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Lab opens revenue opportunity
NEED TO KNOW

— New Sydney lab to expedite commercialisation
Opens revenue opportunity
To provide further data to support BCAL test

Australian lab opened: BCAL has opened its Sydney laboratory, a step to
further develop its Liquid Chromatography Mass Spectrometry (LCMS) testing
platform and its breast cancer screening test. BCAL's US commercialisation
partner, Precion Inc, is finalising the test, with BCAL to establish and validate the
workflows, test protocols and algorithms in the Sydney lab.

Revenue opportunity: The lab also opens the opportunity to generate revenues
in advance of the BCAL test market entry, planned for 2024. The LCMS facility
can be offered for both commercial tests and other research activities.

Evidence to date supports high test accuracy: Research studies to date of
samples of ~1,200 patients have reported high accuracy with the BCAL test
showing 91% sensitivity and 80% specificity.

Investment Thesis

Current SOC not ideal: Mammography, the breast screening Standard of Care
(SOCQ), is not ideal with high false test results leading to unnecessary intervention
or delayed treatment. It is not very efficacious in younger age groups and
dissuades many women as it is uncomfortable, intrusive and results in exposure
to radiation. The Australian screening program sees a participation rate of ~55%.

BCAL looks to answer the shortcomings: BCAL'’s test is safe. As a blood test
it offers wider availability and easily incorporated into the patient’s routine GP
based screening program. Confirmation of the accuracy that it has shown to date
is expected to see significant uptake.

Valuation

The current more risk-averse investment environment sees pre-revenue
biotechs trading at significant discount to DCF valuations. MST’s diluted DCF
valuation of $0.48ps compares a share price of $0.09. MST looks to Inoviq (I1Q-
AX -$50m market cap) and Rhythm Biosciences (RHY.AX-$90m market cap) to
provide a guide. IIQ’s two novel diagnostic programs in development /research
stage. It reported FY22 sales revenue of $275K from adjunct cytology test and
research tool. RHY.AX, valued at of $90m, is at market—entry stage, noting

regulatory queries stalled its approval processes and discounted its market value.

In MST’s view, as the CY24 BCAL test launch approaches and LCMS revenues
commence, the investor market will re-rate its R&D risk profile. Taking 11Q and
RHY as current market guides, MST holds its valuation of ~$60m /A$0.21ps.

Risks

MST’s valuation assumptions carry risks/sensitivities including confirmation of
the test, regulatory approval, market uptake, timing and funding. MST’s
assumptions may not be realised or vary from the estimates.
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Breast cancer blood screening. For every qu-an everywhere.

(

BCAL Diagnostics is developing a non-invasive laboratory
blood test for the detection of breast cancer. The core
BCAL technology has evolved from extensive research
and investment over approximately 12 years by
independent groups based in the USA and Australia.
BCAL’s screening test aims to address many of the
shortcomings of the current Standard of Care screening
test, mammography.

https://www.bcaldiagnostics.com/
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Potential Upcoming Catalysts and Newsflow

Period

FY23 Confirmation of test assay/transfer Aust Lab
4QFY23  US Precion final analytical report

FY23 Seek LDT?* approval in Aust

1QFY24  Clinical Decision Support Software analytics
CYy24 First commercial sale of BCAL test
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Figure 1: Financial Summary

BCAL Diagnostics Limited BDX-AU
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Opening of in-house ‘lab’ brings advantages

Following the November 2022 announcement of its plan to establish a commercial pathology laboratory
in Sydney, BCAL has announced that the laboratory has been commissioned. The lab’s Liquid
Chromatography Mass Spectrometry (LCMS) platform technology will be used for both the ongoing
development of BCAL'’s breast cancer screening test and commercial pathology testing/R&D services.
Its US commercialisation partner, Precion Inc. is advancing the development of the BCAL test, with the
Sydney lab to establish and validate the workflows, test protocols and algorithms.

The inhouse laboratory with an LCMS offers a number of advantages:

e Control the ability to expedite BCAL tests development program and its marketing of the test once
approved.

e Early revenue generation.
e Build awareness of the test in public and medical domains.
e Gain additional samples to further confirm the test’s accuracy.

With the establishment of the laboratory and confirmation of the test, BCAL plans to seek approval of the
test under Australian and the US Laboratory Developed Test (LDT) protocols. LDTs are developed for
use in one pathology centre/network. BCAL plans to initially offer the test as a complement to the current
imaging technologies, such as mammograms. The longer-term aim is to further develop the test to offer
monitoring and screening for women of all ages and backgrounds in any location. Revenues are expected
from CY24.

Investment Thesis

BCAL has developed a novel technology to detect breast cancer. Early cancer diagnosis commonly
carries significantly higher survival rates. While the benefits of screening have seen government and/or
healthcare payer funded screening programs introduced in a number of countries, many women do not
take advantage of the programs.

Challenges with mammography

The current standard of care (SOC), mammography, is not ideal as:

o Level of test accuracy: False positive and false negative test results can lead to unnecessary
intervention or delayed treatment.

e Lower efficacy in younger age groups: Mammograms are generally not as effective in younger
women.

e Radiation exposure: Mammography’s X-ray based technology presents a safety risk.

e Thediscomfort and intrusive nature of the testing protocol: Eligible women are deterred because
of the associated pain and/or cultural/religious reasons.

BCAL'’s blood test to answer the problem
BCAL'’s blood test screening technology presents opportunity through:

e Theneed is significant: Breast cancer is the most common cancer in the US, excluding skin cancers.
Screening programs to enable early diagnosis draw strong support from numerous countries’ health
and regulatory bodies. Existing screening programs may present ready access to large markets for
BCAL. Noting BCAL initially plans to market the test to be used in conjunction with existing tests such
as a mammogram.

e Convenience with the blood test to be easily incorporated into existing routine medical visits.
As a blood test, the BCAL test aims to be incorporated into doctor visits for other screening program
tests — for example, for cholesterol, bone density, or cervical smears. In MST’s view, the convenience
and ease of a blood test is likely to see patrticipation rates increase.
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Valuation, Risks Sensitivities

Valuation

The current more risk-averse investment environment sees pre-revenue biotechs trading at significant
discount to DCF valuations. MST'’s diluted DCF valuation of $0.48ps compares a share price of $0.09.
MST looks to Inovig (I1Q.AX- $50m market cap) and Rhythm Biosciences (RHY.AX-$90m market cap)
to provide current market-based valuations. 11Q’s two novel diagnostic programs in development
Iresearch stage. It reported FY22 sales revenue of $275K from adjunct cytology test and research
tool. RHY.AX is at market—entry stage, noting regulatory queries have stalled its approval processes
and discounted its market value. In MST’s view, as BCAL'’s test launch approaches and LCMS
revenues commence over CY24, the investor market will re-rate its R&D risk profile. Taking 11Q and
RHY as current market guides, MST holds BCAL at ~$60m /A$0.21ps.

Risks

The valuation is subject to the usual risks and sensitivities, both upside and downside, of biotechnology
development. BCAL is yet to finalise its test and receive approval. The timing may vary from the
model’s assumptions. In addition, costs may exceed MST’s expectations resulting in the need for
earlier funding. The company has announced it will pursue a LDT pathway to market. While offering a
faster route, revenues are commonly limited in comparison to the FDA/TGA/EMA? regulatory
authorities with limited reimbursement. The company may decide to undertake the traditional
regulatory approval route with longer timelines to market entry.

From a revenue perspective, the price and reimbursement for the test are yet to be established. MST
notes that pricing is likely to vary in the different markets. The need for effective breast screening sees
intense interest bringing potential competition. Other tests may be approved.

From an intellectual property perspective, BCAL’s License Agreement with the University Louisville
Research Foundation (ULRF) includes a provision that BCAL must use reasonable efforts to achieve
the commercial goals and have relevant products ready for commercial sale by 31 July 2023, unless
otherwise extended. BCAL has updated its agreement with URLF to accommodate the projected
launch date. MST’s valuation carries the usual industry risks/sensitivities which include confirmation
of the test, regulatory approval, market uptake, price of the test, timing and funding. MST’s
assumptions may not be realised or vary in timing and size.

2TGA = Therapeutics Goods Administration Authority

FDA = Food Drug Administration
EMA = European Medicines Agency
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Methodology
& Disclosures

MST Access is a registered business name of MST Financial Services Pty Ltd
(ACN 617 475 180 “MST Financial”’) which is a limited liability company
incorporated in Australia on 10 April 2017 and holds an Australian Financial
Services Licence (Number: 500 557). This research is issued in Australia
through MST Access which is the research division of MST Financial. The
research and any access to it, is intended only for "wholesale clients" within the
meaning of the Corporations Act 2001 of Australia. Any advice given by MST
Access is general advice only and does not take into account your personal
circumstances, needs or objectives. You should, before acting on this advice,
consider the appropriateness of the advice, having regard to your objectives,
financial situation and needs. If our advice relates to the acquisition, or possible
acquisition, of a financial product you should read any relevant Product
Disclosure Statement or like instrument.

This report has been commissioned by BCAL Diagnostics and prepared and
issued by Rosemary Cummins of MST Access in consideration of a fee payable
by BCAL Diagnostics. MST Access receives fees from the company referred to
in this document, for research services and other financial services or advice we
may provide to that company

MST Financial also provides equity capital markets (“ECM”) and corporate
advisory services through its capital markets division, MST Capital Markets
(“MST Capital”’). MST Capital provides these services to a range of companies
including clients of the MST Access service. As such, MST Capital may in future
provide ECM and/or corporate advisory services to the company that is the
subject of this research report and, accordingly, may receive fees from the
company for providing such services. However, MST Financial has measures in
place to ensure the independence of its research division is maintained,
including information barriers between its Capital Markets and Research teams.
In addition, neither MST Access, not any of its research analysts, receive any
financial benefit that is based on the revenues generated by MST Capital
Markets or any other division of MST Financial.

The analyst has received assistance from the company in preparing this
document. The company has provided the analyst with communication with
senior management and information on the company and industry. As part of
due diligence, the analyst has independently and critically reviewed the
assistance and information provided by the company to form the opinions
expressed in the report. Diligent care has been taken by the analyst to maintain
an honest and fair objectivity in writing this report and making the
recommendation. Where MST Access has been commissioned to prepare
content and receives fees for its preparation, please note that NO part of the fee,
compensation or employee remuneration paid will either directly or indirectly
impact the content provided.

Accuracy of content: All information used in the publication of this report has
been compiled from publicly available sources that are believed to be reliable,
however we do not guarantee the accuracy or completeness of this report and
have not sought for this information to be independently certified. Opinions
contained in this report represent those of MST Access at the time of publication.
Forward-looking information or statements in this report contain information that
is based on assumptions, forecasts of future results and estimates of amounts
not yet determinable, and therefore involve known and unknown risks,
uncertainties and other factors which may cause the actual results, performance
or achievements of their subject matter to be materially different from current
expectations.

Exclusion of liability: To the fullest extent allowed by law, MST Access shall not
be liable for any direct, indirect or consequential losses, loss of profits, damages,
costs or expenses incurred or suffered by you arising out or in connection with
the access to, use of or reliance on any information contained in this report. No
guarantees or warranties regarding accuracy, completeness or fitness for
purpose are provided by MST Access, and under no circumstances will any of
MST Financials’ officers, representatives, associates or agents be liable for any
loss or damage, whether direct, incidental or consequential, caused by reliance
on or use of the content.

General
Advice Warning

MST Access Research may not be construed as personal advice or
recommendation. MST encourages investors to seek independent financial
advice regarding the suitability of investments for their individual circumstances
and recommends that investments be independently evaluated. Investments
involve risks and the value of any investment or income may go down as well as
up. Investors may not get back the full amount invested. Past performance is
not indicative of future performance. Estimates of future performance are based
on assumptions that may not be realised. If provided, and unless otherwise
stated, the closing price provided is that of the primary exchange for the issuer's
securities or investments. The information contained within MST Access
Research is published solely for information purposes and is not a solicitation or
offer to buy or sell any financial instrument or participate in any trading or
investment strategy. Analysis contained within MST Access Research
publications is based upon publicly available information and may include
numerous assumptions. Investors should be aware that different assumptions
can and do result in materially different results.

MST Access Research is distributed only as may be permitted by law. It is not
intended for distribution or use by any person or entity located in a jurisdiction
where distribution, publication, availability or use would be prohibited. MST
makes no claim that MST Access Research content may be lawfully viewed or
accessed outside of Australia. Access to MST Access Research content may
not be legal for certain persons and in certain jurisdictions. If you access this
service or content from outside of Australia, you are responsible for compliance
with the laws of your jurisdiction and/or the jurisdiction of the third party receiving
such content. MST Access Research is provided to our clients through our
proprietary research portal and distributed electronically by MST to its MST
Access clients. Some MST Access Research products may also be made
available to its clients via third party vendors or distributed through alternative
electronic means as a convenience. Such alternative distribution methods are
at MST’s discretion.

Access & Use

Any access to or use of MST Access Research is subject to the Terms and
Conditions of MST Access Research. By accessing or using MST Access
Research you hereby agree to be bound by our Terms and Conditions and
hereby consent to MST collecting and using your personal data (including
cookies) in accordance with our Privacy Policy, including for the purpose of a)
setting your preferences and b) collecting readership data so we may deliver an
improved and personalised service to you. If you do not agree to our Terms and
Conditions and/or if you do not wish to consent to MST’s use of your personal
data, please do not access this service.

Copyright of the information contained within MST Access Research (including
trademarks and service marks) are the property of their respective owners. MST
Access Research, video interviews and other materials, or any portion thereof,
may not be reprinted, reproduced, sold or redistributed without the prior written
consent of MST.
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