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MARKET REPORT

The Australian stock market fell 1.39 percent on Friday February 13, 2026, with the
ASX200 down 125.9 points to 8,917.6 points. Seven of the Biotech Daily Top 40 stocks
were up, 25 fell, six traded unchanged and two were untraded. All four Big Caps fell.

Amplia was the best, up 0.5 cents or 4.2 percent to 12.5 cents, with 343,869 shares
traded. Starpharma climbed 3.2 percent; Atomo and Lumos rose two percent or more;
Compumedics was up 1.4 percent; with Aroa and Emvision up by less than one percent.

Cochlear led the falls (see below), down $46.42 or 18.9 percent to $199.22, with 437,311
shares traded. Alcidion lost 9.1 percent; Cyclopharm and Pro Medicus were down more
than eight percent; Cynata and Neuren shed six percent or more; Clarity, Dimerix, Medical
Developments and Optiscan were down more than five percent; 4D Medical, Botanix and
Resmed fell more than four percent; Nanosonics and Telix were down more than three
percent; Actinogen, Immutep, Mesoblast and Orthocell shed more than two percent;
Clinuvel, CSL, EBR, Imricor, Imugene, Paradigm and Proteomics were down one percent
or more; with Avita, Polynovo and SDI down by less than one percent.



DR BOREHAM'S CRUCIBLE: IMUGENE

By TIM BOREHAM

ASX code: IMU

Share price: 25.5 cents; Shares on issue: 321,515,615; Market cap: $82.0 million
Chief executive officer: Leslie Chong

Board: Paul Hopper (executive chair), Ms Chong, Dr Lesley Russell, Dr Jakob Dupont,
Kim Drapkin

Financials: (December quarter 2025): revenue nil, operating cash outflows $13.4 million,
cash balance $14.1 million, quarters of available funding: 1.05

Identifiable major holders: Precision Biosciences 6.18%, Mr Paul Hopper 3.83%, FIL
Investment Management 3.75%, Mann Family 2.07%, Pengana Capital 1.66%

Immune-oncology stalwart Imugene’s experience with the US Food and Drug
Administration highlights a lesson that all drug developers should heed.

Put simply: don’t annoy the all-important gatekeeper by being unprepared.

“The FDA gets distracted when it keeps getting the same submission and has to request
further data,” says Imugene CEO Leslie Chong.

“[They ask]: ‘why do you want to meet with us and not be prepared’?”

In a “historic milestone”, on December 8, Imugene said the FDA had approved all key
aspects of the company’s blood cancer program, azer-cel (azercabtagene zapreleucel).

Azer-cel avails of chimeric antigen receptor T-cells, or CAR-Ts.

At an FDA confab with the company last November, the agency endorsed Imugene’s trial
approach that could result in accelerated approval.

“We put a beautiful briefing document together which made the FDA'’s job quite easy,” Ms
Chong said.

The FDA’s stance means the company looks like it could skip from its ongoing phase Ib
study to one pivotal phase lll trial.

The FDA also validated the company’s dosing trial patient population, clinical endpoints
and drug manufacturing readiness.

“This is a pivotal moment, not just for Imugene but thousands of patients who have
exhausted all other treatment options,” Ms Chong says.



Girding for trial action

The FDA has endorsed Imugene’s dual endpoint strategy, based on using the overall
response rate (ORR) for accelerated approval and progression free survival (PFS) for full
approval.

With adequate follow up, one randomized study could support both endpoints.

Its FDA application “checked and ticked”, Imugene is planning its registrational phase IlI
trial.

As with the company’s phase Ib study, this will enrol patients with the deadly blood
cancer, diffuse large B cell lymphoma (DLBCL).

DLBCL is the most common form of non-Hodgkin’s lymphoma (NHL).
About 160,000 new DLBCL cases are reported each year, with 30,000 in the US.

When Dr Boreham last made a house call on Imugene in November 2023, the company
had four sprawling platforms.

These included azer-cel and the CF33 platform (oncolytic virus). Rounding out the
portfolio were Oncarlytics and Vaxinia and B-cell immunotherapies (HER-Vaxx and PD1-
Vaxx).

Were you taking notes? If so, chuck ‘em away.

Now, Imugene’s future lies with azer-cel, acquired from the Nasdaq-listed Precision
Biosciences in 2023.

The compact involved Imugene paying $US13 million in deferred cash or shares (at
Imugene’s discretion).

A further $US8 million was payable at the end of the phase Ib trial - once again in cash
and shares - with a further $US198 million in performance-based payments. Imugene also
pays “industry standard” royalties on commercialization.

Precision has become Imugene’s biggest shareholder, with a circa six percent stake.

History lesson

Imugene started out as an animal health company in the 1990s, before dabbling in
enhanced generics including vitamin D and ibuprofen formulations.

In 2013, the company acquired HER-Vaxx from the private Biolife Science Queensland,
an immune oncology play based on Medical University of Vienna know-how.



Legendary biotech wheeler-and-dealer Paul Hopper joined Imugene as a director in 2102
and he was appointed chair in 2013.

Ms Chong joined the company in late 2015 from big pharma Genentech.
In August 2018, Imugene acquired the rights to B-cell peptide vaccines (notably the
programmed death-1 or PD-1 checkpoint inhibitor) from Ohio State University and Mayo

Clinic.

In 2019, Imugene acquired the global licence for CF33, a chimeric vaccinia (pox) virus
developed by City of Hope’s ebullient chair of surgery, Prof Yuman Fong.

In May 2021, the company licensed a novel oncolytic virus called CD19 (as in cluster
differentiation) from City of Hope, for an immaterial cash payment.

The company will strive to partner its two other programs (see below) and devote its
financial firepower to azer-cel.

Allo! It’s an auto transition

To date, the FDA has approved several autologous (‘auto’) CAR-T therapies for blood
cancers.

Autologous means the drug is derived from the patient’s own cells, which is costly and
time consuming.

Given the very nature of cancer, it's not a great idea to use the patient’s own material.

With azer-cel, Imugene strives to be the first allogeneic (‘allo’) therapy based on donor
material.

The cells are harvested, supercharged with the CAR-Ts and then stored for ‘off the shelf
use at the point of need.

Patients can receive the drug within days of diagnosis.

In the past, auto CAR-T drugs have been approved on trials enrolling 100 patients or
fewer “because they offered a great response rate”.

Now the agency has become more stringent, given emerging durability problems and
rising failure rates.

‘Auto’ CAR-Ts have revolutionized blood cancer treatments, but it takes seven to eight
hours for the clinicians to tease out the T cells.

They are then ‘engineered’ with the T-Cells over four to six weeks.



Azer good as it gets

Imugene’s FDA entreaty was based on data from the company’s ongoing phase |b trial,
focusing on patients failing up to six lines of ‘auto’ CAR-T therapy.

The open-label, multi-centre study is taking place across US and local sites.

Despite the very sick population, the study recorded an 82 percent overall response rate
(ORR).

ORR combines a complete response — disappearance of the cancer — and partial
response (generally more than 30 percent regression).

Ms Chong cites a 47-year-old woman who had undergone four prior lines of treatment -
including a “hodge-podge of steroids” - before joining the azer-cel program in April 2024.

“She has been a complete responder for more than 22 months.”

The FDA decision means Imugene could have accelerated approval with its ORR data,
followed by full approval with progression-free survival (PFS) metrics.

PFS is the length of time a patient lives with a cancer and the condition doesn’t worsen.

Ms Chong says the FDA usually prefers one study for accelerated approval, with another
“‘well enrolled” study in train.

“In this case they are looking at a single study with an accelerated endpoint,” she says.
In essence, the idea is to win approval and worry about final approval later

“This would be all in just one study,” Ms Chong says.

“This eliminates the biggest biotechnology risk of regulatory uncertainty”.

Management raises the prospect of expanding the pivotal trial to include CAR-T ‘naive’
(no prior CAR-T therapy) patients.

This would emulate the phase Ib effort, which recently was expanded to patients who has
not received CAR-T therapy with a broad range of non-Hodgkin’s lymphomas.

Ms Chong won’t be drawn on patient numbers, pending further discussions with the FDA.

The trial has achieved a similar ORR response for these naive patients, of 83 percent
across multiple CD19-positive cancers.

Management adds this cohort continues to recruit at a “remarkable pace, which may
position us to explore additional registrational opportunities through future planned
meetings with the FDA.”



Singular focus

Imugene will “transition” its secondary Oncarlytics (CF33 oncolytic virus) program to focus
on “collaboration rather than continuing standalone internal development”.

This should slash capital expenditure.

True to this charter, in November Imugene entered a compact with the Shanghai-based
pharma house JW Therapeutics, to evaluate a “novel combination therapy” combining
Oncarlytics with JW’s Carteyva.

Approved in China, Carteyva is a T-cell therapy. As with Oncarlytics, it targets CD-19, a
protein expressed by cancer cells.

The parties plan a phase |, investigator-initiated trial. But the wider aim is to generate both
pre-clinical and trial data “to guide future development”.

Meanwhile the company has stalled its clinical program for Vaxinia, also known as the
novel cancer-killing virus CF33-hNIS. (That’s as in ‘human sodium iodine symporter’ — and
is ‘symportant you know.)

Known as MAST, a phase | trial aimed to enrol up to 100 bile duct cancer patients across
local and US sites.

In May 2023, the company received FDA approval for an Oncarlytic program called Oasis,
targeting advanced or metastatic solid tumors.

Finances and performance

In its December (second) quarter update, Imugene disclosed a cash balance of a tad over
$14 million, after cash outflows of $13 million.

In July 2025, Imugene raised $37.5 million, through a $22.5 million placement and $15
million share purchase plan. Both were at 33 cents apiece. Investors also received three
options for every four shares subscribed, exercisable at 43 cents by March this year.

Those who take up these options receive one-for-one ‘piggyback’ options, exercisable at
86 cents by June 2028.

Ms Chong says the fast-track azer-cel program means the company’s cash burn might be
faster than previously guided. But management expects to halve its operating costs in the
current financial year. Staff numbers have reduced to 15, compared to the company’s
peak complement of 100.

Management won’t comment on the likely cost of the phase lll trial, given the variables
play.



Ms Chong says while the company will strive to fund the study on its own, a partnering
deal would be “greatly advantageous”.

Of, course the best partnership is when “you go out to eat with somebody and they pay”.

In May 2025, Imugene underwent a one-for-34 share consolidation, reducing stock on
issue from around 7.46 billion shares to a tad over 219 million.

Over the last 12 months, Imugene shares have meandered between last Monday’s nadir

of 25 cents and $1.53 in early January last year. Reflecting the share price diminution, in
September last year Imugene was chucked out of the ASX All Ordinaries index.

Dr Boreham’s diagnosis:

With an average cost of $US375,000 ($A566,600) per treatment, Imugene estimates a US
DLBCL market of $US2.5 billion a year.

“We have a clear pathway to bring azer-cel to market,” Ms Chong says.

“We are now in a position to capture significant market share in that multibillion-dollar
CAR-T space, where there are no currently approved allogenic therapies.

With a circa $80 million market cap, Imugene is a shadow of its peak $3 billion in late
2021, although that always looked to be a frothy valuation.

Ms Chong says Imugene’s progress has quickened since the company enlisted its first
azer-cel trial patient in November 2023.

Given the company has been plugging away for years - and chopping and changing its
priorities - investors are containing their excitement in a risk-averse market.

In theory at least, Imugene’s simpler story should gain resonance with investors, although
Ms Chong admits the share price “has a mind of its own”.

“CAR-Ts are a hard thing to wrap your brain around ... but we are seeing incredible
response,” she says.

‘I don’t know of anyone in biotech in Australia that gets an 82 percent response rate.”

Not before time, Imugene looks to be moving from promising science to outlining a clear
commercial pathway.

All the company now needs is a gallant ‘dining’ partner willing to stump up for the bill.

Disclosure: Dr Boreham is not a qualified medical practitioner and does not
possess a doctorate of any sort. But that doesn’t mean he is a cheap date.



COCHLEAR

Cochlear says revenue for the six months to December 31, 2025 slipped 0.4 percent to
$1,167,200,000, with net profit after tax down 21.3 percent to $161,500,000.

Cochlear said revenue from sales of its cochlear implants, acoustic products and sound
processor upgrade services were up 0.5 percent to $1,176,000,000, with total revenue
lower due to $8,800,000 in foreign exchange and hedged sales losses.

The company said it had launched its Nucleus Nexa cochlear implant system with
upgradeable firmware during the six months, with its result reflecting “the product
registration and contract renewal process for the new system, which took longer than
anticipated where we sought price increases, and which is now largely complete”.

In an online investor briefing, Cochlear chief executive officer Dig Howitt said “while we
have been focused on Nexa, we do know that the key to our success is growth”.

Mr Howitt said that the company expected net profit to be at “the lower end of the $435-
$460 million guidance range” for the year to June 30, 2026.

Cochlear said implant sales were $724.0 million, compared to $724.5 million in the prior
corresponding period, with acoustic sales unchanged at $140.4 million and services
revenue including sound processor upgrades up 2.2 percent to $311.6 million.

The company said an unchanged interim dividend of $2.15 a share, franked at $1.8275,
for investors on the record date of March 20 would be paid on April 13, 2026.

Cochlear said research and development costs rose 8.9 percent to $152,800,000, or 13.1
percent of total revenue, compared to 12.3 percent of revenue in the prior year.

The company said diluted earnings per share fell 21.1 percent to $2.465, with net tangible
assets per share up 1.8 percent to $21.780 and cash and cash equivalents of
$187,100,000 at December 31, 2025 compared to $383,100,000 at December 31, 2024.
Cochlear fell $46.42 or 18.9 percent to $199.22 with 437,311 shares traded.

AVITA MEDICAL

Avita says revenue for the year to December 31, 2024 was up 11.45 percent to
$US71,610,000 ($A100,951,000) with net loss after tax down 22.4 percent to
$US48,015,000 ($A67,680,000).

Avita said increased revenue from sales of its Recell Go for full-thickness skin defects and
burn wounds as well as Cohealyx and Permeaderm products was “largely driven by
deeper penetration within customer accounts, new accounts for the treatment of traumatic
and surgical wounds and, to a lesser extent, new product launches”.

Avita interim chief executive officer Cary Vance said the three months to December 31,
2025 “marked the close of a year of stabilization, and the beginning of a more execution-
focused phase, for the company”.

“While reimbursement disruption and operational transition weighed on revenue
performance in 2025, those issues are now largely behind us, and we are seeing early
signs of normalization in clinician use of Recell”.

The company said sales and marketing expenses fell 8.7 percent to $US53,138,000, with
administrative costs down 17.5 percent to $US27,373,000.

Avita said revenue for the year to December 31, 2026 was expected to be up 12 to 19
percent to between $US80 million and $US85 million, compared to 2024-'25.

The company said diluted loss per share fell 27.2 percent to $US1.74, with negative net
tangible asset backing per share up 382.35 percent to negative 82 US cents and cash and
cash equivalents of $US10,243,000 at December 31, 2025 compared to $US14,050,000
at December 31, 2024.

Avita fell one cent or 0.9 percent to $1.08.




CORRECTION: PRO MEDICUS

Last night’s edition incorrectly calculated the Pro Medicus net profit after tax excluding the
4D Medical investment.

Pro Medicus has told Biotech Daily that reducing the 4D Medical gain of $149,040,000,
and including the implied taxation of $45,117,000, gives a net profit after tax up 29.7
percent to $67,300,000 for the six months to December 31, 2025.

The mistake was made by the Thursday financial reports sub-editor who has been
terminated with extreme prejudice.

Biotech Daily apologizes to Pro Medicus unreservedly.

ONCORES MEDICAL

Oncores says it has raised $27 million for clinical and regulatory development for its Elora
breast cancer surgery tool, and appointed Renee Ryan as a non-executive director.

In 2017, Perth’s Oncores said the Brandon Capital-managed Medical Research
Commercialisation Fund invested $6 million to develop an imaging tool to improve the
outcome of breast cancer surgery (BD: Jun 2, 2017).

Today, the company said it would use the funds to begin an Australian clinical trial in 110
breast cancer patients at six hospitals in Victoria and Western Australia, the “first time the
Elora device will be used interventionally”.

The company said its Elora quantitative micro-elastography (QME) imaging system
scanned the breast cavity following surgery and generated a “3-dimensional map of the
mechanical and optical properties of the scanned region”.

Oncores said the maps offered an imaging method for assessing breast tissue for the
presence of microscopic or otherwise non-palpable cancerous tissue remaining inside the
breast cavity and allowed for complete removal of cancerous tissue.

The company said Elora was granted US Food and Drug Administration breakthrough
device designation in 2020, which supported development and “expedited approval and
reimbursement coverage”.

Oncores said the funding round included a cornerstone investment from Brandon Capital
Partners and “significant investment from Morgans, Radar Ventures, Australian and
international family offices and The Table Club network”.

The company said it had appointed Pinprint Inc co-founding chief executive officer Renee
Ryan as a non-executive director.

Oncores said Ms Ryan was “a respected leader in the global healthcare and medical
device industries, with decades of experience supporting strategic innovation, capital
raising, and executive level leadership”.

According to her Linkedin page, Ms Ryan held a Bachelor of Economics from Washington
DC’s Georgetown University and a Master of Business Administration from New York’s
Columbia University.

Oncores managing-director Dr Katharine Giles said the funding was “a strong
endorsement of our technology and its potential to positively impact so many lives”.

“We will also expand the team and progress proof-of-concept work for this technology in
other cancer types, including prostate cancer,” Dr Giles said.

In 2018, Oncores said it had won a British royal family Entrepreneur of the Year award for
its breast cancer surgery imaging tool (BD: Dec 13, 2018).

The company said its goal was to provide surgeons with an image “identifying residual
cancerous tissue remaining within the breast, so it can be removed during surgery,
reducing the need for repeat surgery, which currently happens in 30 percent of cases”.
Oncores Medical is a private company.




PROTO AXIOM

Proto Axiom says with Sydney St Vincent’s Curran Foundation it will hold a ‘Challenger
Pitch for Health’ event at the National Art School, Darlinghurst on March 26, 2026.

Last year, the Sydney-based biotechnology incubator said with St Vincent’s Curran
Foundation it would “host Australia’s largest medical pitch day”, with up-to $500,000 of
grants in March 2026 (BD: Jun 5, 2025).

A Proto Axiom spokesman told Biotech Daily that the company would grant $100,000 to
the best pitch, with $150,000 to the best pitch from an eligible Challenger university
affiliated team, with St Vincent’s to award two grants of $125,000.

The spokesman said that Challenger universities were those non-Group of Eight
universities which had “a high-potential source of translational research but ... historically
received less ... funding, with a particular emphasis on regional and remote institutions”.
The Group of Eight universities are: Adelaide, the Australian National University, Monash,
University of Melbourne, University of New South Wales, University of Queensland,
University of Sydney, and the University of Western Australia.

Proto Axiom said the event included two keynote panels on translation and scaling
technology, with panelists including Ausbiotech chief executive officer Rebekah Cassidy,
CSL head of research Dr Marthe D’Ombrain, National Reconstruction Fund chief
executive officer David Gall and former CSIRO chief executive Dr Larry Marshall.

The company said the event would be held from 1pm to 6.15pm (AEDT) followed by
drinks and canapés.

Proto Axiom said tickets were available at: https://bit.ly/4tvFKs5.

Proto Axiom is a private company.

OSTEOPORE

Osteopore says Guangzhou, China’s Medprin Biotech GmbH will distribute its craniofacial
reconstruction products in Latin America, excluding Brazil.

In 2024, Osteopore said it had appointed Medsite Equipamentos e Produtos Para Saude
Ltda for its cranio-facial products in Brazil (BD: Oct 24, 2024).

Osteopore said Medprin Biotech was a subsidiary of the Shenzhen Stock Exchange-listed
Medprin Regenerative Medical Technologies and would market and sell its products for
neurosurgery, orbital reconstruction and maxilla-facial trauma in 20 countries including
Argentina, Chile, Colombia and Mexico.

The company said the three-year distribution deal included one-year extension options
subject to mutual agreement, with full commercial access to the region “expected to occur
in phases and over a period of time due to product registration requirements”.

Osteopore did not disclose the commercial terms of the agreement.

Osteopore chief executive officer Dr Yujing Lim said Latin America was “a unique growth
opportunity for us, and we are delighted to partner with Medprin, a company specialized in
neurosurgery and craniofacial surgery”.

Osteopore was unchanged at 0.9 cents with 29.9 million shares traded.

INHALERX (NOW NEXALIS THERAPEUTICS, FORMERLY LIFESPOT HEALTH)
Inhalerx says it has changed its name to ‘Nexalis Therapeutics’ and will trade on the ASX
under the ticker code ‘NX1’, effective from February 17, 2026.

On January 29, 2026, Inhalerx said its extraordinary general meeting voted 99.95 percent
in favor of the change of company name to ‘Nexalis Therapeutics Ltd’.

Inhalerx was untraded at 2.5 cents.



https://bit.ly/4tvFKs5

IMMURON

Immuron says its extraordinary general meeting voted 36.05 percent against the issue of
55,100,920 shares under its at-the-market facility with New York’s HC Wainwright & Co.
Last year, Immuron said it had a further up-to $US2,847,954 ($A4,310,212) at-the-market
American depository share facility with HC Wainwright (BD: Oct 6, 2025).

Today, the company said both resolutions to ratify the issue of shares were opposed by
7,942,172 votes (36.05%), with 14,090,685 votes (63.95%) in favor.

According to its most recent filing, Immuron had 325,510,700 shares on issue, meaning
that the votes against the issue of shares amounted to 2.4 percent of the company, not
sufficient to requisition extraordinary general meetings.

Immuron fell 0.25 cents or 8.2 percent to 2.8 cents.

BOTANIX PHARMACEUTICALS

Botanix has requested a trading halt “pending the release of an announcement by the
company regarding the potential capital raising”.

Trading will resume on February 17, 2026, or on an earlier announcement.

Prior to the trading halt, Botanix fell half a cent or 4.35 percent to 11 cents with one million
shares traded.

CLARITY PHARMACEUTICALS

Regal Funds Management says it has increased its substantial shareholding in Clarity
from 22,570,518 shares (6.07%) to 26,461,673 shares (7.11%).

The Sydney-based Regal Funds said that it bought and sold shares between November 3,
2025 and February 10, 2026, with the single largest purchase 1,840,717 shares on
February 2 for $5,669,408, or $3.08 a share.

Clarity fell 17 cents or 5.6 percent to $2.86 with 1.5 million shares traded.

PACIFIC EDGE

Firstcape Group Ltd says it has reduced its substantial shareholding in Pacific Edge from
123,389,060 shares (12.066%) to 110,622,815 shares (10.818%).

The Wellington, New Zealand-based Firstcape said with Harbour Asset Management,
BNZ Investment Services and JB Were it bought 33,600 shares for $6,720, or 20 cents a
share, and sold 12,799,845 shares for $2,731,878, or 21.3 cents a share, but did not
disclose the dates of the purchases and sales.

Pacific Edge was up 1.5 cents or 8.1 percent to 20 cents.

PYC THERAPEUTICS

RA Capital Healthcare Fund says with Peter Kolchinsky and Rajeev Shah it has become
substantial in PYC with 83,850,000 shares, or 8.99 percent.

The Boston, Massachusetts-based RA Capital said that on February 11, 2026 it bought
83,850,000 shares for $125,775,000, or $1.50 a share.

Last week, PYC said it had “commitments” to raise $128 million in a placement at $1.50 a
share and $409 million in an institutional rights offer, with an up-to $116 million retail offer
to follow (BD: Feb 4, 2026).

PYC was up 3.5 cents or 2.4 percent to $1.515 with 1.3 million shares traded.




AUSBIOTECH

Ausbiotech says tickets are sold out for its “‘Women in Life Sciences’ lunch at Doltone
House in Pyrmont, Sydney on March 6, 2026 from 12pm to 3.30pm (AEDT).

Last year, Ausbiotech said registration was open for its ‘Women in Life Sciences’, which
brought “together women and allies from across Australia’s life sciences sector to connect,
reflect and champion progress” (BD: Dec 2, 2025).

Today, the industry organization said the event was co-hosted with Medicines Australia
and that former Dimension Therapeutics chief executive officer and Proto Axiom director
Dr Annalisa Jenkins was keynote speaker.

Ausbiotech said tickets were $300 for non-members, $250 for members, with waitlist
registration available at: https://bit.ly/4gKGV4s.

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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