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The Australian stock market fell 0.11 percent on Friday May 15, 2026, with the ASX200
down 9.9 points to 8,630.8 points.

Twelve of the Biotech Daily Top 40 companies were up, 18 fell, nine traded unchanged
and one was untraded. All four Big Caps were up.

4D Medical was the best, up 34 cents or 8.9 percent to $4.17, with 16.2 million shares
traded. Immutep climbed 7.1 percent; Adheris was up 5.3 percent; Curvebeam,
Nanosonics and Polynovo were up three percent or more; Imugene and Mesoblast rose
more than two percent; Cochlear, Imricor and Resmed were up one percent or more; with
Clarity, CSL, Orthocell, Pro Medicus and SDI up by less than one percent.

Amplia led the falls, down 1.5 cents or 9.1 percent to 15 cents, with 353,880 shares
traded. Starpharma lost 6.1 percent; EBR and Prescient were down five percent or more;
Optiscan fell 4.55 percent; Botanix, Compumedics, Emvision and Lumos were down more
than three percent; Actinogen, Cyclopharm, Micro-X and Paradigm shed more than two
percent; Alcidion and Avita were down one percent or more; with Clinuvel, Neuren and
Telix down by less than one percent.



DR BOREHAM'S CRUCIBLE: NEUREN PHARMACEUTICALS

By TIM BOREHAM

ASX Code: NEU

Share price: $12.79; Shares on issue: 126,417,526; Market cap: $1.62 billion

Chief executive officer: Jon Pilcher

Board: Patrick Davies (chair), Mr Pilcher, Dianne Angus, Dr Jenny Harry, Joe Basile
Financials (year to December 31, 2025): revenue $84.8 million (down 62.8%), royalty
income $65 million (up 15%), net profit $30.4 million (down 78.6%), cash and equivalents

$296.1 million (up 33%)

March quarter 2026: Acadia’s Daybue net sales $US101 million (up 19.4%), royalty
income for Neuren $US10.4 million (up 6.3%)

Identifiable major holders: Vanguard 5.02%, State Street 5.01%, Cameron Richard Pty
Ltd 3.09%, Stuart Andrew Pty Ltd 2.2%, Smithley Super 1.25%, Linwierik Super 1.23%,
Jon Pilcher 1.19%

Neuren and its US partner Acadia Pharmaceuticals have been blitzing it with its Rett
syndrome drug Daybue (formerly trofinetide), with Neuren clocking up more than $500
million of cumulative revenue since Acadia launched the therapy in the US in 2023.

Daybue is the first - and only — drug for the devastating neurological condition that affects
mainly girls.

But Neuren CEO Jon Pilcher maintains Rett is only the beginning, with programs in place
covering six other disease candidates (three of them prioritized).

This is mainly via Neuren’s second drug candidate, NNZ-2591 (ercanetide).

“It's an incredibly privileged position for a company to be in and we have to make the most
of it,” Mr Pilcher says.

He says the cash stockpile means the follow-on programs are de-risked - not that drug
development ever is a ‘lay-down misere’ - while the company also has the capacity for
share buybacks and perhaps a maiden dividend (see below).

But not everything has gone right.

In early February European authorities unexpectedly knocked back Daybue approval,
sending Neuren shares down roughly 25 percent.

Ouch!



(Sort of) made in Australia

Trofinetide was invented two decades ago by eminent Auckland University chemist Prof
Margaret Brimble, but we will claim this one as a rare Aussie drug development success
story — and we'll send back Russell Crowe as compensation, if you like.

Daybue was developed at a cumulative cost of about $US250 million. But having acquired
the North American rights in August 2018, Acadia did much of the heavy lifting.

Neuren listed on the ASX in February 2005, having raised $40 million at 40 cents apiece.
Initially the company pursued other indications, including traumatic brain injury.

Neuren's breakthrough moment came in March 2023 when the US Food and Drug
Administration approved Daybue for Rett syndrome.

Acadia assumed the global rights in mid-2023, but the drug is sold only in the US, Canada
and Israel.

Acadia pays for development and marketing costs and deals with the regulators. Neuren
receives royalties — which are pretty much all profits - as well as milestone payments.

Previously Neuren’s chief financial officer, Mr Pilcher assumed the top job in 2020.

The science of synapses

Rett syndrome is caused by a genetic mutation that results in inadequate signaling
between brain cells.

The disorder causes difficulties in talking, breathing, eating and sleeping. The girls stop
meeting developmental milestones.

Neuren estimates 6,000-9,000 Rett sufferers in the US, 15,000 in Europe and 28,000 in
China.

Daybue zeroes in on the way neurons connect to each other through synapses.

“‘Many genetic abnormalities can cause those synapses not to form and not function
properly,” Mr Pilcher says.

“That can have a devastating impact on almost every aspect of living”.

Both Daybue (formerly NNZ-2566) and NNZ-2591 target the critical insulin-like growth
factor-1 (IGF-1) that naturally occurs in your brain.

“The company’s two drugs are improved synthetic copies of peptides that are involved in
biology by IGF-1,” Mr Pilcher says. “IGF-1 helps to grow new synapses, maintain the ones
that are there, prepare them and get rid of them if they're not good.”



Phelan’ good about follow-on programs

Neuren is targeting Phelan McDermid syndrome (PMS, the next cab off the rank), Pitt
Hopkins syndrome and hypoxic-ischemic encephalopathy (HIE).

Prader-Willi syndrome and Angelman syndrome are also on the company’s busy slate.

Neuren carried out a phase |l Angelman trial with promising results but has not continued
it because two other companies are carrying out phase lll trials for the disorder.

Neuren’s most advanced program, PMS is at phase lll. While being carried out in the US
and Canada, the trial bears (excuse the pun) the homely moniker of ‘Koala’. [editor’s note:
koalas are not bears]

PMS is closely related to - and often misdiagnosed - as autism.

Neuren has FDA orphan drug designation and fast-track status for PMS. The company
believes there could be two to three as many patients, relative to Rett syndrome.

Last November, the company started recruiting 160 patients, randomized with a drug or
placebo for 13 weeks of treatment.

As agreed with the FDA, the primary end-point is how the kids have changed as
measured by caregivers and clinicians.

A previous phase Il effort produced “fantastic” results that exceeded the outcome of the
phase Il Rett trial — without the gastro-intestinal side effects.

The study may roll into a 12-month open-label stage, with all patients on the active
treatment.

Pitt Hopkins is much more severe and the company has consulted with the FDA on a
more appropriate trial design and end-points.

With hypoxic-ischemic encephalopathy, Neuren plans a “quick” safety trial, ahead of a
registrational effort.

HIE is a serious brain injury in newborns, caused by reduced oxygen or blood flow before,
during, or shortly after birth.

Financials and performance
In 2025, Neuren pocketed $65 million of Daybue royalties, 15 percent higher.
Including interest income, total revenue came in at $84.8 million, down 62.8 percent.

Aside from $6 million in admin expenses, most of this trickled down to the bottom line.



The reported profit of $30.4 million compared to the previous year's $142 million surplus.
The 2024 number included $80.5 million of first sales milestones and another one-off
$76.8 million.

The latter consisted of Neuren's half share of a priority review voucher (PRV) pertaining to
Daybue, sold by Acadia for $US150 million.

Net Daybue sales totaled $US391 million, including a record US$110 million in the
December quarter.

In the March quarter of 2026, Acadia reported Daybue royalties of US$101 million, up 19.4
percent year on year, translating to royalties for Neuren of $US10.4 million (6.3 percent
higher).

Acadia has guided to current year Daybue sales of between $US460-490 million, implying
18-25 percent growth. Neuren expects this to translate to royalties of $70 million to $77
million, up-to 19 percent higher.

Neuren’s cash and cash equivalents improved 33 percent to $296.1 million, at December
31, 2025.

To soak up surplus funds, the Neuren is in the midst of its second share buyback. Last
year the company bought back $50 million of shares — the unexpected surplus from the
PRV sale. Neuren also is mulling a maiden dividend to utilize its growing franking credits,
the result of paying more tax in Australia.

In 2025, Neuren spent $36 million on NNZ-1259 research and development.

Over the last 12 months, Neuren shares have synapsed between $21.98 in mid-October
last year and a nadir of $11.28 in mid-March this year. The stock hit an all-time peak of
$25 in late December 2023. Five years ago, the shares were worth a mere $1.20.

The company holds its AGM in Melbourne on May 27.

Patient numbers

As at the end of December, 1,070 US patients were on Daybue, of a diagnosed population
of around 5,000 patients.

“That means a vast unaddressed market, which is growing because the incidence of
diagnosis is growing as well,” Mr Pilcher says.

But taking Daybue results in side effects - notably bad diarrhoea.

About 2,000 patients have tried and discontinued the treatment, probably because of this
problem.



But the company cites an improved continuance rate of more than 55 percent in 2025 (up
from about 45 percent a couple of years back).

One third of Daybue patients are treated at specialist ‘centres of excellence’ (COEs) and
thus are easier to reach. The rest go to individual neurologists scattered around regional
hospitals.

To overcome this, Acadia has increased its sales force by 30 percent and improved the
material sent to doctors (such as dealing with side effects).

The strategy is working because in the December quarter about three quarters of patients
were from non-COEs.

Daybue Stix - a better mousetrap
Even with a life-saving therapy, convenience is still a key factor.

In its current liquid form, Daybue needs refrigerating and has preservatives, sugar and the
one flavor.

Acadia estimates 400 families have discontinued - a sizable number in the context of there
being 1,000 ongoing patients.

Acadia’s solution is a powder sachet version called Daybue Stix.
The drug is taken as a liquid but the powder is dissolved, enabling better portability.

Acadia launched Daybue Stix nationwide in the US in in April, via the centres of
excellence.

So far, 250 Daybue Stix descriptions have been dispensed.

Mr Pilcher says surveys show an 80 percent satisfaction rate to date.

CHMP sends unwanted gorilla-gram

In February, the European Medicines Agency’s Committee for Medicinal Products for
Human Use (CHMP) advised against approving Daybue.

A formal CHMP vote then aped the decision.

Acadia has requested a re-examination - as its right - which will be conducted by different
dudes to the original decision.

Mr Pilcher said CHMP’s refusal was based on “perceived deficits”, including the drug’s
limited effect in the pivotal Lavender trial which was good enough for the FDA.



CHMP asserted the study did not “capture all core symptoms of Rett syndrome” and that
“assessment of longer-term outcomes was influenced by patient discontinuations over
time”.

Mr Pilcher says: “It was a bad outcome for the Rett syndrome community and | don't think
the European authorities have gone about it in the right way at all.”

He notes historically only 20 to 30 percent of CHMP decisions are overturned: “but we
would like to think there’s a better chance than that.”

Dr Boreham'’s diagnosis:
What's needed to restore Neuren’s share price magic?

We don’t know whether to blame the skittish healthcare market for the malaise, or the
European knockback.

Or perhaps perceptions that Rett syndrome Daybue sales are as good as they can get?
A European rethink would help, but the Continental market is fragmented and difficult.
In other words, investors probably overreacted.

“We got smashed way beyond the value but it's a typical momentum thing,” Mr Pilcher
said.

PMS trial success also would help.

“We feel really good about this trial,” Mr Pilcher says.

“It's incredibly important and it's going to give an incredible uplift for shareholders”.
Meanwhile, Acadia’s Daybue revenue guidance has particular resonance.

That's because the $US500 million sales mark will trigger a $US50 million milestone
payment to Neuren.

Under the tiered royalty structure, Neuren’s royalties rise from 12 percent to 14 percent.

At Acadia’s guided current-year upper end of $US490 million, sales are as near as
dammit.

So, there's at least 50 million reasons for investors to hang in there.

Disclosure: Dr Boreham is not a qualified medical practitioner and does not
possess a doctorate of any sort. But he will keep pretending and hang in there.



HARRY PERKINS INSTITUTE OF MEDICAL RESEARCH

The Harry Perkins Institute says the Western Australia Government will match $375
million in Federal funding to open a cancer centre in Perth, taking the total to $750 million.
In 2022, the Harry Perkins Institute said it could begin development of a $750 million
Western Australia Cancer Centre located at Perth’s Queen Elizabeth || Medical Centre
following the allocation of $375 million in funding from the Federal Government.

At the time, the Institute said the centre would provide “world-first cancer medicines,
world-leading clinical trials, holistic supportive treatment therapies, an integrated and
dedicated intensive care unit as well as new hospital beds solely for cancer patients”.
Today, a spokesperson told Biotech Daily that the Western Australia Government would
“dollar-match” the Federal Government funding.

The Harry Perkins Institute said its ‘WA Comprehensive Cancer Centre’ would “initially
focus its work in several cancer streams with strong existing research foundations, each to
truly integrate basic and translational research with clinical care together with a core
principle of equity of access”.

The Institute said it would work with the State Government to finalize the location of the
site and once that process was complete expected construction to begin within about 18
months and the centre to be operational “by end of 2030”.

The Harry Perkins Institute said “this bold addition to Western Australia’s health
infrastructure will see [the State] join a national network of comprehensive cancer centres,
where the latest discoveries in bench side research can be more effectively trialled locally
and translated into bedside treatments, setting Australia apart in developing new
personalized treatment options for cancer patients”.

AVITA MEDICAL

Avita says unaudited revenue for the three months to March 31, 2026 was up 4.0 percent
to $US19,251,000 ($A26,677,000), with net loss after tax down 23.4 percent to
$US10,611,000 ($A14,704,000).

Avita said unaudited revenue from sales of its Recell spray-on-skin cells for thermal burn
and trauma wounds and Cohealyx and Permeaderm wound healing products was
$US19,064,000, with $US187,000 from lease revenue.

The company said the increase was “driven by contributions from Cohealyx, Recell Go
mini in trauma and smaller wounds, and continued normalization in Recell utilization
following the resolution of prior reimbursement headwinds”.

Avita said its decreased unaudited loss reflected “continued execution against cost
optimization initiatives and sales force reduction implemented in 2025, which resulted in a
$2.0 million decline in sales and marketing expenses driven by lower salaries, benefits,
stock-based compensation, and commissions”.

Avita chief financial officer David O'Toole said the results showed “continued progress
against the cost optimization initiatives implemented in 2025, with operating expenses
down meaningfully year-over-year”.

“As expected, net cash use was higher in the first quarter, driven by seasonal
compensation and other one-time payments, and further elevated by the timing of revenue
and collections,” Mr O’Toole said.

The company said three-month diluted loss per share fell 34.0 percent to 35 US cents,
with cash and cash equivalents of $US8,309,000 at March 31, 2026 compared to
$US10,243,000 at March 31, 2025.

Avita fell two cents or 1.7 percent to $1.18.




PACIFIC EDGE

Pacific Edge rose 44.8 percent on the publication of a draft local coverage determination
(LCD) with explicit coding guidance for its Cxbladder Triage and Triage Plus tests.

Pacific Edge said the associated draft article for billing and coding guidance published on
the US Medicare Coverage Database showed that its Cxbladder Triage and Triage Plus
urine tests for bladder cancer “were proposed to be reimbursable under this policy”.

Last year, the company said local coverage determination changes by Medicare
administrative contractor (MAC) Novitas halted coverage of Cxbladder (BD: Apr 28, 2025).
Earlier this year, Pacific Edge said that it would meet with Novitas on February 19, 2026 to
consider the evidence of urine biomarkers for haematuria (BD: Feb 9, 2026).

Later, the company said it believed a panel’s opinion at a Novitas-organized meeting was
“a clear endorsement of urine-based biomarkers”, including Cxbladder, and was
appropriate for Medicare coverage (BD: Feb 23, 2026).

Today, Pacific Edge said the draft LCD, titled ‘Urine-based Biomarkers in Patients with
Microhematuria’ established haematuria evaluation “as a covered Medicare benefit for the
first time and importantly distinguishes haematuria patients as eligible for Cxbladder
Triage and Triage Plus when contrasted with the existing non-coverage LCD ... which is
for a different patient population”.

The company said Novitas would hold a public meeting and accept written comments
before addressing comments and publishing a final version of the LCD “within 12 months
from today” or withdraw the draft LCD.

Pacific Edge said if Novitas finalized the draft LCD it would become effective 45 days after
it was published.

The company said “no other urine-based biomarkers are included in the draft coding
article, creating a moat around our micro-haematuria business”.

Pacific Edge chief executive Dr Peter Meintjes said the “new draft LCD establishes
haematuria evaluation as a covered Medicare benefit for the first time”.

“The draft language clearly distinguishes micro-haematuria patients as eligible for urine-
biomarker testing and notes positive coverage for Cxbladder Triage and Triage Plus,” Dr
Meintjes said.

Dr Meintjes said the test shifted Pacific Edge “towards operating profitably given the
Medicare price of $US1,328 ($A1,847) per test, a 75 percent improvement over the
$US760 ($A1,057) received for the legacy Cxbladder products”.

“Given this draft LCD clearly distinguishes micro-haematuria patients as covered and as
distinct from cancer patients in the non-coverage LCD, Pacific Edge will engage with
Novitas to seek reimbursement for Triage and Triage Plus on a claim-by-claim basis
during the draft period,” Dr Meintjes said.

Pacific Edge was up 6.5 cents or 44.8 percent to 21 cents.

ATOMO DIAGNOSTICS

Atomo says it has raised $44,500 at 3.3 cents a share in an up-to $1,000,000 share
purchase plan, taking the total raised to $3,045,000 and leaving a $955,500 shortfall.
Earlier this year, Atomo said it expected to raise $3.0 million at 3.3 cents a share, a 10
percent discount to the 15-day volume weighted average price, in a placement and $1.0
million in a share plan following the Lumos Febridx FDA CLIA waiver (BD: Mar 30, 2026).
Today, the company said investors would receive one attaching options for every share
issued, exercisable at 4.5 cents each within two-and-a-half years from the issue date.
Atomo said it reserved the right to place the remaining $955,500 shortfall.

Atomo was unchanged at 2.2 cents.




UNIVERSITY OF QUEENSLAND

The University of Queensland says HDACG6 inhibitors can re-active the ‘mitochondrial
fission’ process in cells to fight bacteria, in-vitro, showing promise for antibiotic resistance.
The University of Queensland said that it found “when under attack, the body’s immune
cells activate a cellular process called ‘mitochondrial fission’ to kill invading bacteria”.

The University said mitochondrial fission was “a critical process in which mitochondria
within cells split into smaller units to support the body’s response to stresses, including
infections” and that some bacteria had evolved to stop the activation of mitochondrial
fission, allowing the invading pathogens to survive and the infection to persist.

The University of Queensland said a study showed that “mitochondrial fission enhances
the body’s antibacterial response to infections in mammalian cells and animal models”,
including in Escherichia coli (E coli) infections.

The University said it had found “an experimental treatment called an HDACG6 inhibitor can
re-activate the mitochondrial fission process in immune cells to fight invading bacteria”.
According to the National Library of Medicine, HDACG6 stands for ‘histone deacetylase 6’.
The University said the research may result in the development of therapies “to fight
antibiotic-resistant bacterial infections, including for life-threatening conditions like sepsis”.
The University said the research, titled ‘Mitochondrial fission mediates an evolutionarily
conserved antibacterial defense response’ was published in Science Immunology, with an
abstract available at: https://www.science.org/doi/10.1126/sciimmunol.aed2623.

OSTEOPORE

Osteopore says it has Malaysian regulatory approval for its high tibia osteotomy product
for bone reconstruction and additional bone grafting products.

In 2022, Osteopore said the Indonesian Ministry of Health had approved the sale of its
Osteomesh dental mesh and Osteoplug dental plug (BD: Dec 8, 2022).

Today, the company said it would begin securing “commercial representation and
commence customer engagement, with initial focus on major trauma centres including
Hospital Kuala Lumpur, Hospital Sungai Buloh, and University Malaya Medical Centre”.
Osteopore said the approval expanded its commercial presence in Malaysia.

Osteopore chief executive officer Dr Yujing Lim said the approval allowed the company to
“‘expand our important orthopaedic product line into Malaysia”.

“Leveraging regulatory reliance frameworks between Singapore and Malaysia helped
streamline access, and our focus now is to establish strong commercial partnerships and
engage leading trauma centres to support surgeons and their patients”, said Dr Lim
Osteopore fell 0.1 cents or 14.3 percent to 0.6 cents with 13.7 million shares traded.

RACURA ONCOLOGY (FORMERLY RACE ONCOLOGY)

Racura says it has approval to dose the second cohort with 80 milligrams (mg) per square
meter of RC220 in its 53-patient, phase | trial for solid tumors and cardio-protection.

Last year, the then Race said it dosed the first patient in its 53-patient, phase | trial of
RC220 bisantrene with doxorubicin for advanced solid tumors (BD: May 1, 2025).
Today, the company said the safety review committee found that RC220 showed “an
acceptable safety profile, with no dose limiting toxicities or safety concerns identified
during the safety observation period for the first three cohort one patients dosed at 40mg
per square meter” and that all patients on trial were alive.

Racura managing-director Dr Daniel Tillett said the review was an “important milestone”.
Racura was up 22 cents or 8.7 percent to $2.76.



https://www.science.org/doi/10.1126/sciimmunol.aed2623

PRESCIENT THERAPEUTICS

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

The ASX said the company’s share price rose 37.5 percent from a low of 5.6 cents at the
close of trading on May 13 to a high of 7.7 cents yesterday and noted a “significant
increase” in the volume of shares traded.

Prescient said chief executive officer James McDonnell had “recently conducted a number
of investor presentations with institutional and sophisticated investors based on the
investor presentation previously released to the ASX on April 30, 2026”.

The company said that “no material new information was disclosed during those
presentations that had not already been announced to the market”.

Prescient fell 0.4 cents or 5.8 percent to 6.5 cents with 1.4 million shares traded.

IMMUNO PDT

Melbourne’s Immuno PDT says it has appointed Dr Bill Lynch as principal investigator of
the development of its photo-dynamic therapy (PDT) for prostate cancer in Australia.
Immuno PDT said Dr Lynch was head of the Société Internationale d’Urologie (SIU) and
Professor of Urology at Sydney’s Macquarie University.

The company said Dr Lynch had assumed the role following the death of its founder and
science director Dr Donald Murphy in late 2025, with the phase Il trial continuing during
that time under existing co-investigators Prof Karin Ried and Prof Avni Sali.

Immuno PDT said Dr Lynch’s appointment ensured “the program retains senior
international urology leadership at a pivotal point in its clinical development”.

Earlier this year, the company said it hoped to raise $25 million for a phase la/llb trial of its
oral photo-dynamic therapy (PDT) for early-stage prostate cancer (BD: Feb 3, 2026).
Immuno PDT is a private company.

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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