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Forward-Looking Statements

• This presentation contains forward-looking statements about trends and 
objectives. 

• Risks and uncertainties related to such statements could cause actual 
outcomes to differ materially.

• Such risks include those related to customers or markets, growth drivers, 
products or technologies, product pricing or costs, development projects, 
financial results, and access to capital.

• Forward-looking statements represent Microbix’s current judgment and it 
disclaims any obligation to update them.
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BIOSYSTEMS INC.

Develops, makes, and sells biological products or technologies to customers in 
North America, Europe, Asia, and other markets.

Leads in supplying “antigens”, as a critical part of medically important infectious 
disease tests and as lab-oriented quality assessment products (QAPs™).

Averages growing sales now at more than C$1.0 million per month, primarily to 
multinational diagnostics companies, currently running close to break-even.

> $12M
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Our Company Today

Primed for continuing sales growth, product development, near-term expanded 
gross margin, increasing net earnings, and share price appreciation. 

Owns global rights to Kinlytic® urokinase, a clot-buster biologic drug that has 
existing approvals from U.S. FDA and Health Canada.



Leadership and Governance 
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Appointed in July, 2017, after serving 5 years as an independent Board and Audit 
Committee member.  More than 25 years in senior life sciences and finance industry 
roles. Successful leader, executive, director, and advisor. 

CEO

MGMT
Six senior executives reporting directly to the CEO: the CFO, COO, SVP Scientific 
Affairs, SVP Sales & Marketing, VP Biopharmaceuticals, and Director of QA & 
Compliance. About 100 years with the Company between them. 

BOARD
Led by Microbix’s founder as Executive Chairman, includes the CEO and five other 
distinguished industry executives. Cross-functional expertise includes accounting, 
biology, finance, and medicine, with international perspectives.  

AUDIT

LEGAL

A Board Audit Committee of three independent Directors, assisted by CEO, CFO, and 
Executive Chairman. Corporate auditor has been Ernst & Young LLP (EY Canada) 
since 2016. 

Served by five law firms covering issues relating to corporate governance (Owens 
Wright), securities regulations (Boyle & Co.),  intellectual property (Gowling WLG and 
Marshall, Gerstein & Borun), and contracts/litigation (DLA Piper). 



TSX Listed, Symbol: MBX

Current Price $0.22 (August 14)

Shares Outstanding (Basic) 97.0M

(Fully Diluted) 136.0M

52 Week High $0.38

52 Week Low $0.16

Capital Structure 

Market Capitalization $21M

Avg. Daily Volume (3 Mos.) 130K

Cash and Line of Credit $2M

Longer Term Debt
$3M BDC
$7M debentures*

*$4.5M convertible at $0.23
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Core Capabilities

A well-established 
sales-oriented life 
sciences business

Scientific Production

Business

✓ Virology
✓ Molecular biology
✓ Cell culture
✓ Analytics
✓ Proteomics

✓ Validation
✓ Scale-up
✓ Manufacturing
✓ Purification
✓ QC/QA

✓ Management
✓ Sales and marketing
✓ Finance
✓ Intellectual property

• Global leader in native antigen production 

• Global leader in EQA/PT controls

• OEM and Lab support through Quality Assessment 
Products (QAPs)

• ISO 9001:2015, ISO 13485
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Current platform and 
capacity enables 
accelerating sales growth



Sales of Antigens for Immunoassays 
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Immunoassays Diagnostic tests that measure an antigen-
antibody reaction, and for infectious 
diseases, can:

a) suggest the presence of a pathogen, 
b) establish exposure to a pathogen, or 
c) assess the level of immunity to a 

pathogen.

Antigens

Any foreign substance 
that evokes an antibody 
response and binds to 
an antibody. Antigens 
are an essential and 
core component of 
immunoassays.

To diagnose exposure or immunity to pathogens that can affect 
health in adults, children, neonates, or life in utero. For such vital 
uses, immunoassays cannot be replaced by nucleic acid-based tests.

Uses of 
Immunoassays

Microbix’s Role Growing, purifying, and inactivating real bacteria and viruses for 
use as antigens for more than 100 leading international diagnostics 
companies. 

Microbix provides antigens on a large scale as a critical sole-
source supplier.



Microbix’s Major Antigen Products

Bacterial and Viral Expertise: Microbix has royalty-free title to its bacterial, host-cell, and 

viral libraries, a large competitive advantage. It has developed expertise in growing the 

required organisms safely and economically at scale. 

Respiratory
• Influenza A, B
• Adenovirus
• Parainfluenza 1, 2, 3
• Respiratory syncytial (RSV)
• Mycoplasma pneumoniae
• Chlamydia pneumoniae

Pediatric/Maternal (TORCH panel)
• Toxoplasma gondii
• Rubella (German Measles)
• Cytomegalovirus (CMV)
• Herpes simplex 1, 2 (HSV)

Sexually Transmitted
• Herpes simplex 1, 2 (HSV)
• Chlamydia trachomatis
• Neisseria gonorrhoeae

Vector-Borne
• Dengue 1, 2, 3, 4
• Dengue NS1
• Borrelia burgdorfiChildhood and Other

• Epstein-Barr (EBV) 
• Measles
• Mumps
• Respiratory syncytial (RSV)
• Rubella (German Measles)
• Varicella zoster (Chickenpox)
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Growth Outlook for Antigens Business
→ TTM Sales History

• Antigens currently comprise ~90% of total sales, and have 
demonstrated material sales growth over the past 2 years.

• In the more mature markets of the USA and Europe, growth 
is derived from expanding relationships with established 
diagnostics clients.

• The greatest growth is likely to be driven by the adoption of 
public health-oriented immunoassays in new regions, such 
as Asia-Pacific nations. 

• Microbix antigens are being incorporated into dozens of 
tests seeking approval for use in China, for a large emerging-
market opportunity.

• Improvements to processes, including the use of bioreactors 
for viral antigen production, should enhance gross margins 
for this segment.
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Q1 fiscal 2018

$11.1M +7% Y/Y

Q2 fiscal 2018

$11.5M +11% Y/Y

Q3 fiscal 2018

$11.9M +10% Y/Y

Q4 fiscal 2018

$12.5M +23% Y/Y

Q1 fiscal 2019

$12.1M +9% Y/Y

Q2 fiscal 2019

$13.3M +16% Y/Y

Q3 fiscal 2019

$13.2M +11% Y/Y



Beyond Immunoassays
→ The QAPsTM Opportunity
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Microbix has identified an 

important role for its antigens, 

beyond usage in immunoassays,

as Quality Assessment Products 

(QAPs™).

Proper Quality Control (QC) of infectious disease tests is 
critical to health outcomes. 

• Optimal QC requires inactivated and stabilized real 
pathogen to ensure correct results. 

• This requirement applies to both immunoassay and 
nucleic acid tests.

Microbix has the rare expertise needed to make a broad range of such products.
• Growing many bacterial and viral organisms safely, economically, and at scale
• Inactivating organisms in order to have intact surface antigens AND nucleic acids
• Formulating to concentrations representative of clinical samples
• Stabilizing samples for optimal commercial shelf life
• Validating product performance through enhanced quality systems (ISO 13485)

Microbix is therefore developing a line of real-pathogen QAPs, an opportunity well suited to its 
capabilities and market bona fides and a large, low-risk market opportunity.



• New products to spur growth
(multiple organisms, product formats)

• Initial HPV panel to be broadened
(MBX appears to have leading position)

• PT sales into EU expected to grow
(starting in 2020 and building from there)

• Targeting addition of new customers
(in U.S., EU, and other markets)
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PT 5 Year Outlook
Sales began in 2008.

Major and minor accounts
• Mainly to North America (USA/Canada)
• Also Australia, and recently into EU

Sales had plateaued from no new SKUs.

Recent efforts to expand product line

• Originally by five respiratory analytes

• Now to include HPV line, Other STIs, 
Respiratory and GI organisms, etc.

Provides QAPs on a white-label basis 

(widely used, but not identified as from 

Microbix)

To Proficiency Testing (PT) Organizations

$0.9M Sales in f2018

Established Supplier to Lab Accreditation Organizations

11



PT Is Only the Beginning for QAPs™
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Microbix is now opening new markets, providing its QAPs 

to key participants across the diagnostics industry.

The QAPs product line is expected to provide sales growth in North America, Europe, and 
Asia-Pacific, at more favourable gross margins.

REDx Controls™ – To 
support the formal QC 
and QA programs of 
clinical laboratories

To Clinical Laboratories

Sales to begin in f2020

PROCEEDx™ – For 
qualifying new 
instruments and 
training technicians

PROCEEDx™ and REDx Controls™ to be:
(a) labelled as Microbix products; (b) sold in greater volumes at higher prices.

To Instrument Manufacturers

Sales now commencing (f2019)



• 85% of the adult U.S. population is infected 
with HPV, comprising 45% men and 40% 
women.

• Of those infected, 45% carry the “high risk” 
oncogenic types, with 5% more men than 
women.

• The wide distribution of the “high risk” HPV 
types makes the testing for the oncogenic 
types mandatory.

• Men are not covered by cervical “PAP” testing 
programs. Therefore,  their only option is 
Molecular (MDx) testing.

• Adequate QC controls are lacking for the 
support of MDx HPV tests and restricting 
HPV MDx adoption.

Percentage of U.S. Adults with Genital 
Infection, 2014

45%

40%

15% Men

Women

Uninfected

25%

20%
55%

Men

Women

Uninfected

Percentage of U.S. Adults with High Risk 
Genital Infection, 2014

Current Product Focus: HPV

→ HPV infection demographics
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HPV Market Opportunity

HPV is ~12% of global MDx testing market .

Two companies dominate HPV MDx testing, 
with ~70% of the total market.

• A short list of companies dominates 
infectious disease testing.

The global HPV MDx testing market is 
increasing at a CAGR of ~7%.

• USA is ~50% of the market. 

• EU target countries at ~14% market share, 
with a CAGR of > 8%.

Spending on controls is typically ≤ 10% of 
testing – this is Microbix’s target market.

Global Infectious Disease MDx Market Share
by Test ($ millions, %)
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→ Current HPV market information
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• Sold directly to a limited pool of lab accreditation organizations
• Likely able to double from its current base of ~$1.0M/year

• Sold directly to CLIA-regulated lab chains, through distributors to unaffiliated 
CLIA-regulated labs

• Strong sales potential for HPV and other value-added product categories
• Targeting multiple company and distributor accounts of > $100K/year
• Gross margins expected of > 70% for these QAPs across multiple product formats

Our Potential QAPs Markets

~$2.0M in sales targeted – US$10-US$20/unit
Usually unbranded

> Multiple of $10s of millions in targeted sales – > US$50/unit
Branded

• Sold directly to Dx OEMs that are mostly existing Microbix customers
• Dx OEM validation/specification to help with development of laboratory customers

> $2.0M in sales targeted – US$20-US$50/unit
Usually branded
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Partnering Opportunity
→ Kinlytic® Urokinase
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Microbix’s expertise in biologicals led to its 

securing rights to this clot-buster drug, which is 

approved in the USA and Canada.

• For sales to resume, production of the drug must 
be restarted and the new product shown to be 
equivalent to past batches.

• Microbix has validated a path back to market 
with the U.S. FDA, obtained detailed 3rd party 
quotations, and is now moving to secure 
development partners to fund the project. 

A partner to return Kinlytic to the U.S. market is now being sought. Microbix’s goal is to 
secure a material upfront fee and retain a meaningful proportion of economics.

Recent Kinlytic Activities:

Refined Project Scope
Catheter Clearance Indication
U.S. market as a value driver

Established Precise Costs
Quotes from qualified vendors
Remove risk for partners

Engaged Licensing Agent
Well-respected NYC firm
More effective project outreach

Prepared for Due Diligence
Electronic Data Room Created
~1,300 pp. updated and organized



Partnering Opportunity
→ Kinlytic® Urokinase
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Urokinase is a human protein that 

dissolves blood clots and has been 

used to treat multiple clot-related 

disorders in millions of patients.

• The U.S. return of Kinlytic starts with its FDA-approved use for catheter clearance.

• Clearing blood clots from I.V. catheters is now a > US$ 330 million monopoly in the USA, held 
by tPA and growing by about 10% annually.

• Microbix aims for sales in excess of US$200 million by breaking that monopoly.

• Refiling is achievable in 2.5 years with investment of less than US$20 million.

Kinlytic is therefore believed to represent a large value-creation opportunity.



Corporate Financial Performance

• Pre-2019 – Improved financial health and 
operational discipline, accelerated sales growth. 

• Fiscal 2019 – Accessed zero-interest funding, 
achieved initial PROCEEDx TM sales, positioned 
for launch of fully regulated HPV REDx TM

Controls.

• Future – Improving antigen margins, growing 
branded product sales (PROCEEDxTM and 
REDxTM), increasing strong profitability.
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Microbix aims to grow sustainably and with 

positive operational cash flows.

Management is taking many steps to achieve 

those objectives:



Corporate Operational Performance

Multiple changes have been implemented to 

optimize manufacturing processes:
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Innovation Award
• Pre-2019 – Commercialized bioreactor and 

expanded capacity, initiated PROCEEDx TM line,           
invested > $1.0M in site renovations, upgraded to 
ISO 13485 quality standard.

• Fiscal 2019 – Added COO to senior management 
team, occupied 2nd facility for QAPs TM, confirmed 
bioreactor product adoption, completed first 
REDx TM Controls technical files and registrations*.

• Future – Supporting ever-increasing antigens and 
QAPs TM sales, while enhancing process controls, 
yields, and quality, and thereby driving profits.

* Targeted before 2019 fiscal year-end 
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Microbix’s Opportunities

Actions

✓ Continue Sales Growth of antigens

✓ Launch New Products in QAPs TM lines 

✓ Enhance Gross Margins across all products 

✓ Drive Cash Flow from Operations

✓ Partner successfully on Kinlytic® urokinase

Results

✓ Double-Digit Annual Sales Growth

✓ Positive and Increasing Net Earnings

✓ Partnering-Driven Value Creation from Kinlytic® urokinase

✓ Share Price Appreciation

✓ Increasing Business Development Opportunities



A Real Business – Meaningful sales to a broad range of international customers

Big Opportunities – Realizable potential from in-scope operations and projects
• Growing sales of antigens at improving margins
• New offerings and customers for QAPs TM product lines
• Partnering potential for Kinlytic® urokinase

Responsible Management – Financial and operational controls are in place 

An Investable Company – We ask that you evaluate Microbix for your portfolio

Takeaway Messages
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B I O S Y S T E M S  I N C .Cameron Groome
CEO, President, and Director

cameron.groome@microbix.com

THANK YOU
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