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Minomic International
Transforming clinically significant prostate cancer
detection: An exclusive interview with Minomic's CEO

Prostate cancer is the second most common cancer among men after skin cancer
and the fourth most commonly diagnosed cancer globally. In 2020, an estimated
1.4 million people were diagnosed with prostate cancer, and over 375,000 people
died from the disease worldwide.

Although prostate cancer survival has tripled in the last 50 years in the UK, in part due
to greater awareness and better treatment, there are considerable doubts about the
veracity of the widely used PSA test and its usefulness as a screening tool in prostate
cancer. In some developed countries, for example, these doubts have resulted in health
authorities specifically recommending PSA not be used as a screening tool because
they believe it does not reduce mortality and may be harmful. These concerns result
from, in part, the high false positive rate associated with the test and the resulting
overdiagnosis of cancer and consequent unnecessary biopsies, an invasive, expensive,
painful and potentially risky medical intervention. With prostate cancer incidence growing
by 5% per annum, reflecting the developed economy's ageing population, there is an
urgent need for a better, more accurate prostate cancer test that doesn't result in
overdiagnosis but leads to better patient outcomes and survival rates.

Minomic International, an Australian pathology company specialising in developing
cancer tests, has spent the last seven years developing the solution, MiCheck® Prostate.

In 20186, during a clinical study, the Minomic team saw interesting results, which led
them to develop a new, more accurate prostate cancer test.

Dr Brad Walsh, CEO of Minomic International, said, “Clinicians were at the time no
longer looking at getting better prostate cancer tests as they had PSA, which works for
getting an indication that a man may have cancer, with the next step being diagnosis
through a prostate biopsy.”

However, 50% of men sent for biopsies following a PSA test should not be sent at all.
Clinicians want to know which patients are at risk of having clinically significant
prostate cancer as opposed to indications of cancers that don't pose a risk at all, a

common issue with PSA testing. 500/

“A strong case for improving testing from PSA is that many patients show an elevated o

PSA,; this is called a false positive. Those false positives are a big problem as these of biopsies following a
patients are sent for a biopsy when they don't need one”, Walsh explains. PSA test are avoidable

When you have a prostate biopsy, your results are marked on a scale called the Gleason
Score. The scores range from about one to ten. About 50% of men have no cancer
following biopsy, and there are those scoring Six - the lowest-grade cancer (termed
clinically insignificant). Anything over seven is classified as a clinically significant cancer.

Minomic was most interested in a new test that could accurately distinguish between
the patient group with either no cancer or clinically insignificant cancer and the group
scoring seven and above. While all these patients have elevated PSA, MiCheck®
Prostate can differentiate the groups. The at-risk patients would then be sent for a
biopsy, while those with elevated PSA would be put into active surveillance, returning
in six to twelve months for further tests.

“This is more appropriate than sending them off for a biopsy, which frequently is futile”,
says Walsh. To resolve this issue, Minomic developed an algorithm to accurately
determine the patient's risk level without needing a biopsy.

The Minomic test measures three types of proteins from a patient blood sample, alongside
clinical factors - such as the patient’s age - recorded by the doctor facilitating the test.

The MiCheck® Prostate algorithm delivers the patient's clinically significant prostate
cancer risk level as a percentage on a temperature bar. Those below a certain cut-off
level can be excluded from an unnecessary biopsy and put into active surveillance instead.

“Over half of all PSA test patients that show an elevated PSA are actually false
positives, so it is a significant number of men”, Walsh says. “They're the ones we don't
want to pull into having a prostate biopsy”.

Walsh explains that there are several benign reasons why men may have elevated PSA.
One of those is prostatitis, a transient inflammation that a man might have because of
an activity like riding a bike. Another activity resulting in elevated PSA is sex, and so if a
patient were to have sex or had been cycling in the morning before a PSA test, they
could present as having a high prostate cancer risk when that may not be the case.

Another problem that MiCheck® Prostate could resolve concerning prostate cancer is
what clinicians call the ‘worried well patient’.


https://www.cancer.net/cancer-types/prostate-cancer/statistics
https://www.cancerresearchuk.org/health-professional/cancer-statistics/statistics-by-cancer-type/prostate-cancer
https://www.curated.pe/opportunities/recpUhsbpTM0viumF/
https://minomic.com/micheck-prostate/
https://www.pcf.org/about-prostate-cancer/diagnosis-staging-prostate-cancer/gleason-score-isup-grade/
https://www.pcf.org/about-prostate-cancer/diagnosis-staging-prostate-cancer/gleason-score-isup-grade/
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“This may be a patient who hasn't had elevated PSA before, but they've gone to their
doctor as they might have had a family history of prostate cancer. Often, they take a
PSA test, and the results show PSA is over a certain level, so the doctor refers the
patient to the urologist.”

To avoid an unnecessary biopsy, this is where the urologist would use MiCheck®
Prostate. If the patient’s blood test showed elevated PSA, the next step would be the
Minomic test. The MiCheck® Prostate result will separate those men with elevated PSA
from those at risk of clinically significant prostate cancer.”

“Without MiCheck® Prostate, those men with a high PSA are all sent for a biopsy or an
MRI", says Walsh.

Commercialising MiCheck® Prostate

Given the prevalence of prostate cancer worldwide, MiCheck® Prostate has catalysed
interest in the United States, United Kingdom, Europe, Australia and South Africa and
could generate global sales of up to USD 2 billion.

The different approaches to healthcare delivery in each region mean that the journey to
commercialise the product will be specific to each geography. Walsh says this is
predominantly related to regulation, especially regarding cancer testing.

“As far as the regulator sees it, there’s an element of risk. The biggest concern is a
patient receiving a false negative test result and not taking action.”

“For the US, the regulatory pathway is quite amenable to cancer testing, and the US
healthcare system sees the benefit of early cancer detection. So, there we've rolled out
testing in CLIA labs - which stands for Clinical Laboratory Improvement Amendments

- under Medicare and Medicaid.”

The test is reimbursed if you're under the Medicare/Medicaid system at $760 per test,
while Minomic's cost of goods is low.

“The US is a strong focus for us. With an addressable market of around two million
men per year, there is a very attractive revenue opportunity there”, Walsh says, “the
next step is FDA clearance as a precursor to offering the test more broadly.”

“While we are getting traction in the US, we recognise the need to add additional
marketing resources to exploit the opportunity fully.”

Walsh adds, “Because Minomic uses blood pathology machines that aren’t expensive
and because our data is stored in the cloud, our test is affordable but also very
profitable. Other companies like Exact Sciences, Genomic Health and Guardant Health
have done the same very effectively, all in CLIA labs.”

“That's how they do their testing and offer their product. And they've built companies
with very significant market capitalisations.”

In Australia, Minomic has partnered with Sonic Healthcare, the largest pathology
provider in the country and the third largest in the world. Sonic has a considerable
presence in Europe, especially in Germany, and owns Doctor’s Laboratories in the
United Kingdom, an extensive network of laboratories and pathology services.

Sonic has helped Minomic in several areas since the beginning of their partnership. In
Australia, Sonic provides testing services for Minomic, which in turn provides Sonic
with the risk score calculations.

Once the test achieves its CE Mark, Sonic could use its considerable presence in the
United Kingdom to help Minomic navigate the approval pathway with the National
Health Service and National Institute for Health Care Excellence. This could, in time,
see MiCheck® Prostate become the leading clinically significant prostate cancer test in
the UK, where projections suggest there will be over 85,000 new cases of prostate
cancer every year, according to Cancer Research UK.

Minomic and Sonic Healthcare

The partnership between the two companies “began in 2017 with the championing of
Minomic by Sonic’s Chief Medical Officer, Dr Stephen Fairy. Sonic was looking to see
how it could deploy a prostate test, and once we developed it (MiCheck) to a point
where it was commercially viable, it became quite an appeal to them.

Sonic saw the huge potential of MiCheck® Prostate and could deliver it to the market.
“Sonic asked to see the test’'s performance in an Australian cohort, and once we had
completed that, we began deploying the test. That process that took around 18
months,” Walsh says.

The regulatory challenge is one aspect of bringing the MiCheck Prostate Test to the
global market, but technology transfer is another challenge. This is where Sonic and

Minomic's dynamic relationship has again proven extremely useful and synergistic.

“Our team and Sonic’s team have done a fantastic job of technology transfer. Sonic has

$2 billion

global sales potential of
MiCheck® Prostate
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https://www.cancerresearchuk.org/health-professional/cancer-statistics/statistics-by-cancer-type/prostate-cancer#heading-Zero
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also given strong support through facilitating introductions in other countries they
operate in, and we've now completed US testing and also have a UK cohort,” says
Walsh. “Sonic is helping us to understand how to approach the urologists and where
the low-hanging fruit is within the oncology and urology landscape.”

“There are quite a few touch points with urologists before they say yes to a product,
but for Sonic, urologists are already customers. They're already doing PSA testing and
biopsies, so they've got an integrated view of the area,” says Walsh.

Reception from oncologists and urologists to MiCheck® Prostate

Getting oncologists and urologists on board with the MiCheck Prostate Test has been
a relatively straightforward process for Minomic and has relied on its ability to respond
to three key questions, says Walsh.

“The first question is always the performance of the test, and it's far more sensitive and
specific than what is available in the marketplace today, with PSA or other tests. Secondly,
they want to know about the negative predictive value. How confident can they be that
if they get a low-risk result for a patient that rules him out of having prostate cancer?”

This concern has been addressed within the MiCheck® Prostate protocol, which
places men scoring a low-risk result into active surveillance, where they are tested
again in six to twelve months.”

“The third question is ‘who's using the MiCheck test? The answer to that one is our key
opinion leaders”, says Walsh. MiCheck® Prostate was developed with substantial input
from high-profile urologists and oncologists worldwide: Professor Mark Emberton in
the UK, in Australia, Professor Manish Patel and Professor David Gillat, and in the US,
Dr. Neil Shore.

These key opinion leaders for Minomic are well-recognised in their fields, and their
endorsement of MiCheck® Prostate is reassuring for the wider oncology and urology
community. “They're all respected researcher clinicians, so they have taken part in
many studies. So other oncologists and urologists know it's backed up by professionals
they trust,” says Walsh.

Getting MiCheck® Prostate to at-risk men

Minomic has been working hard to ensure that men most at risk of developing prostate
cancer can access MiCheck® Prostate globally. Data from the Global Cancer
Observatory shows that Black males are more likely to develop prostate cancer,
particularly African American men in the US and across the Caribbean.

As Walsh explains, it is not that the incidence rate is much higher among these groups
but that the incidences of clinically significant cancer are much higher.

“We're looking closely at a particular African American cohort that will be of interest
not just to this community but also to the government in the US. Often, these patients
are in socio-economic groups that struggle to gain access to healthcare. We think this
is very important, so we will soon be looking at a cohort of patients available to us
through the Medical University of South Carolina.”

One of the concerning issues with Black men and prostate cancer is the hesitancy to
undertake the traditional digital rectal examination, a vital starting point for detecting
signs of cancer. However, Minomic has found a way around this issue that addresses
the concerns of patients reluctant to undergo this examination.

“We have developed an algorithm that uses the prostate volume - the size of the
prostate - rather than the digital rectal exam. We set the digital rectal exam result to
zero for the patient, and it doesn't have a big effect on the performance of the test. So,
if a patient refuses a digital rectal exam, we can still run MiCheck® Prostate and get an
accurate estimate from the blood test itself.”

MiCheck® Prostate to be the leading test for clinically significant prostate cancer
Key to Sonic and opinion leaders’ endorsement of the Minomic MiCheck® Prostate is
its superior performance compared to any other test in the market. This superior
performance is both in terms of specificity and sensitivity. This clear advantage over
existing tests gives us the confidence that MiCheck® Prostate will become the world’s
leading clinically significant prostate cancer test, leading to better patient outcomes
and significant reductions in wasteful healthcare spending on unnecessary, expensive
and risky biopsies.

As Walsh explains, “key to successful performance is the test's specificity, meaning the
reduction of the false positive rate. That has always been the issue with PSA, where
specificity is about 25%. MiCheck® Prostate delivers about 50%, so we've doubled
specificity.”

The other side of a prostate test's performance is sensitivity. If sensitivity is high, more
cancers will be found; however, many of these will not develop into the kind of clinically
significant cancer clinicians are looking for. “Crucially, we've increased sensitivity
without compromising our specificity. Doctors told us they wanted 95% sensitivity,
which is where we're at, but we deliver a specificity of 50%. This is far higher than
other prostate cancer tests.”

“Doctors told us they wanted
95% sensitivity, which is where
we're at, but we deliver a
specificity of 50% — double
other prostate cancer tests.”

Dr Brad Walsh, CEO Minomic

Find out more about Minomic
Curated is representing Minomic in its
current funding round. To find out more
about the business, how to invest or to
meet with the management team, visit
the company profile page.


https://www.uclh.nhs.uk/our-services/find-consultant/professor-mark-emberton
https://www.urologicalcancercentre.com.au/
https://researchers.mq.edu.au/en/persons/david-gillatt
https://atlanticurologyclinics.com/physicians/neal-shore/
https://gco.iarc.fr/today/data/factsheets/cancers/27-Prostate-fact-sheet.pdf
https://gco.iarc.fr/today/data/factsheets/cancers/27-Prostate-fact-sheet.pdf
https://www.curated.pe/opportunities/recpUhsbpTM0viumF/
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Important information

All information used in the publication of this report has been compiled from sources that are
believed to be reliable. However, no guarantee, warranty or representation, express or implied, can
be given by Curated Capital as to the accuracy, adequacy or completeness of the information
contained in this research, and they are not responsible for any errors or omissions or results
obtained from use of such information. Neither Curated Capital, nor any affiliates, officers, directors
or employees accept any liability or responsibility in respect of the information, which is subject to
change without notice and may only be correct at the stated date of their issue. In no event will
Curated Capital, its affiliates or any such parties be liable to you for any direct, special, indirect,
consequential, incidental damages or any other damages of any kind even if Curated Capital has
been advised of the possibility thereof.

This research has been prepared purely for information purposes, and nothing in this report should
be construed as an offer, or the solicitation of an offer, to buy or sell any security, product, service or
investment. The research reflects the objective views of Curated Capital and does not constitute
investment advice. This document cannot be considered as the financial promotion, should you
require more details please contact hello@curated.pe.

Except where otherwise indicated herein, the information provided herein is based on matters as
they exist as of the date of preparation and not as of any future date and will not be updated or
otherwise revised to reflect information that subsequently becomes available, or circumstances
existing or changes occurring after the date hereof.

The information provided in this document is not intended for distribution to, or use by, any person
or entity in any jurisdiction or country where such distribution or use would be contrary to law or
regulation or which would subject Curated Capital or its affiliates to any registration requirement
within such jurisdiction or country.

Some or all alternative investments may not be suitable for certain investors. Investments in small
and mid-cap corporations and foreign entities are speculative and involve a high degree of risk. An
investor could lose all or a substantial amount of his or her investment. Investments may be
leveraged and performance may be volatile; they may have high fees and expenses that reduce
returns. Securities or legal entities mentioned in this document may not be suitable or appropriate
for all investors. Where this document refers to a particular tax treatment, the tax treatment will
depend on each investor’s particular circumstances and may be subject to future change. Each
investor’s particular needs, investment objectives and financial situation were not taken into
account in the preparation of this document and the material contained herein. Each investor must
make his or her own independent decisions and obtain their own independent advice regarding any
information, projects, securities, tax treatment or financial instruments mentioned herein. The fact
that Curated Capital has made available through this document various information constitutes
neither a recommendation to enter into a particular transaction nor a representation that any
financial instrument is suitable or appropriate for you. Each investor should consider whether an
investment strategy of the purchase or sale of any product or security is appropriate for them in
light of their investment needs, objectives and financial circumstances.

Certain information contained in this presentation constitutes “forward-looking statements,” which
can be identified by the use of forward-looking terminology such as “may,” “will,” “should,” “expect,”
“anticipate,” “target,” “project,” “estimate,” “intend,” “continue” or “believe,” or the negatives thereof
or other variations thereon or comparable terminology. Due to various risks and uncertainties, actual
events or results or the actual performance of an investment may differ materially from those
reflected or contemplated in such forward-looking statements. Prospective investors in a transaction
should not rely on these forward-looking statements in deciding whether to invest in the transaction.

This communication is exempt from the prohibition in section 21 of the Financial Services and
Markets Act 2000 on the grounds that it is made only to (1) investment professionals within the
meaning of section 19 of the Financial Services and Markets Act 2000 (Financial Promotion) Order
2005 (the “FPQ"); (2) high net worth companies, unincorporated associations etc. within the
meaning of section 49 of the FPO; or (3) persons falling within another exemption in the FPO or to
whom the communication may otherwise lawfully be made (together, the “Permitted Persons”). Any
person who is in any doubt about the investment to which this communication relates should
consult an FCA authorised firm specialising in advising on unlisted securities. Investment in the
Opportunity will only be available to UK recipients if they are Permitted Persons and this promotion
must not be relied or acted upon by other persons. Expressions of interest resulting from this
communication will only be responded to if received from such persons.

Curated Capital
Curated Capital Ltd is authorised and regulated by the Financial Services Conduct Authority, ADGM.
Registered address Al Sila Tower, ADGM Market Square, Abu Dhabi, UAE.
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