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Company Profile 
True Diagnostics is changing medicine by providing immediate answers to point-of-care 
physicians – and eventually to over-the-counter. Our simple, portable and economical tests 
require only a drop of blood or small urine or saliva sample – and within minutes can give 
answers which allow treatment to begin immediately. 

True Diagnostics creates simple and powerful diagnostic tools for the $46 billion point-of-care, 
sterilization verification, and animal health markets which are fast, portable, economical and 
measure severity. With a small sample (a single pin prick of blood, a small urine or saliva 
sample, or a surface wipe), the TrueDX™ Platform conducts quantitative tests for life-
threatening, quality of life and environmental conditions which provide laboratory quality 
results in minutes. 

Headed by Jerry Lee, President/CEO, True Diagnostics is a “spin-off” of Dr. James Lee (Jerry’s 
father), the inventor of the pregnancy test over 30 years ago and holder of 18 patents for 
diagnostic solutions based around lateral flow immunoassay (LFIA) technology. The Company 
is positioned to enter the global market quickly with: 
 sFDA clearance and CE Mark for the TrueDX Platform with TrueDX-TSH™ Test allowing 

for shipments to China and Europe 
 Its R&D team headed by Dr. James Lee 
 Decades of experience receiving 510(k) FDA clearances and CLIA-waivers 
 Over 60 tests in its product pipeline 
 Certified outsourced manufacturing in both the U.S. and China 
 Global distribution, branding and marketing expertise 
 
Vision 
Within 5 years, True Diagnostics’ fast, economical and portable diagnostic tests will be available 
anywhere in the world and the Company’s valuation will top $500 million. 
 
The Business 
Formed in 2010, True Diagnostics, Inc. is a product development (commercialization, testing 
and regulatory clearance) and marketing Company which specializes in providing accurate, 
economical and easy-to-use advanced rapid in vitro immunodiagnostic test systems – 
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supplanting typical lab work while producing immediate results (and profits) in the hands of 
point-of-care professionals. 

With the flexibility of the TrueDX Platform, discovery companies with unique biomarkers now 
have a pathway to commercialize their discoveries. And if their biomarker is in ELISA form, 
development and product development can be further accelerated. 

For distribution, the Company sells it products through value-added distribution partners, 
many whom offer therapeutics for the illness being diagnosed, others with a strong established 
foothold in either horizontal or vertical markets, and through a direct sales team focused on 
specific vertical market applications. 
 
Strategic Position 
The Company outsources all of its manufacturing and continues to align itself with discovery 
and technology partners across a wide range of disciplines and markets including: biomarker 
developers, college/universities and their biological and chemistry R&D teams, pharmaceutical 
companies, wireless application providers, software and hardware developers, and value-
added distributors. 

 
 Product Development 
 TrueDX Platform 
 Commercialization 
 Regulatory Clearances 
 Direct Marketing/Sales 

 
 
 
 
 
 
 
 
Technology 
The Company’s technology is centered in the area of immunoassay diagnostics where it offers a 
variety of immunochromatographic diagnostic devices designed to detect numerous health and 
environmental conditions (such as bacteria). The Company’s R&D history has been in one-step 
qualitative (yes/no results) sandwich dye conjugate immunochromatographic assay, where 
unique combinations of monoclonal and polyclonal antibodies selectively identify the health 
condition being analyzed with a very high degree of sensitivity. 

By using the Company’s patent-pending global three-line test, we are able to create a window in 
which the TrueDX Platform creates a curve for measuring intensity – which is then translated 
into numerical values consistent with readings for quantitative tests from reference labs. The 
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digital signal the TrueDX Platform provides allows for any of its tests to extend to Remote-of-
Care situations through wireless or Internet connections. 

Rather than send patients to a lab to have blood drawn and wait days for results, with the 
TrueDX Platform, physicians in offices, clinics, hospitals, medics, and EMTs get answers in 
minutes – and with some tests (traumatic brain injury, cardiac, infectious diseases) – minutes 
that can save lives. Accompanying Dr. Lee is his library of over 60 biomarkers with proprietary 
reagents, a foundation block for IVD development. 

Exclusive Technology Rights/License 
The Company obtained exclusive rights from Dr. James Lee/Assurance Biotech, LLC (Dr. Lee’s 
repository for IP) to improve upon, manufacture, brand and distribute (and to re-license) the 
TrueDX Platform, associated technologies and subsequent tests to the global market. 
 
The TrueDX™ Platform 
The TrueDX Platform is comprised of six parts: 1) lateral flow TrueDX™ Tests; 2) TrueDX™ 
Reader; 3) raw data; 4) TrueDX™ Software for analytics; 5) user interface; and, 6) network 
connectivity. The TrueDX Platform has increased flexibility in that multiple tests can be 
performed on just a single TrueDX Reader. Even more powerful is the digital signal the TrueDX 
Platform provides, allowing for its applications to extend to Remote-of-Care applications 
through wireless transmission. 
 

 
 
 

The first implementation for the TrueDX™ Reader is packaged in a table-top model powered by 
a USB cable which transmits data to a PC where software analyzes each scan and provides 
physicians with quantitative results. Designs are underway for both a hand-held version and a 
wireless monitor. 

With the continual discovery of new biomarkers, the Company’s R&D team can quickly 
develop new tests which enable physicians to employ a single instrument which can diagnose a 
range of conditions including infectious diseases, thyroid health, prostate health, pre-malignant 
tumors, cancers, allergies, diabetes, traumatic brain injury, cardiac problems, and more, 
resulting in new therapies. 

Following a simple finger pin prick of blood, a small urine sample or a saliva sample, results 
from TrueDX Platform are available within minutes. 
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Product Pipeline 
The Company has 61 tests in its product pipeline, 57 of which have passed through discovery 
and proof of concept. There are five steps the Company employs prior to product launch: 
1. Discovery (matching unique biomarkers to antibodies/antigens) – unknown time. 
2. Proof of concept (testing chemistry to ensure specificity and sensitivity requirements are 

met) – 1-3 months. 
3. Development (creating repeatable results on the TrueDX Platform and releasing to 

manufacturing) – 1-3 months. 
4. Clinical studies (usually a single study of 3 sites of 120 patients each) – 1-3 months. 
5. Regulatory review and clearance – 5-8 months. 

Product Development Strategy 
True Diagnostics’ first products entering the market include tests which are in demand by 
physicians and require intravenous blood draws with blood lab analysis. The Company is 
queuing up several other tests to meet market demands for various health and environmental 
conditions following these initial launches: 
 TSH (Thyroid Stimulating Hormone) for the detection of Hypothyroidism 
 fT4 (free Thyroid 4) for the detection of Hyperthyroidism 
 PSA (Prostate Specific Antigen) for the detection of Prostate health 
 
Regulatory Process 
The Company obtained sFDA clearance in September 2011 to allow product shipments of its 
TrueDX Platform with TSH tests to begin in China and received a CE Mark in March 2012 to 
allow shipments to begin to countries across Europe. 

The Company is required to obtain FDA 510(k) clearance prior to selling its products into the 
U.S. health/medical market (but not for food prep safety or animal health). Over his career, Dr. 
Lee has received 510(k) clearances on over a dozen products – including CLIA-waive status on 
some which, due to their simplicity, opens the Company’s products to over 106,000 POLs 
(Physicians with Office Labs) in the U.S. The Company fully expects to receive CLIA-waive 
certification for its TrueDX Platform and each test. 

Unlike drug certification which can last years/decades, 510(k) clinical studies are typically 1-3 
months in duration (3 groups of 120 patients). FDA approval for diagnostic products runs from 
6-9 months as clinical testing is compared against performance specifications (i.e., “accurate to 
within”). 

Clinical Studies 
Two groups totaling 220 patients were tested using the TrueDX Platform with TrueDX-TSH™ 
Test and also had blood drawn and sent to a reference lab. The results of the TSH screening 
were compiled and compared resulting in <10% variance compared to blood lab results. 
 
Manufacturing 
The Company outsources the manufacturing of the TrueDX™ Reader and TrueDX™ Software 
to Kaiwood (in Taiwan). For its TrueDX™ Tests, the Company outsources to Syntron 
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Bioresearch and Tianjin New Bay (“sister companies” – Syntron in Carlsbad, CA and Tianjin 
New Bay in China – both headed by Dr. James Lee) which: 
 Have decades of LFIA diagnostic manufacturing experience 
 Have manufactured 100s of Millions of LFIA tests 
 Maintain their status as a GP Device Manufacturer 
 Are ISO 1345 certified 
 Have fully developed cell lines (antibodies and antigens) perfected by Dr. Lee over decades 

To meet increases in production demands of up to 100 million tests/year, both facilities are 
equipped to expand from a single shift to three shifts (+ 7 days/week) and further increase 
production output by adding to their facilities in both equipment and space. 
 
Market 
The Company’s overall market for its products is $46 billion – and it is expanding. The 
worldwide point-of-care IVD market tops $18 billion and is growing at a 30% rate in emerging 
markets. The global market for food prep safety is $15 billion and $13 billion for animal health. 
Physicians with Office Labs (POLs) number over 106,000 in the U.S., with rising costs and lower 
reimbursements placing them in tenuous financial positions. Today physicians receive no 
compensation for referring or sending patients to blood labs. Using the TrueDX Platform, they 
will be able to not only keep those tests in-house to begin patient care immediately, but be able 
to receive reimbursements for each test (i.e., purchase a TSH or PSA test from True distribution 
for $10, receive ~$24.00 for reimbursements, clearing nearly $14 profit per test). 

Competition 
There are a few quantitative LFIA products on the market, but their drawbacks when compared 
to the TrueDX Platform are considerable: 1) COGs for their tests disallow entry into emerging 
markets, limiting global opportunities and lower reimbursement profits; 2) the complexity of 
their systems require highly-skilled operators and they cannot receive a CLIA-waive which 
closes their market opportunities; 3) their tests and/or reagents must be refrigerated and have 
limited shelf life; and, 4) their analyzers are tuned to single tests, requiring separate 
analyzers/systems for new tests. 

With its affordability, the increase in patient care (treatment begins during a first point of care 
visit) and the ability for physicians to increase their revenues, the TrueDX Platform is well 
positioned as the method of choice for the 106,000 POLs in the U.S. market as well as hundreds 
of thousands of other point-of-care situations globally. 

Other competition for the TrueDX Platform comes from blood labs such as Quest Diagnostics, 
Abbott Labs, and Lab Corp. Their solutions require intravenous blood drawn and patients to 
wait days for results. Companies such as Roche and Siemens provide large, expensive blood 
analyzers which are used by these labs. 
 
Diagnostic Test Markets 
Tests for the TrueDX Platform will be placed in a variety of point-of-care locations. As an 
example, the Company’s TSH test (the 4th most ordered/requested blood test) will be found at: 
 OB-GYNs as a first/primary screener for pregnant women to ensure the flow of oxygen and 

metabolic rate is sufficient for the fetus. 
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 Endocrinologists as an original diagnostic tool for the detection of a hypoactive (under-
active) thyroid, then as a monitoring tool following treatment. 

 General Practitioners as a screener for hypothyroidism whose symptoms include thinning of 
skin and hair, clinical depression, increase in weight, fatigue, decreased libido, and more. 

 
Distribution 
The Company will use direct sales to target specific vertical markets (i.e., endocrinologists, OB-
GYN’s) or to up-sell additional tests where TrueDX Platforms have already been placed. Value-
added distribution partners (most who also offer a therapeutic solution) will also bring the 
TrueDX Platform to market. The Company signs exclusive agreements which allow complete 
access to specific geographic and application territories. For these exclusive rights, the 
Company will receive licensing fees accompanied by long term contracts tied to forecasted 
revenues. 

Application markets for the Company’s medical products include: Hospital ERs, ORs, ICUs; 
Clinics; EMTs; Military hospitals and medics; General practitioners; Oncologists; Neurologists; 
Urologists; OB/GYNs; Cardiologists; Allergists; and Veterinarians. 

For surface bacteria testing, where the Company’s simple and portable sterilization verification 
and food manufacturing/processing tests will be found, application markets include: clinics and 
hospitals, public safety, food manufacturing plants, food supply chains, food preparation and 
more. 
 
Revenue Streams 
Each condition where the Company develops TrueDX Tests opens new revenue opportunities 
across four significant areas: 1. Geographic distribution; 2. Application (thyroid, prostate, 
cancer, infectious disease, traumatic brain injury, women’s health, food prep safety, animal 
health, etc.); 3) Provider (i.e., GPs, OB/Gyn’s, veterinarians, oncologists, medics, etc.); and, 4) 
Value-added distribution partners (i.e., a pharma company with a therapeutic for a specific 
disease which the TrueDX Platform analyzes). 

The five revenue opportunities for the Company follow the “razor needing razor blades” 
model: 1) Tests; 2) TrueDX Platforms; 3) Exclusive Territory Fees; 4) Development Fees; and, 5) 
Licensing Fees. 
 
Management Team 
President and Chairman of the Board, Jerry Lee, has worked in the biotech field in management, 
operations, marketing and business development for over 10 years with Syntron Bioresearch 
and Aventir Biotech, LLC following graduation from Indiana University in 2002. Jerry has 
assembled a core internal team including David Larson as CFO/COO (experience with divisions 
of DuPont, Kodak, Gerber Scientific, American Express and Agfa-Gavaert) and Dr. James Lee 
(Jerry’s father) who heads Discovery. Additionally, an external team of seasoned industry 
professionals complete the Company’s ability to develop sound strategic plans and respond to 
any challenge. 
 


