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MARKET REPORT 
The Australian stock market fell 0.82 percent on Friday March 20, 2026, with the ASX200 
down 69.4 points to 8,428.4 points. 
 
Nineteen of the Biotech Daily Top 40 companies were up, 14 fell, six traded unchanged 
and one was untraded. 
 
Imricor was the best, up 13 cents or 7.1 percent to $1.95, with 416,556 shares traded. 
 
Curvebeam, Prescient and Resonance climbed more than five percent; 4D Medical was 
up 4.4 percent; Paradigm and Syntara were up more than three percent; Atomo, CSL, 
Medical Developments, Starpharma and Telix rose more than two percent; Clinuvel, 
Compumedics, EBR, Nanosonics, Neuren and Proteomics were up more than one 
percent; with Emvision and Orthocell up by less than one percent. 
 
Impedimed led the falls, down 0.1 cents or 6.25 percent to 1.5 cents, with 1.45 million 
shares traded. 
 
Adheris and Botanix fell more than four percent; Avita and Micro-X were down more than 
three percent; Aroa, Immutep and Pro Medicus shed two percent or more; Clarity, 
Cochlear, Dimerix, Lumos and Optiscan were down more than one percent; with 
Cyclopharm, Mesoblast, Resmed and SDI down by less than one percent. 



DR BOREHAM’S CRUCIBLE: MESOBLAST 
 
By TIM BOREHAM 
 
ASX code: MSB; Nasdaq code (American depository shares): MESO 
 
ASX shares on issue: 1,290,302,187; Share price: $2.06; Market cap: $2.7 billion 
 
Chief executive: Prof Silviu Itescu 
 
Board: Philip Facchina (chair), Jane Bell, William Burns, Prof Itescu, Dr Eric Rose (chief 
medical officer), Dr Philip Krause, Lyn Cobley, Dr Gregory George 
 
Financials (six months to December 31, 2025): revenue $US51.3 million (previously 
$US3.15 million), loss of $US40.1 million ($US47.9 million deficit previously) cash on hand 
$US130.0 million (up 242% on a year previously), borrowings $US126.87 million (up 4%) 
 
Identifiable major shareholders: G to the Fourth Investments LLC (Dr Gregory George) 
21.5%, Prof Silviu Itescu 7%, William Gueck 5% 
 
* $US1.00 = $A1.493 at December 31, 2025 
 
 
Mesoblast founder and CEO Prof Silviu Itescu has a markedly more relaxed demeanor 
than in the past, when investors questioned the capital-intensive stem cell developer’s 
ability to survive. 
 
The turning point came on December 19, 2024, when the US Food and Drug 
Administration (FDA) approved Mesoblast’s Ryoncil mesenchymal stromal cell (MSC) 
therapy, for peadiatric graft versus host disease (GvHD). 
 
To be specific, the consent was for children two years and older who do not respond to 
standard-of-care steroids. The first product approval for Mesoblast, the assent came after 
more than 15 years of toil. It also marked the FDA’s first approval of a childhood GvHD 
therapy – and its first consent for an MSC therapy. 
 
“Everyone says it takes a long time to go from an idea to commercialization and we are 
proof of it,” Prof Itescu says. “Because 90 percent of first product launches fail, hedge 
funds were betting against us, but we showed we were successful.” 
 
Approval is only the first commercialization hurdle to overcome. So far, the Ryoncil launch 
has exceeded management’s expectations, with the therapy supplied to around 45 
specialist centres. 
 
The company has secured Medicare reimbursement and coverage from 95 percent of the 
private insurers. 
 
“There could have been many hiccoughs along the way, such as difficulty with 
[reimbursement] coverage and pricing,” he says. “Adoption could have been slow, but 
none of these things eventuated.” 



A “bedrock for growth” 
 
Prof Itescu says childhood GvHD “provides the bedrock for growth in a market that is 
impossible for competitors to enter”. 
 
While Ryoncil revenues are flowing nicely, investor attention has turned to Mesoblast’s 
next indication. Management has made it clear that paediatric GvHD is only the beginning. 
 
The company has launched a trial of Ryoncil for adult GvHD – a population three to four 
times bigger than the childhood cohort. GvHD, by the way, occurs after a bone marrow 
transplant. The donor graft identifies the recipient’s (host) tissues as foreign - and 
launches an immune attack against them. 
 
Mesoblast’s other key programs are in lower back pain and heart failure (see below). And 
the company shelved a number of programs, including one for knee osteoarthritis. 
 
 
Having a (Meso) blast 
 
Mesoblast is using its proprietary mesenchymal lineage cell technology platform to 
develop allogeneic (off-the-shelf) cellular medicines, to treat complex inflammatory 
diseases resistant to the standard-of-care. 
 
The company selects precursor stem cells from the bone marrow of healthy adults, 
creating a master cell bank. This cell kitty is then expanded into thousands of doses for 
off-the-shelf use, without the need for tissue matching. 
 
The cells can be administered to the patient, without the need for donor–recipient 
matching or suppressing the recipient’s immune system. 
 
Mesoblast was founded by Prof Itescu, based on technology from the Institute of Medical 
and Veterinary Sciences (now South Australia Pathology) and the Hanson Institute in 
Adelaide. Mesoblast was incorporated on June 8, 2004, and listed on the ASX on 
December 16 that year, after a $21 million raising at 50 cents apiece. 
 
In 2013, Mesoblast bought the intellectual property of Osiris Therapeutics, for around 
$US100 million, much of it in scrip and dual listed on the Nasdaq on November 13, 2015. 
 
Mesoblast receives royalties or milestones on two non-US approved products: for GvHD 
in Japan (Temcell, marketed by JCR Pharmaceuticals) and for peri-anal fistulas in Europe 
(Alofisel, marketed by Tigenix).  
 
 
Adult GvHD 
 
Graft versus host disease (GvHD) affects about half of all allogeneic (off-the-shelf) bone 
marrow transplant recipients, affecting the skin, liver and gastrointestinal tract. There are 
more than 30,000 bone marrow transplants a year, with about 1,500 childhood cases in 
the US. While half will develop GvHD, in patients resistant to the standard-of-care of 
steroids, mortality rates are as high as 90 percent. 



Demanding a further phase III trial, the FDA knocked back Mesoblast’s approval 
entreaties in August 2024, as well as in 2020 (the agency rejected the therapy despite an 
expert panel recommending approval on a majority of nine votes to one). Eventually the 
FDA had a rethink and approved the therapy without the extra trial. 
 
In an “aggressive” move into the adult space, Mesoblast is preparing a phase III label 
extension trial for Ryoncil across 35 US sites. 
 
“The lessons learned from paediatric are now being applied to the adult market,” Prof 
Itescu says. 
 
The trial should be up and running within months, with full enrolment over 12 months or 
so. The randomized, controlled study involves half the patients receiving Ryoncil and the 
standard of care Jakafi (ruxolitinib, a janus kinase inhibitor). The other half get Jakafi 
alone. 
 
Prof Itescu says the idea is that patients don’t wait to fail Jakafi. 
 
“We are looking to put Ryoncil into a mainstream second line regimen for adults with this 
terrible condition.” 
 
With paediatric GvHD, Mesoblast’s data showed survival rates of at least 70 percent in 
first three months and 50 percent over five years. 
 
 
A pain in the back 
 
The chronic lower back pain (CLBP) drug candidate is directed at patients with 
degenerative disc disease. In the US, about seven million adults are afflicted and mainly 
they take opioids for relief. 
 
The program uses Mesoblast’s even more potent allogeneic stem cell therapy, 
rexlemestrocel-L. 
 
The company is recruiting 300 patients for a second phase III trial, across 40 US sites. As 
of mid-January, the trial was 50 percent enrolled. The company targets pain reduction 
over 12 months, relative to placebo. 
 
The trial aims to support the findings of a 2021, 404-patient phase III study, showing the 
therapy to be “safe, durable and effective”. The pain reduction after a single injection 
endured from 12 months to three years. 
 
Last December, the FDA said that evidence of reduced opioid use from one “adequate 
and well controlled trial” could be included in the product labelling. 
 
Such a label would help in the “breadth and uptake of product in reimbursement”. 
 
Prof Itescu dubs CLBP as a “huge blockbuster, multi-billion-dollar opportunity in the US 
alone”. 
 



Heart failure 
 
Mesoblast also has test driven rexlemestrocel-L (dubbed Revascor) in two completed 
phase III heart trials. 
 
In 2020, a 537-patient heart trial missed the primary endpoint of reducing heart failure in 
chronic patients. But a follow-up study identified strengthened heart function at 12 months 
among the “largest unmet needs and best responders”. 
 
While the trial did not meet the endpoint of shortness of breath, the company reported a 
“remarkable” 80 percent reduction in heart attacks and strokes over three years, as well 
as a 60 percent reduction in mortalities 
 
The company plans to file to the FDA for approval as an orphan indication “in coming 
months”. 
 
The other study covered 160 patients implanted with an artificial heart (a left ventricle 
assist device, or LVAD). 
 
This trial showed a significant mortality reduction over 12 months and less severe 
bleeding and hospitalization rates. 
 
More than 100,000 US patients each year progress to end-stage heart failure, with a one-
year mortality exceeding 50 percent. 
 
 
Finances and performance 
 
Mesoblast recorded revenue of $US51,342,000 ($A72,305,000) for the half year to 
December 31, 2025, compared with $US3.15 million in the 2024 half year (when Ryoncil 
had not been approved). 
 
Ryoncil contributed $US44.2 million of revenue. Management expects full year Ryoncil 
revenue of $US110-120 million. 
 
Mesoblast also pocketed $US2.66 million of royalties or milestones on two non-US 
approved products. These are for GvHD in Japan (Temcell, marketed by JCR 
Pharmaceuticals) and for peri-anal fistulas in Europe (Alofisel, marketed by Tigenix). 
 
The company recorded a loss of $US40.2 million, compared with a $US47.9 million deficit 
previously. 
 
At December’s end the company held cash of just under $US130 million, up 241.8 percent 
over the prior year. Net debt increased four percent to $US126.8 million. 
 
The company has also revamped its balance sheet with a $US125 million line of credit 
arrangement. 
 
The funds are available over five years on an interest only-basis, at 8 percent per annum. 
 



The company has drawn down $US75 million of this amount to pay off current debt struck 
on unfavorable terms. 
 
The company has accumulated losses of $US1.051 billion - so at least it won’t be 
bothered by the taxman when it turns its first profits. 
 
Prof Itescu says the company expects to break even by mid-2026. 
 
“We are well cashed-up because we have taken the debt off our books and the income is 
matching our outflows.” 
 
Over the last 12 months, Mesoblast shares have traded as high as $3.30 (early February 
2025) and as low $1.57 (mid-June 2025). They hit a record low of 25 cents in February 
2024 and peaked at $9.57 in October 2011. 
 
In December 2024, the company was added to the Nasdaq biotechnology index. 
 
 
Dr Boreham’s diagnosis 
 
Overall, Prof Itescu dubs US capital markets as “not particularly healthy” for biotechs. 
 
“It’s not a bullish market,” he says. “There’s not much volume from either generalist or 
healthcare investors.” 
 
While companies have managed hefty placements, they tend to be done at deep 
discounts of up to 25 percent, with attached warrants (similar to options). 
 
He says investors overwhelmingly are hedge funds rather than “long only” participants. In 
other words, they will cash in early gains and recycle their capital for the next play. 
 
Still, Mesoblast’s history shows that when it comes to the crunch, funding is forthcoming. 
 
After 15 years of FDA knockbacks for the company, the biotech gods are squaring things 
up with some good karma. 
 
Prof Itescu prefers to think it’s more a case of hard work and persistence. 
 
“You can only do your best and put the building blocks in place,” he says. “We have had 
our fair share of down days but thank goodness things are working well, now.” 
 
He says Mesoblast has honed its focus to “diseases that have a major impact on life, 
whether it is a direct survival benefit or indirect (through opioid use reduction). This should 
ensure FDA approval, market adoption and premium pricing. 
 
“We have focused on the sickest of the sick patients across different indications.” 
 
Disclosure: Dr Boreham is not a qualified medical practitioner and does not 
possess a doctorate of any sort. He agrees that with hard work and persistence, 
good fortune naturally will karma long. 



CLINUVEL PHARMACEUTICALS 
Clinuvel chair Prof Jeffrey Rosenfeld said that after months of consultation, the board 
decided that Dr Philippe Wolgen would continue as chief executive officer. 
In a three-page letter to shareholders, Prof Rosenfeld said that “after many months of 
research, consultation, and dialogue, we have reached a definitive and unanimous 
decision: Philippe Wolgen will continue as chief executive officer”. 
Prof Rosenfeld said Clinuvel had “delivered the strongest first half-year financial result in 
its history”. 
Prof Rosenfeld said the board and its advisors had “undertaken a rigorous review of the 
critical issues that will determine Clinuvel’s trajectory, succession planning, strategic 
direction and capital allocation”. 
Prof Rosenfeld said “this is not routine renewal”. 
“This is a strategic imperative,” Prof Rosenfeld said. 
Prof Rosenfeld said the coming 24-to-36 months was “the most critical execution phase in 
Clinuvel’s history”. 
“The risks are considerable … [and] we will need to navigate regulatory uncertainty, 
clinical complexity, and market volatility,” Prof Rosenfeld said. 
Prof Rosenfeld said that Dr Wolgen had “proprietary command of our science”. 
“His direct stewardship of management is required for the successful launch of our vitiligo 
program, the development of novel formulations, and the expansion of our technology 
platform,” Prof Rosenfeld. 
“Second, stability matters,” he said. 
“We have examined the option of recruiting a US-based executive to lead our emerging 
story,” Prof Rosenfeld said.  
“We have reviewed candidates,” he said. 
“We have weighed the arguments for change,” Prof Rosenfeld said. 
“The conclusion is clear: recruiting a new CEO would introduce strategic diversion, create 
unavoidable delays, and carve a void in institutional knowledge,” Prof Rosenfeld said. 
“Our major shareholders and analysts have been unequivocal, such a risk would be poorly 
received by international markets at this juncture,” Prof Rosenfeld said. 
“Third, Philippe has demonstrated something rare in this industry: the ability to absorb 
volatility and lead through complex challenges,” Prof Rosenfeld said. 
“His laser focus on risk, his calm demeanor under pressure, and his untarnished 
professional record are precisely what this company requires as we enter our defining 
phase,” Prof Rosenfeld said. 
“In this environment, a change at the top would not merely delay us, it would set us back a 
minimum of two to three years,” he said. 
“Worse, it could result in outright failure to execute our strategy,” Prof Rosenfeld said. 
“The board has examined this question from every angle,” Prof Rosenfeld said. 
“We are not willing to incur that cost,” he said. 
In 2025, Clinuvel said Lachlan Hay was appointed acting chief executive officer and its 
executive team would assume Dr Wolgen’s responsibilities for up-to three months, while 
Dr Wolgen took temporary leave to seek medical treatment (BD: Mar 18, 2025). 
Later, the company said Dr Wolgen had resumed as chief executive officer and managing-
director, with Mr Hay returning to chief operating officer (BD: Oct 1, 2025). 
Last year, Clinuvel said its annual general meeting voted a remuneration report first strike, 
with 62.96 percent of the meeting defeating the resolution and the re-election of directors 
Prof Rosenfeld and Matthew Pringle facing 31.98 percent and 16.44 percent opposition, 
respectively (BD: Oct 17, 2025). 
Clinuvel was up 17 cents or 1.8 percent to $9.64. 



PARADIGM 
Paradigm says it has opened a Hong Kong site in its 466-patient, phase III clinical trial of 
injectable pentosan polysulfate sodium (IPPS) for knee osteoarthritis. 
Last year, Paradigm said it opened the first Australian site and enrolled the first of up-to 
466 patients in the open label, randomized, double-blind phase III trial (BD: Jun 3, 2025). 
Today, the company said the activated site was at the Hong Kong Centre for Clinical 
Research and it had begun screening patients for the trial. 
Paradigm said that three clinical trial sites in Moldova were expected to be opened “in the 
coming weeks” and would expand the trial and recruitment capacity. 
The company said the it was approaching a 50 percent of patient recruitment milestone, 
which was required to conduct an interim analysis. 
Paradigm said the primary endpoint was the change in the weekly average of daily pain at 
day-112, with secondary endpoints including improvements in function, structural 
outcomes assessed through imaging, and additional safety and other measures. 
The company said recruitment continued at its existing clinical trial sites in Australia, the 
US and Asia, supporting its strategy to generate data for regulatory submissions. 
In 2024, Paradigm said it had US Food and Drug Administration approval for its phase III 
trial of (IPPS) for knee osteo-arthritis (BD: Nov 28, 2024). 
Today, Paradigm managing-director Paul Rennie said as the company approached “the 
important 50 percent recruitment milestone in the … study, it is timely that the Hong Kong 
site has come online to support the next phase of enrolment”. 
“With additional sites in Moldova expected to be activated shortly, we are continuing to 
build recruitment momentum and expand our global site network,” Mr Rennie said. 
Mr Rennie said the Søborg, Denmark-based Nordic Bioscience Clinical Development 
(NBCD) was supporting the Hong Kong and Moldova regions, working with Advanced 
Clinical as its contract research organization. 
“Together, these complementary CRO partnerships strengthen our global recruitment 
network as we work toward completing enrolment in this phase III study,” Mr Rennie said. 
Paradigm was up one cent or 3.85 percent to 27 cents. 
 
 
MEMPHASYS 
Memphasys says commercial operations in the Middle East and North Africa “continue to 
operate unaffected, despite ongoing geo-political instability in parts of the region”. 
Last year, Memphasys said it had a $325,000 deal with Doha’s International Technical 
Legacy (ITL) for its Felix sperm separation device (BD: Sep 8, 2025). 
Later, the company said Doha, Qatar’s Hamad Medical Corp had committed to begin 
commercial in-clinic use of its Felix sperm separation system for in-vitro fertilization; with 
Felix commercially available in the Middle East and North Africa under its Conformité 
Européenne (CE) mark approval and target clinics capable of generating $100,000 to 
$350,000 a year in Felix cartridge revenue (BD: Feb 2, 2026). 
Today, Memphasys said following a review of operations, distribution networks and 
customer engagement it confirmed “all commercial activities, logistics and partner 
operations are continuing as normal, with no material disruptions identified”. 
The company said current demand and order activity across the region remained 
consistent with its expectations and ongoing commercial rollout. 
Memphasys said it received additional commercial orders from customers in the United 
Arab Emirates and Iraq, operations in Qatar remained fully-operational and regulatory 
approvals were advancing in Egypt and Turkey. 
Memphasys was unchanged at 0.5 cents with 1.2 million shares traded. 



ADALTA 
Adalta says the Canadian Intellectual Property Office has granted a composition of matter 
patent protecting its AD-214 anti-fibrotic product. 
Adalta said the patent, titled ‘CXCR4 binding molecules’ protected its intellectual property 
until January 8, 2036, including the i-body sequence used in its AD-214 as well as other 
pharmaceutical compositions containing i-body sequences. 
The company said patents were granted on a country-by-country basis and AD-214 was 
protected in its “likely major commercial markets” including the US, Canada, European 
Union and Japan as well as “key potential manufacturing locations” such as India and 
China and several other jurisdictions until 2036. 
Adalta said it had made applications for patents related to dosing and methods of 
treatment that, if granted, would provide additional protection until 2043. 
Adalta was up 0.05 cents or 14.3 percent to 0.4 cents with 8.75 million shares traded. 
 
 
ONCOSIL MEDICAL 
Regal Partners Funds Management says it has become a substantial shareholder in 
Oncosil with 3,188,214 shares, or 10.39 percent. 
Sydney’s Regal said that between February 9 and March 17, 2026 it bought 3,065,104 
shares for $2,084,271, or 68 cents a share. 
Last year, the company said its extraordinary general meeting passed all resolutions, with 
25.45 percent against its 400-to-one share consolidation (BD: May 29, 2025). 
Oncosil was up one cent or 2.1 percent to 48.5 cents. 
 
 
ALGORAE PHARMACEUTICALS (FORMERLY LIVING CELL TECHNOLOGIES) 
Algorae says it has appointed Waleed Elsayed as head of sales. 
Algorae said Mr Elsayed had more than 20 years of experience in pharmaceuticals, 
medical devices and healthcare services and had been Sandoz Australia and New 
Zealand head of hospital sales and Baxter International Australia and New Zealand 
business development and specialty sales manager. 
Algorae was unchanged at 1.5 cents. 
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