclosure: Dr Boreham is not a qualified medical practitioner and does not
possess a doctorate of any sort. Neither does Dr Who, but he — or more latterly she
- still is recognized as a credible partner in the space-time continuum ecosystem.



PYC THERAPEUTICS

PYC says at 18-months follow up, 14 RP11 patients in its phase I/Il trials of VP-001 had
improved functional vision, and 12 patients had retinal sensitivity improvements.

In 2023, PYC said it had dosed the first of nine patients in its phase I, single-ascending
dose study of VP-001 for the blinding eye disease retinitis pigmentosa type-11 (RP11);
with a phase I, multi-dose study to follow; and last year said it had begun a six-patient,
multiple-ascending dose study of VP-001 (BD: (BD: Jun 30, 2023; Jul 10, 2024).

Earlier this year, the company said the trials of VP-001 for RP11 showed “statistically
significant improvements in vision” (BD: Apr 28, 2025).

Today, PYC managing-director Dr Rohan Hockings told Biotech Daily that 14 patients had
sustained improvements in functional vision, with two patients not counted in the retinal
sensitivity cohort.

The company said that the 14 patients dosed with 30 micrograms or more of VP-001 had
a mean change from baseline in low-luminance visual acuity of ‘3.63’ compared to ‘1.8’ for
the non-treated eye (p = 0.0309).

PYC said that in the 12 patients assessed for retinal sensitivity, a mean change in micro-
perimetry whole grid of ‘0.87’ was shown compared to ‘0.56’ in the non-treated eye (p =
0.0994) and micro-perimetry improved by a mean of ‘5.15’ from baseline in the treated eye
compared to ‘2.88’ in the untreated eye (p = 0.0003).

The company said VP-001 had “a favorable safety/tolerability profile with no treatment-
related serious adverse events reported in any patient dosed with the drug candidate”.
PYC said the data would inform the design of a registrational trial, with a US Food and
Drug Administration new drug application meeting expected by April 2026.

PYC was up five cents or 3.8 percent to $1.37 with 1.6 million shares traded.

ECHO IQ

Echo 1Q says two studies show its Echosolv outperforms cardiologists in diagnosing aortic
stenosis (AS) and restores gender equity in diagnosis and treatment rates.

Last year, Echo 1Q said it had US Food and Drug Administration 510(k) clearance for its
Echosolv electro-cardiogram heart failure diagnostic (BD: Oct 8, 2024).

Last month, the company said its application for a category Il current procedural
technology (CPT) code for its artificial intelligence (A.l.)-based Echosolv AS with the
American Medical Association (AMA) “was unsuccessful” (BD: Oct 6, 2025).

Today, Echo IQ said the first study, titled ‘Accuracy of cardiologist reporting of severe
aortic stenosis vs decision-support artificial intelligence and its impact on clinical
management’ showed Echosolv outperformed cardiologists in identifying severe aortic
stenosis phenotypes, particularly in women and low-gradient cases.

The company said the study of 30,878 echocardiograms (ECG) showed Echosolv-driven
reporting restored gender equity in diagnosis and its use “could reduce delays in diagnosis
and valve intervention, improving patient outcomes”.

Echo IQ said the second study, titled ‘Hemodynamic profile of Aortic Stenosis versus
health service delivery from 1,200,000 individuals’ showed “a significant discordance
between haemodynamic severity and treatment rates, only 36 percent of women and 45
percent of men with moderate-to-severe AS received intervention”.

The company said the study of about 1,180,000 ECG subjects showed “the need for
policy and clinical practice changes to address treatment gaps and improve survival”.
Echo 1Q said both studies were presented at the American Heart Association sessions in
New Orleans from November 7 to 10, 2025.

Echo IQ was up 1.5 cents or 7.5 percent to 21.5 cents with 1.5 million shares traded.



BIOTRON

Biotron says its BIT-HBV001 drug “significantly reduced” hepatitis B virus (HBV) DNA
levels by 65 percent after 16 days of treatment, in mice.

Earlier this year, Biotron said it conducted a safety study of the then unnamed lead drug
for hepatitis B in mice and found a dose for a second study (BD: Jun 24, 2025).

At the time, Biotron managing-director Dr Michelle Miller told Biotech Daily that the HBV
drug was not BIT225 and the company had been “working for some time on a new series
of novel compounds for this indication” with the structure and name of the compounds “not
in the public domain”.

Today, the company said the study dosed two hepatitis B virus mouse models with BIT-
HBVO001 every 10 hours for 16 days, after which liver and blood samples were collected
and analyzed for levels of specific hepatitis B virus markers.

Biotron said the levels of hepatitis B surface antigen “remained unchanged”.

The company said it conducted a follow-up in-vitro study comparing BIT-HBV001 with
Tenofovir, the current first-line treatment for HBV, against five HBV replication endpoints.
Biotron said the in-vitro study showed BIT-HBV001 “was able to strongly inhibit all five
HBV replication endpoints, while Tenofovir was only able to inhibit hepatitis B virus DNA
and “was inactive or very mildly active against all other HBV replication endpoints”.

The company said the results from both studies suggested that BIT-HBV001 played “a
role in eradication of the virus and is a strong differentiating factor”.

Biotron said it conducted an additional in-vitro study of BIT-HBV001 with Tenofovir as a
combination treatment and showed “a high degree of synergy for the HBV DNA endpoint
when the two drugs were combined”.

The company said “lower amounts of each drug can be used in combination [to] achieve
the same level of HBV inhibition” and that Tenofovir did not negatively impact on BIT-
HBVO001’s strong activity against the four other endpoints.

Biotron said it had filed a patent for BIT-HBV001 and associated compounds, for their
composition (structures), method of manufacture, and use.

Last month, the company said it would acquire Sedarex and its alfaxalone-based Sedrx
anaesthetic through the issue of 500,000,000 shares at 0.3 cents a share, valued at $1.5
million, and hoped to raise $2.5 million (BD: Oct 15, 2025).

Biotron managing-director Dr Michelle Miller said the latest animal and cell-based study
results significantly advanced the company’s “very promising HBV program”.

Biotron was up 0.1 cents or 33.3 percent to 0.4 cents with 54.9 million shares traded.

MAYNE PHARMA GROUP, FEDERAL TAKEOVERS PANEL

Mayne says the Takeovers Panel will conduct proceedings into the Cosette takeover and
has made orders the scheme deed continue until November 24, 2025.

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).

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, Mayne said Federal Treasurer Dr Jim Chalmers told Cosette the acquisition
“‘would be contrary to the national interest”, referencing Cosette’s intent to “seek to
dispose of, or close” the Salisbury, Adelaide manufacturing site (BD: Oct 31, 2025).
Today, the Federal Government’s Takeovers Panel said it “considers that the interim
orders are necessary to maintain the status quo”.

Mayne requested a trading halt pending the Panel statement and last traded at $4.85.




BOTANIX PHARMACEUTICALS

Melbourne’s Insignia Financial Ltd says it has reduced its substantial shareholding in
Botanix from 141,377,437 shares (7.174%) to 120,738,145 shares (6.127%).

Insignia said it bought and sold shares between October 29 and November 10, 2025, with
the largest sale 4,335,669 shares for $575,424, or 13.3 cents a share.

Botanix was up half a cent or four percent to 13 cents with 4.1 million shares traded.

ADHERIUM

Sydney’s Regal Funds Management says it has increased its substantial shareholding in
Adherium from 364,651,488 shares (18.92%) to 482,348,040 shares (19.92%).

Regal said it bought 117,696,552 shares on November 11 for 0.5 cents a share.
Adherium was unchanged at 0.4 cents with 1.7 million shares traded.

CLEVER CULTURE SYSTEMS

Unicore Investments Pty Ltd says it has increased its substantial shareholding in Clever
Culture from 223,190,000 shares (11.69%) to 293,920,000 shares (13.40%).

In a notice signed by Unicore director Michael Matarazzo the Adelaide company said it
was diluted due to the issue of shares, sold 4,000,000 shares at 2.8 cents a share and
exercised 74,730,000 options on November 13 for $597,840, or 0.8 cents a share.
Clever Culture was unchanged at 3.1 cents with 4.7 million shares traded.

CLEVER CULTURE SYSTEMS

Clever Culture director Daniel Hill says with Viking BCM Pty Ltd his 212,665,188 share-
holding in the company was diluted from 11.14 percent to 10.04 percent.

The Brisbane-based Viking BCM said that it was diluted due to the successive issue of
shares between October 3 and November 13, 2025 (see above).

BIO NEW SOUTH WALES

Bio NSW says it has awarded 23 Strands, Haemalogix, Arelis and Sangui Bio ‘Most
Popular Innovator Pitch’ at its inaugural ‘Pitch and Sip’ networking event.

In 2023, Bio New South Wales said that it would formally launch in Sydney and was
modelled on similar organizations, such as the Bio-Melbourne Network and Life Sciences
Queensland (BD: Aug 22, 2023).

Today, the organization said the event was held in Sydney, sponsored by Melbourne law
firm Gadens, and attended by life-sciences companies, investors and stakeholders.

Bio NSW said 23 Strands won first place for its artificial intelligence-based genomics
platform for women’s health; Haemalogix came second for its chimeric antigen receptor
(CAR) T-cell and antibody immunotherapy for blood cancers, with Arelis and Sangui Bio
winning joint third place for their endometriosis urine test and at-home blood sample
cancer diagnostic, respectively.

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