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11 October 2023 

Funding for Test Development  

NEED TO KNOW 

− Capital raise, placement/SPP, of ~A$3m  

− Total cash ~A$6.5m incl expected R&D tax refund  

− Expanding markets further support investment thesis  

Funding: BDX is well positioned to continue development of its novel breast 

cancer blood screening test, offering a number of advantages over the current 

Standard of Care test, mammography.  

‘Soft’ launch of BREASTEST™: BDX plans a ‘soft’ launch of the test from 

H1FY25 to selected Australian and New Zealand physicians. It also aims to 

confirm commercial protocols and support agreements with healthcare providers 

in Australian/NZ and other markets.  

Strong Newsflow: As BDX’s test transitions from the R&D stage to test 

certification and first product launch over CY24, newsflow is expected to drive 

investor interest.  

Investment Thesis 

Expanding markets: The breast cancer screening market continues to grow. 
The USPSTF1 has joined other agencies, with the recommendation to lower the 
starting age for breast screening from 50 years to 40 years in the US.  
 
Current Standard of Care (SOC) not ideal: Mammography, the breast 

screening SOC, brings radiation exposure and discomfort, dissuading many 

women. It is also not very efficacious in the denser breast tissue of younger 

women.  

BDX looks to answer the shortcomings: BDX’s test is safe. As a blood test it 

offers wider availability and is easily incorporated into the patient’s routine GP 

based screening program. Confirmation of the accuracy demonstrated to date is 

expected to see significant uptake. BDX’s continued refinement of the test further 

builds its commercial thesis from a cost and availability perspective.  

Valuation, Risks, Sensitivities   

The current, more risk-averse investment environment sees pre-revenue 

biotechs trading at significant discount to DCF valuations. MST looks to Inoviq 

(IIQ.AX A$60m) as a market-based comparator.  MST believes investors will re 

rate the stock as BDX progresses to planned product launch in late CY24. MST’s 

valuation A$0.18ps (prev A$0.21ps), reflects impact of capital raising. MST’s 

valuation carries the usual industry risks/sensitivities which include confirmation 

of the test, regulatory approval, market uptake, price of the test, timing, funding 

and competition. MST’s assumptions may not be realised or vary in timing and 

size. 

 

 

 

 

1 USPSTF US Preventative Services Task Force 
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BCAL Diagnostics (BDX.AX) is developing a non-invasive 

laboratory blood test for the detection of breast cancer. The 

core BDX technology has evolved from extensive research 

and investment over approximately 12 years by 

independent groups based in the USA and Australia. 

BDX’s screening test aims to address many of the 

shortcomings of the current Standard of Care screening 

test, mammography.  

https://www.bcaldiagnostics.com/ 

 

Valuation A$0.18ps (prev A$0.21ps) 

Current price A$0.10ps 

Market cap  A$24.3m 

Cash on hand A$6.5m (post capital raising) 

 

Potential Upcoming Catalysts and Newsflow 

Period  

H1FY24 Lockdown biomarkers for the test 

H2FY24 Certification LDT Aus Laboratory  

H2FY24 US tech transfer to Aus Lab 
 

H1FY25      Launch BDX test in Australia 

Share Price (A$) 

 

Source: FactSet, MST Access 
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Figure 1: Financial Summary  

  

Source: MST, BDX Financial Reports 

BCAL Diagnostics Limited BDX-AU
Year end 30 June

MARKET DATA 12 month performance 

Share Price A$ 0.10         

52 week high / low A$ 0.10 - 0.05

Valuation (12 month forward) A$ 0.18         

Market capitalisation A$m 24.3         

Shares on issue m 243          

Options m 18            

Other equity m 70            

Potential shares on issue (diluted)m 330          

INVESTMENT FUNDAMENTALS FY22 FY23 FY24E FY25E FY26E PROFIT AND LOSS (A$) FY22 FY23 FY24E FY25E FY26E

EPS Reported (undiluted) ¢ (1.7)      (2.4)         (1.7)       (2.2)        1.2           Revenue & Other Income A$m 0.7     2.8     2.7     2.5     12.4   

EPS Underlying (undiluted) ¢ (1.7)      (2.4)         (1.7)       (2.2)        1.2           Expenses A$m (4.1)    (7.8)    (6.8)    (9.3)    (6.8)    

Underlying EPS growth % n/m n/m n/m n/m n/m EBITDA A$m (3.4)    (5.0)    (4.1)    (6.8)    5.6     

P/E Reported (undiluted) x n/m n/m n/m n/m n/m D&A A$m (0.0)    (0.1)    (0.1)    (0.1)    (0.2)    

P/E at Valuation x n/m n/m n/m n/m n/m EBIT A$m (3.4)    (5.1)    (4.2)    (6.9)    5.3     

Dividend ¢  -            -              -            -             -              Interest A$m 0.0     0.0     0.1     0.1     0.1     

Payout ratio % 0% 0% 0% 0% 0% Tax A$m  -          -          -          -         (1.6)    

Yield %  -            -              -            -             -              NPAT A$m (3.4)    (5.1)    (4.1)    (6.8)    3.8     

KEY RATIOS (A$) FY22 FY23 FY24E FY25E FY26E BALANCE SHEET (A$) FY22 FY23 FY24E FY25E FY26E

Forecast year end shares m 207      212         243       313        313          Cash A$m 9.6     3.2     1.9     1.8     5.5     

Market cap (Y/E / Spot) $m 16.6     21.2        24.3      31.3       31.3         Receivables A$m 0.9     3.0     1.0     1.0     1.0     

Net debt /(cash) $m (9.6)      (3.2)         (1.9)       (1.8)        (5.5)          Inventory A$m  -          -         0.1     0.1     0.3     

Enterprise value $m 7.0        18.1        22.4      29.5       25.8         PPE A$m 0.1     1.1     1.1     1.1     1.1     

EV/Sales x 10.0     6.5          8.3        11.8       2.1           Intangibles A$m  -          -          -          -          -         

EV/EBITDA x n/m n/m n/m n/m 4.6           Other A$m  -         1.0     1.0     1.0     1.0     

EV/EBIT x n/m n/m n/m n/m 4.9           Total Assets A$m 10.6   8.4     5.1     5.0     9.0     

Net debt / Enterprise Value x n/m n/m n/m n/m n/m Payables A$m 0.9     2.0     1.0     1.0     1.0     

Gearing (net debt / EBITDA) x n/m n/m n/m n/m n/m Borrowings A$m  -          -          -          -          -         

Operating cash flow per share $ (0.0)      (0.0)         (0.0)       (0.0)        0.0           Leases A$m  -         1.1     1.1     1.1     1.1     

Price to operating cash flow x n/m n/m n/m n/m 7.8           Provisions A$m 0.0     0.1     0.1     0.1     0.1     

Free cash flow $m (3.2)      (6.4)         (4.1)       (6.8)        3.8           Other A$m  -          -          -          -          -         

Free cash flow per share $ (0.02)    (0.03)      (0.02)    (0.02)     0.01         Total Liabilities A$m 1.0     3.2     2.1     2.1     2.1     

Price to free cash flow x n/m n/m n/m n/m 8.3           Shareholder's Equity A$m 9.6     5.2     3.0     2.8     6.8     

Free cash flow yield % -15.6% -30.4% -16.9% -21.8% 12.0%

Book value / share $ 0.05     0.02        0.01      0.01       0.02         CASH FLOW (A$) FY22 FY23 FY24E FY25E FY26E

Price to book (NAV) x 2.2        4.1          8.1        11.0       4.6           Receipts from customers A$m  -          -          -         0.2     10.1   

NTA / share $ 0.05     0.02        0.01      0.01       0.02         Payments to suppliers and employeesA$m (1.4)    (1.1)    (1.5)    (4.0)    (1.5)    

Price to NTA x 2.2        4.1          8.1        11.0       4.6           R&D A$m (2.1)    (6.0)    (5.3)    (5.3)    (5.3)    

EBITDA margin % n/m n/m n/m n/m 45% Govt Grants, Rebates & MilestonesA$m 0.3     1.0     2.7     2.3     2.3     

ROE (Average Equity) % n/m n/m n/m n/m n/m Interest A$m 0.0     0.0     0.1     0.1     0.1     

ROA (EBIT) % n/m n/m n/m n/m n/m Tax A$m  -          -          -          -         (1.6)    

Interest cover (EBIT / net interest) x n/m n/m n/m n/m 98.8         Operating cash flow A$m (3.2)    (6.1)    (4.1)    (6.8)    4.0     

Capex A$m (0.0)    (0.4)    (0.1)    (0.1)    (0.2)    

Acquisitions A$m  -          -          -          -          -         

Other A$m  -          -          -          -          -         

Investing cash flow A$m (0.0)    (0.4)    (0.1)    (0.1)    (0.2)    

Borrowings A$m  -          -          -          -          -         

Equity A$m 9.4     0.1     2.9     6.7      -         

Dividend A$m  -          -          -          -          -         

Financing cash flow A$m 9.4     0.1     2.9     6.7      -         

Change in Cash / FX A$m 6.2     (6.4)    (1.3)    (0.2)    3.8     

Year end cash A$m 9.6     3.2     1.9     1.8     5.5     
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Funding to further develop BREASTEST™  

Successful A$3m raise + R&D rebate + Cash on hand = $6.5m  

BDX has raised a total of ~A$3m (including raising costs) at A$0.10ps, comprising a $2.4m share 

placement and ~$0.6m in a share purchase plan (SPP). Dr Hurrell, CEO, as a US resident, participated 

under an LR7.1 application for 200K shares equating to $20K.  All directors and CEO participated in the 

raise.  

The capital raise of ~A$3m, an anticipated R&D tax offset of ~A$2.7m and existing cash reserves sum 

to a total ~A$6.5m.  

The funding is intended for: 

• Product validation and preparation for commercialisation: BDX plans to launch 

BREASTEST™ for use in conjunction with a mammogram.  The ‘soft’ launch of BREASTEST™ 

with selected Australian and New Zealand physicians aims to confirm commercial protocols and 

support agreements with healthcare providers in Australian and other markets. BDX will seek global 

licensing partnerships.  

• Build out clinical services laboratory: BDX plans to gain National Association of Testing 

Authorities (NATA) certification of ISO15189 and National Pathology Accreditation Advisory Council 

(NPAAC) accreditation to allow for its laboratory to undertake commercial testing.   

• Refinement of test: Work aimed at further refinement of the BDX’s BREASTEST™ lipidomic 

signature and to validate the test as a blood plasma test. The data aims to also extend its IP 

protection. Over CY23/mid CY24, BDX plans for product verification and technology transfer from 

US partner, Precion Inc, to the Australian lab. 

• General working capital: BDX is preparing for launch of its breast cancer screening test in 

Australia and New Zealand, planned for late CY24. The funding will also support activities to explore 

new commercial test opportunities for other cancers particularly ovarian, lung, prostate and brain 

cancer.  

 

Market opportunity - breast screening guidelines expanded… 

The US Preventative Screening Taskforce (USPSTF) has proposed changes to its breast screening 

recommendation, advocating a mammogram every two years for all women from the age of 40. Currently, 

the USPSTF recommends biennial breast screening for women 50–75-years old, with women aged 40-

50 years to ‘make their own decisions’ regarding testing. The change brings the USPSTF more in line 

with the American Cancer Society (ACS) guidelines. It recommends women who are between 40 and 

44 years old, have the option to start screening with a mammogram every year while women 45 to 

Figure 1: BDX upcoming milestones timeline 

 

Source: MST, Company reports 
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54 years old should have an annual mammogram. Women 55 years and older may switch to a 

mammogram every other year, or they can choose to continue yearly mammograms. 

The basis for the USPSTF policy change was attributed to data from 2015 to 2019 which showed an 

average 2% pa increase of invasive breast cancer in women aged 40-49 years old. The USPSTF also 

highlighted that the increase in screening was likely to bring an additional 1376 false-positive results with 

4 to 37 cases of overdiagnosis per 1000 women screened over a lifetime of screening. False positives 

commonly lead to unnecessary invasive testing and patient anxiety. The USPSTF will gather feedback 

on the recommendation, however, major changes to the draft are not anticipated.  

… but they won’t meet the need  

Younger women’s breast tissue tends to be denser than older women. Mammography is less effective in 

dense tissue, bringing challenges to interpreting the mammogram. Expanding the guidelines to include 

younger women increases the risk of more false positive results.  

The USPSTF stated that more research is needed to determine if women with dense breasts should 

have additional screening by ultrasound or Magnetic Resonance Imaging (MRI). In March 2023, the US, 

the Food and Drug Administration (FDA) which regulates mammography facilities at the federal level, 

published a rule stating that mammogram reports sent to patients must include breast density reading, 

which should be described as either “not dense” or “dense.” The aim is to help inform decision making 

regarding further testing. Mammography facilities at state level are regulated by a state-based agency.  

The news highlights that while mammography is the ‘standard of care’ for breast cancer screening, it is 

not ideal. It poses challenges due to:  

• Sub-optimal efficacy: The poor efficacy leads to unnecessary intervention or delayed treatment. 

This is further exacerbated in dense breast tissue.  

• Subjectivity of results: The interpretation of the X-ray can be subjective with varying 

interpretation by the radiologists.  

• Safety concerns: The X-ray technology exposes the patient to radiation.  

• Test aversion: Many women do not participate due to the associated pain, cultural and religious 

reasons – noting there are needle phobias as well.  

• Access: X-ray scanning facilities are not available in more remote locations. 

 

BDX to present a solution  

As a blood test, BDX’s test presents neither the challenges of subjective interpretation of the results nor 

does it entail radiation exposure. The pain/discomfort of the mammography procedure compares to a 

needle prick. Access is also enhanced, without the need for the specialised radiology facilities.  

BDX Test Refinement 

MST investment thesis has also been strengthened by further development of BDX’s test. The test is 

based on lipids or fat molecules that are found in extracellular vesicles (EV). EVs are small, sac-like 

structures that are released by cells to carry ‘messages’ to surrounding cells. Their ‘cargo’ of proteins, 

nucleic acids, lipids and metabolites act to coordinate cell regulation, growth and development. BDX has 

explored both the EV and its ‘cargo’ messages, identifying lipids (fats) found in blood that are associated 

with breast cancer and not found in a healthy subject.  

BDX recently announced that further testing had shown the potential for the lipidomic signatures to be 

extracted directly from the plasma rather than plasma enriched EVs. The ability to assess the ‘lipidomic 

signature’ directly from plasma samples instead of EVs presents an opportunity for a test that is more 

scalable with higher throughput and easier to perform and therefore potentially lower cost. Cost is 

important for a screening test and any opportunity to make the test more affordable will be important. 

Ongoing studies will aim to optimise the plasma lipidomic signature and prospectively compare the test 

against mammographic and pathological diagnoses. 
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News flow strengthens MST’s investment case  

MST’s investment case has been built on:  

Large potential markets: 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 BDX. 

BDX’s market entry plan sees the test being used initially in conjunction with a mammogram. 

Compatibility with existing routine medical practices: As a blood test, over time, the BDX test may 

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 

participation rates increase.  

 

Answering the challenges of mammography: 

• Level of test accuracy: The challenges of mammography screening as well as the subjectivity of 

interpretation of the results pose challenges. False positive and false negative test results can lead 

to unnecessary intervention or delayed treatment. While still to be confirmed, BDX’s testing to date 

supports high specificity and sensitivity.  

• Lower efficacy in younger age groups: As discussed, mammograms are generally less effective 

in younger women.  

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

• The discomfort and intrusive nature of the testing protocol: Eligible women are deterred 

because of the associated pain and/or cultural/religious reasons.  

Valuation  

MST offers a comparative 12 month valuation of A$60m based on Inoviq, (IIQ.AX). It has a broader and 

more advanced portfolio to BDX with two key R&D streams EXO-NET and SubB2M, cancer diagnostics 

and two ‘approved’ products, hTERT and EXO-NET-RUO, albeit with non-material revenues. In MST’s 

view, as BDX’s planned Liquid Chromatography Mass Spectrometer (LCMS) revenues commence over 

CY24 and the planned launch of the BCAL test approaches in late CY24,  the investor market will re-rate 

the company. Valuation per share of A$0.18 (prev A$0.21ps) reflects the effect of the additional shares 

post the capital raising.   

Risks, Sensitivities  

The valuation is subject to the usual risks and sensitivities, both upside and downside, of biotechnology 

development. BDX is yet to finalise its test and receive approval. The timing may vary from the model’s 

assumptions or the test may not receive approval in the key markets. The company has announced it 

will pursue a Laboratory Developed Test pathway to market. While offering a faster route, revenues 

are commonly limited in comparison to approval through the formal regulatory authorities routes. The 

company may decide to undertake the more formal processes potentially resulting in longer timelines 

to market entry. The need for effective breast screening sees intense interest. Other tests may be 

approved, bringing potential competition.  

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. Pricing may vary from our assumptions.  

From an intellectual property perspective, BDX has a License Agreement with the University Louisville 

Research Foundation (ULRF). BDX has updated its agreement with URLF to accommodate the 

projected launch date. 
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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 Limited and prepared 

and issued by Rosemary Cummins of MST Access in consideration of a fee 

payable by BCAL Diagnostics Limited. 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. Within the past 12 months, MST and its 

associates have provided and received compensation for investment banking 

services, including acting as a Joint Lead Manager for the August 2023 capital 

raising of approximately A$2.4 million for the subject company. 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. 

 

https://www.mstaccess.com.au/terms-of-use
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